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THE IMPACT OF CANCER 

The epidemiological impact 

Cancer is a disease with a huge impact. According the latest global statistics 

there were 14.1 million new cancer cases in 2012 [1]. This number is expected 

to increase to 24 million by 2035. Cancer is one of the leading causes of death 

worldwide, accounting for 8.2 million deaths in 2012. With 321.1 incident cases 

per 100.000, Belgium belongs to the group of countries with the highest cancer 

rates in the world (Figure 1) [1].  

 

 

Figure 1 Worldwide cancer incidence 2012 

 

In 2014 67.820 new cases of cancer were diagnosed in Belgium, of which 

35.948 in men and 31.872 in women [2]. Prostate, lung, colorectal and breast 

cancer are the most frequent tumors (Figure 2). 
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Source: Belgian Cancer Registry 

Figure 2 Ten most frequent tumors in Belgium 2014 

 

Approximately one third of men and 25% of women will get diagnosed with the 

disease before their 75th birthday. Partly because the aging of the population, a 

significant increase is expected, with an estimated incidence of 95.001 cancer 

diagnoses in 2050 [2]. Currently, the 5-year relative survival proportions are 

59% in males and 69% in females. Due to earlier detection and successful 

therapeutic approaches more and more patients survive or live longer with 

cancer. According the statistics of 2013 331,776 persons (3% of the total 

Belgian population) were alive after being diagnosed with cancer in the last 10 

years [3]. 

 

The impact on patients’ well-being 

Biopsychosocial approach of well-being 

For most cancer patients the impact goes way beyond the threat of one’s 

physical health, also placing a burden on one’s psychosocial health. The roots of 

the term ‘psychosocial health’ lie in the World Health Organization’s (WHO) 
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definition of health as “a state of complete physical mental and social well-being, 

and not merely the absence of disease and infirmity” [4]. 

Before, the prevailing model in medical science was the biomedical model, in 

which disease was reduced to a problem in biological processes. However, 

behavior and environment affect the onset, progress and perception of disease. 

And disease, or illness also affect the psychological well-being and social 

relationships. George Engel has therefore extended the biomedical model with 

psychological and social aspects to the biopsychosocial model [5]. The 

biopsychosocial model displays a dynamic and interactional vision that explains 

the mutual influence of ‘body’ and ‘mind’ (Figure 3). Concrete examples can be 

found in the section ‘Experienced consequences’ (Table 1). 

 

 

Figure 3 The biopsychosocial model of health                                                                                              
With this figure, I do not pretend to give an exact and exhaustive summary, but rather an illustration                                                          

of the multitude and intertwining of biopsychosocial dimensions and elements that play a role in health. 
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In Belgium we only have one term for ‘disease’, though, in the English literature 

we see that the multidimensional characteristics of health and disease are 

reflected. Hofmann refers to the “triad disease-illness-sickness”[6]. This triad 

describes the approach of the same phenomenon from different perspectives: 

 ‘DISEASE’ : 

One goes to the physician with symptoms, complaints or problems 

(Physical - Organic). 

 ‘ILLNESS’:  

One is suffering from symptoms, feeling sick (Psychic - 

Phenomenologically). 

 ‘SICKNESS’:  

Due to the illness the person gets the social role of the sick patient in the 

community, often linked to different expectations,  rights and obligations 

(Social - Behavioral). 

Engels’ biopsychosocial model, that describes these multidimensional 

characteristics, brought a lasting contribution of widening the perspective on 

health [7]. The model was a call for reassessment of the way patients are 

understood and to broaden the domain of medical knowledge to meet the care 

needs of each patient [8]. 

 

Cancer patients’ well-being  

Experienced consequences 

Due to the disease and corresponding treatments patients and survivors often 

struggle with multifactorial consequences of physical, psychological, and social 

nature. These are discussed below and illustrated with testimonies of patients 

and their relatives in Table 1.  

Patients may experience physical consequences like pain, hair loss, nausea, 

weight gain/loss, fatigue, bowel-function issues and sleeping difficulties varying 

from short to long-term in nature [8, 9, 10, 11]. Physical problems can limit 

patients in their social participation, recreational activities and for example 

fertility issues can jeopardize their plans for the future [12]. Fatigue as a 
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consequence of disease and treatment appears to have a negative impact on all 

aspects of patients quality of life (QOL) [13, 14]. 

Cancer patients’ psychosocial health is jeopardized by emotional distress, fear of 

recurrence, memory changes, worries about the well-being of relatives, sexual 

problems, social issues, employment and financial difficulties, often resulting in 

supportive care needs [11, 15, 16, 17, 18, 19]. Some patients feel stigmatized 

as ‘the sick one’ by their social context and experience little support. Others do 

experience support in their personal context, but also perceives a need for 

information and support in their relatives [17]. Patients that develop severe 

psychosocial problems, mostly experienced psychological problems already 

earlier in life [20].  

 

Care needs 

Each cancer patient follows an own path of physical and psychosocial adjustment 

[21]. Due to the large diversity and multidimensionality in care needs, there is a 

need for a flexible and individually tailored care offer [18, 22]. In contrast to 

physical rehabilitation needs, cancer patients’ and survivors psychosocial care 

needs are less discussed with hospital staff and general practitioners [17, 23]. 

The recognition and detection of issues in patients psychosocial well-being 

seems to be insufficient, partly because patients themselves do not 

spontaneously express them [24]. Patients prefer that healthcare professionals 

take the initiative for a conversation on psychosocial issues [25]. Results from 

several studies show that not all patients express needs for support in this area 

[18, 26, 27]. According to a study of Ernstmann et al. 18.9% of their study 

sample expressed unmet care needs for psychosocial support, while only 9.5% 

were actually using psychosocial services [26]. Shyness and reluctance of 

patients to bring up such issues can play an important role in this [21]. There is 

a presumption that the degree in which the patient receives information on 

support options influences their expression of care needs [26]. Routine 

discussion of potential psychosocial concerns and psychosocial support options 

could encourage this [17, 28].  
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Table 1. Cancer patients’ (and relatives’) testimonies on the impact of cancer, 
with indication of the elements from the biopsychosocial model. 

Patients’(and relatives’) experiences 

Elements from the 
biopsychosocial 
model that were 
influenced 

”My brother and I were living in a student house, but decided 
to move back home, and took care of our dad together with 
mum. Our time together was valuable, but I am not going to lie 
about it…his illness was terrible.” 
Thomas, cancer affected the membrane of his fathers’ lungs 1 

Family relations 
Emotions  
Trauma 
Social context 

“As a patient I had moments that I was barbaric: I said things 
that I didn’t mean, I cursed and tortured, I smashed the 
doors…and particularly…I scold Karel, while he was just trying 
to take care of me. But I didn’t want help. Everyone had to 
leave me alone, it was MY cancer.” 
Nicole, had breast cancer, her husband died from bladder cancer 1 

Behavior  
Partner relation   
Coping   
Self-Image  
Temperament 

“It takes some adjustments in terms of sexual habits, but 
fortunately, penetration does not determine sexual satisfaction, 
even for those of the partner” 
Mark, was treated for prostate cancer 1 

Disability  
Body-Image  
Partner relation 
Sexuality 

“If your mobility is limited, you risk to be somewhat isolated…. 
People who do not know you ask if you had an accident, and 
then you have to tell the story all over again. In the end, you 
prefer to stay at home” 
Bart, his leg was amputated because of bone cancer 1  

Disability  
Social context and 
contacts 
Behaviors 

“I suffer from memory and concentration problems, and 
because I have little energy, I have to plan a day a lot more 
consciously. Therefore, I am looking for depth in life nowadays. 
It's about quality, not about quantity. I read more spiritual 
books and have deeper conversations now.” 
Gerjan, he had a large tumor in his chest 2  

Memory  
Spirituality  
Treatment effects  
Personality  

“My first thoughts went out to my children: ‘they are too young 
to live without a mother’. For a minute there was panic, 
sadness, fear to lose all.” 
Marie-Christine, was diagnosed with breast cancer 3 

Emotions  
Parenthood 

“In that sense cancer made my life more beautiful. I don’t wait 
for my retirement to enjoy life, I am doing it right now.“ 
Chantal, was diagnosed with breast cancer with metastases in the liver 3 

Behavior 

“People are just like animals, they like to belong to the herd. 
Suddenly I didn’t belong to the herd anymore, with my weird 
cancer. I was ashamed of my "female illness" 
André (♂), was diagnosed with breast cancer 3 

Emotions  
Gender 
Self-Image 

“Living without Lesley was not an option for me. If she had to 
die, I was going with her. I dropped my hobbies and my sports, 
I immediately started ‘preparing’ her for her treatments, and a 
healthier lifestyle. I saw it as my duty. From the start I was 
firmly convinced that my wife and child were going to make it.”  
Andy, his wife was diagnosed with breast cancer during her pregnancy 3 

Emotions  
Behavior 
Social role  
Beliefs 
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Quantity of Life & Quality of Life 

Through time, improved medical therapies resulted in increased life expectancy, 

and so life prolongation of life or ‘quantity of life’ alone was no longer a scale for 

successful treatment anymore. Consequently, the importance of the concept of 

‘Quality of Life’ emerged. Although there was much debate on the 

conceptualization and definition of QOL, most agree that QOL is a 

multidimensional construct, with the minimum domains of physical, emotional, 

and social well-being [29, 30, 31]. This successfully captures a persons’ abstract 

evaluation of life based on the values this person has regarding the meaning of 

life. Measuring patients’ QOL can serve for monitoring purposes, as an 

exploratory process to better determine the symptom relief or rehabilitation 

needs of cancer patients. There is growing interest in QOL instruments to aid 

patient-clinician interaction and policy decision making, as well as increased 

application as outcome measures in clinical trials [32]. For example, in studies 

where small differences were expected in the traditional outcomes (e.g. survival 

or disease-free survival), yet a large discrepancy is anticipated regarding toxicity 

and/or tumor-related symptoms.  

 

“Mum never talked about it herself: she doesn’t like worst case 

scenarios. She didn’t want to think about it, nor talk about it.“ 
Hanne, her mother was diagnosed with breast cancer 3 

Coping 

“I have forgiven my body now, that was a milestone for me. I 
had to start a hormones cure and finally I came into the pre-
menopause at my 21st.”  
Nadège, was diagnosed with breast cancer 3 

Body-Image  
Fertility 

“As a CEO I had the chance to decide if and how long I was 
able to work. Employees should have that opportunity to, but 
for the law you are sick or not, there is nothing in between.” 
Tom, was diagnosed with colon cancer 4 

Socio-Economic  
Society 

“I don’t see the disease as a punishment. Allah wants to warn 
me, point me to the fact that I did not live enough by the rules 
(praying, wearing my headscarf,…). He wants to give me the 
chance to wash away my sins for a better place in the afterlife. 
If it is good for me, I want to cure. If it is bad for me, I don’t. If 
I'm going to commit worse sins if I live longer, I'd rather die 
now.” 
Selma, was diagnosed with breast cancer 3 

 

Religion  
Spirituality 
Culture  
Self-Image 

Sources:  1 Leven, Kom op tegen Kanker, July 2016, nr71;  2 Kracht, KWF Kankerbestrijding, March 2014, nr24; 3 Pink 

Ribbon magazine, Edition 2011; Leven, 4 Leven, Vlaamse Liga tegen Kanker, April 2014, nr 62. 
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QUALITY CARE 

With the shift from the biomedical to the biopsychosocial model in health care, 

the debate on quality of care increased. The most cited and adopted definition of 

quality care is that of the Institute of Medicine (IOM). The IOM defined care 

quality as the extent to which care for individuals and the entire population 

increases the chance of desired outcomes and this according to current science 

[33]. This way the concept of quality entails a relationship between the 

outcomes of care, and the normative frame of reference [34]. Outcomes of care 

can be: health, disabilities, handicaps, mortality, perceptions of care, or 

structural properties. The normative frame of reference is generated by norms 

and values, such as professional criteria or standards, guidelines, expectations 

of patients, ideals or desires of society, and cultural values. 

In the report ‘Crossing the quality chasm: a new health system for the 21st 

century’, the IOM defined six ‘aims’ to improve the delivery of care: safety, 

effectivity, efficiency, timeliness, equitability and patient-centeredness [33]. 

Patient-centered healthcare was defined as: “Health care that establishes a 

partnership among practitioners, patients, and their families (when appropriate) 

to ensure that decisions respect patients' needs, and preferences and that 

patients have the education and support they need to make decisions and 

participate in their own care” [33]. This caused a paradigm shift from supply-

driven to demand-driven approaches in health care. Regularly, healthcare 

systems are determined by the expertise of healthcare professionals and their 

estimates of what a patient needs, based on the diagnosed disease. This results 

in fragmentation of care, and often also inefficient use of limited resources in 

health care [33]. However, the last couple of years, one intends to focus more 

on the patient's disease experience, or the personal meaning of illness for the 

patient. This way, care can be delivered in line with the patient’s demands or 

needs, in the pursuit of personal health. This demand driven approach not only 

focusses on the patient’s needs, but also invites the patient to actively 

participate as a stakeholder in his care management. By sharing their 

experiences and reflections on care, patients can contribute in the co-creation of 

care [35]. Epstein et al. stated that patient-centered care results from 

interactions between patients (and their families), clinicians, and health systems 

[36]. To obtain real patient-centeredness in care, it is important to ensure that 
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patients are well-informed, and get the opportunity and the appropriate tools to 

give input from their perspective in this interactional process [37]. 

 

Cancer care for ‘The Whole Patient’ 

International recommendations and guidelines 

To address the impact of cancer on patients and their relatives, cancer care 

should be comprehensive, integrating the medical and the psychosocial 

approach during active treatment, as well as in follow-up. In 2008 the National 

Institutes of Health (NIH) asked the IOM to study the delivery of psychosocial 

services to cancer patients and their families. The IOM concluded that many 

services that were available remained untapped, because patients were often 

unaware that they existed or did not know how to access them [38]. A ‘Standard 

of Care’ was provided by the IOM to function as a mechanism to incorporate 

attention to psychosocial needs into daily cancer care (Table 2).  

 

 

Table 2. IOM’s Standard of care for cancer patients’ psychosocial concerns and 

needs 

‘The Standard of Care’ 

All cancer care should ensure the provision of appropriate psychosocial health services by: 

 Facilitating effective communication between patients and care providers. 

 Identifying each patient’s psychosocial health needs. 

 Designing and implementing a plan that: 

o Links the patient with needed psychosocial services. 

o Coordinates biomedical and psychosocial care. 

o Engages and supports patients in managing their illness and health. 

o Systematically following up on, re-evaluating, and adjusting plans. 

Abbreviations: IOM (Institute Of Medicine). 

 

 

In the resulting report ‘Cancer Care for the Whole Patient: Meeting Psychosocial 

Health Needs’ the importance was underlined for authorities to incorporate 

attention to psychosocial needs into their policies, practices, and standards 

addressing clinical health care. These policies, practices, and standards should 
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be aimed at ensuring the provision of psychosocial health services to all patients 

who need them [38]. 

As well in 2008, the Council of the European Union (EU) presented their 

conclusions on reducing the burden of cancer [39]. They acknowledged the 

significance of psychosocial aspects of cancer care and stated that “to attain 

optimal results, a patient-centered comprehensive interdisciplinary approach and 

optimal psychosocial care should be implemented in routine cancer care, 

rehabilitation and post-treatment follow-up for all cancers” (par.5), with an open 

invitation to all EU member states “to take into account the psychosocial needs 

of patients and improve the quality of life for cancer patients through support, 

rehabilitation and palliative care” (par.19). 

In the last decades, this EU Council statement and other international 

recommendations and guidelines on routine screening of cancer patients’ 

psychosocial distress and care needs were written [38, 40, 41, 42, 43, 44, 45, 

46]. Along with other vital signs (temperature, blood pressure, pulse, respiratory 

rate and pain), distress was considered the ‘sixth vital sign’ that deserves follow-

up in cancer care [47, 48, 49]. Insights retained from the follow-up of this 

parameter can lead to better modification of treatment or referral for supportive 

care [50].  

Meanwhile, the landscape of cancer care has positively evolved. There is a 

growing consensus that psychosocial care should be integrated into the routine 

care of patients with cancer [51, 52]. Psychosocial-oncology has grown to 

become a multi-disciplinary specialty in research and practice, covering the 

psychological, social and behavioral dimensions of cancer. Specialists in the field 

conclude that psychosocial-oncology is on the rise, though its implementation is 

often still situational, ad hoc and poorly structured [51, 53, 54]. Many countries 

do not have a national program to integrate the preventative, medical an 

psychosocial actions in the fight against cancer, and in the countries who do, 

often psychosocial oncology is not specifically offered except within the context 

of more, general psychological support [55]. In the future continued efforts 

should be made to achieve ‘cancer care for the whole patient’, for all patients. 
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The Belgian National Cancer Plan 

National Cancer Control Programs (NCCP) are defined by the WHO as “public 

health programs designed to reduce cancer incidence and mortality and improve 

quality of life of cancer patients, through the systematic and equitable 

implementation of evidence-based strategies for the prevention, early detection, 

diagnosis, treatment and palliation, making the best use of available resources”.  

In a survey of the European Partnership for Action Against Cancer (EPAAC), 

twenty-four out of 29 countries (83%) reported having some type of NCCP, 

among which Belgium [56]. Specific goals of NCCP vary by country, depending 

on what cancer services are already in place, how these are linked, how efficient 

they are, and how responsibilities are shared among stakeholders. 

In Belgium, the National Cancer Plan 2008-2010 was launched in 2008 [57]. The 

plan integrated all the aspects of the fight against cancer, divided into three 

domains of actions:  

 Domain 1 : Prevention and detection 

 Domain 2 : Patient care, treatment and support  

 Domain 3 : Research, innovation and evaluation.  

All the actions were aiming at the support of involved healthcare professionals 

(HCP), patients as well as their relatives, thus in general aiming at the support 

of everyone who has to deal with this disease day-to-day. The second domain 

contained several actions and objectives to stimulate the psychosocial approach 

in cancer care (Table 3). 

In 2011 the National Cancer Plan was critically evaluated by the Flemish League 

Against Cancer (a large patient advocacy organization) [58] and the Belgian 

Cancer Registry (BCR) [59]. It was agreed that the National Cancer Plan caused 

progression in the Belgian cancer policy, and cancer was placed higher on the 

social and political agenda. At the time of evaluation more than half of the 

actions of the National Cancer Plan were executed, partly executed or in 

preparation (Table 3).  

 

 

http://www.e-cancer.be/kankerplan/axis-actions/Axis1
http://www.e-cancer.be/kankerplan/axis-actions/Axis3
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Table 3. Actions of the National Cancer Plan in the domain of Patient care, 

treatment and support 

Action 7. 
 

Action 8. 
Action 9. 

 
Action 10. 

 
Action 11. 

 

Action 12. 
Action 13. 
Action 14. 
Action 15. 
Action 16. 
Action 17. 

 
Action 18. 
Action 19. 
Action 20. 

 
Action 21. 
Action 22. 

 
Action 23. 
Action 24. 
Action 25. 
Action 26. 

 
Add. Action 
Add. Action 

Extended consultation for patients when the cancer diagnosis is 
communicated to them  
Promotion of multidisciplinary oncological consultation (MOC)  

Creation of transmural care plans for cancer patients with an important role 
for the GP X 
Nursing and psychosocial support for patients within the framework of 
cancer care programs  

Funding of a data manager within the framework of the cancer care 
programs  

Definition and funding of a pediatric cancer care program » 
Care for rare tumors » 
Recognition of oncology nurse  
Improved cover for cancer treatments by compulsory health insurance  

Support for radiotherapy and oncological imaging » 
Structural support for cell therapy banks and units for hematopoietic stem 
cells and cord blood  
Improved refund for certain costs associated with cancer treatments  
Developing functional rehabilitation of cancer patients in remission  

Setting the conditions for the recognition of post-treatment handicaps of 
cancer patients  
Support for parents of children with cancer  

Access to psychological support or participation in counselling groups or 
support activities  

Structural funding of pediatric care networks ("ongoing care for children") » 
Support for pilot projects in the field of clinical geriatric oncology  

Improving the offer of palliative care for cancer patients » 
Actions to be taken in consultation with the ministers competent at Federal 
level » 
Reimbursement of transportation expenses for cancer patients  
Better treatment in the diet of cancer patients     

Abbreviations: GP (general practitioner), Add Action (Additional action added in the policy agreement of 1/12/2011 when 

the continuity of the cancer plan was warranted).  
action executed at the time of evaluation of the National Cancer Plan in 2011. 

» progress was made for this action at the time of evaluation of the National Cancer Plan in 2011. 
X no progress for or execution of this action at the time of evaluation of the National Cancer Plan in 2011. 

 

 

In the domain of ‘Patient care, treatment and support’ 13 actions were 

executed, six actions were in progress and one was not executed at all (Table 

3). Although there is a positive influence of the actions taken, the effectivity and 

efficiency of some actions in practice is questioned. A long-term vision in 

combination with a number of measurable targets to evaluate the efficiency of 

the Cancer Plan actions is missing. Some actions undertaken reach the target 

population only to a limited extend. For example many physicians do not make 

use of the extended consultation yet. In 2015 the Belgian Health Care 

Knowledge Centre (KCE) evaluated the multidisciplinary oncology consultation 
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(MOC) and decided that these proved to have an added value for the quality of 

cancer care, by their effect on communication, coordination and care continuity 

[60]. Alertness was recommended in order to ensure that these MOCs are 

patient-centered and not disease-centered. In this perspective, the participation 

of the general practitioner (GP) in the MOC is of great importance, since this is 

the HCP best informed on the overall medical and psychosocial situation of the 

patient [61, 62]. GP play an important role in post- treatment cancer care [10, 

63], and so the European Association for Quality in General Practice (EQuiP) has 

pointed to the interface between secondary care and GP as a critical point for 

quality of care [64]. However, the participation of GP to the MOCs is rather 

limited. Data from the BCR, and the Intermutualistic Agency (IMA/AIM) show 

low participation rates of GP for all cancers (e.g. 2% for breast cancer; 3% for 

lung cancer; 4% for colorectal cancer) [60]. A survey of the KCE revealed that in 

particular, the lack of an invitation to participate, practical and interpersonal 

aspects determine this [60].  

Many new initiatives to improve the quality of cancer care were implemented, 

such as additional training and education, to contribute to the growth of 

knowledge and the professionals expertise. However, the places available in 

courses are limited. The cancer plan delivered more financial resources to 

hospitals to employ additional psychologists. For social workers, less resources 

were made available, while the latter belong to the secondary line of care and 

psychologists provide more specialized care that applies to a rather limited 

group of people. Currently, cancer patients can rely on a variety of 

(psychosocial) support options. However, this care offer is fragmented, 

situationally and regionally determined. There are pilot projects concerning 

supportive care initiatives which are financed from different sources (charities, 

government, hospitals,…), and for different lengths of time, without clarity on 

the criteria that initiatives must meet to be permanently implemented in the 

regular care offer. There is a need for structural embedding of psychosocial and 

supportive care on the financial and organizational level [59].  

At the time of evaluation of the National Cancer Plan, no progress  was made for 

Action 9 ‘Creation of transmural care plans for cancer patients with an important 

role for the GP’. 
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For the future, it was recommended to work with more integrated care pathways 

in cancer care [65]. This method for care organization was developed to reduce 

variation in care, decrease resource utilization, and improve quality of care [66]. 

Clinical pathways can provide a framework for the various healthcare disciplines 

involved, improve their multidisciplinary communication and have a positive 

influence on care process [67, 68]. The implementation of revalidation, 

systematic monitoring of patients psychosocial well-being, care needs and 

reintegration could also be included in care pathways. However, the 

development of such a complex intervention is not easy and the success in 

bringing change in patient management is largely depending on context and 

implementation [69]. Ownership of all HCP involved, sufficient resources, 

education and training, patient participation, and coordination with related 

health services are needed in a specific, comprehensive approach, in line with 

the patient’s needs [70, 71].  

 

 

OBJECTIVE AND OUTLINE OF THE PROJECT 

Objective and research questions  

While NCCP are designed to ‘reduce cancer incidence and mortality, and improve 

QOL of cancer patients’, the Belgian National Cancer Plan did not specify 

measures to monitor or evaluate patients’ QOL and care needs. This is an 

important deficiency of the National Cancer Plan and unfortunately also of daily 

practice in the care of oncology patients. At the 3rd European Roundtable 

Meeting of the Union for International Cancer Control (UICC) it was emphasized 

once again how important it is to consider patients’ perspective and patient 

reported information into developments in the field of cancer care and research 

[72]. After all, the quality of cancer care can only be realized when it is “state of 

the art care” and matches with the care needs of patients. Efforts should be 

made to integrate patients’ QOL and care needs in routine care. Several studies 

have proven that psychosocial factors in the patient-healthcare professional 

relationship are important for patients’ well-being, their satisfaction, and their 

perspective on quality of care [73, 74, 75].  
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The use of PROM could support this systematic integration of the psychosocial 

approach. The obtained data can be used to monitor the well-being and care 

needs of patients on an individual level, to evaluate the effectiveness of 

interventions, and if applied on a large scale may also provide valuable 

epidemiological data on the well-being of the population of cancer patients [65]. 

A good example of this is the PROFILES-registry that was designed in The 

Netherlands to collect data from patient-perspective with PROM, to study the 

physical and psychosocial impact of cancer and its treatments in short and long-

term survivorship [76]. In the last six years the PROFILES-registry data was 

successfully used for over 40 studies that were conducted to identify patients at 

high risk, to analyze mediating mechanisms and to explore survivors’ physical 

and psychosocial care needs. 

 

The objective of this PhD-project is to provide insights that contribute to the 

research on psychosocial aspects in the well-being of cancer patients’ and in 

current cancer care. There is a special focus on PROM, cancer patients’ care 

needs, QOL and psychosocial well-being. To get a clear picture of psychosocial 

aspects in current cancer care, patients’ as well as HCP’s perspective was is 

explored. 

 

Research question 1:  ‘How can we support the detection and monitoring of 

cancer patients’ psychosocial care needs, in order to improve the comprehensive 

and patient-centered approach in cancer care?’ 

Following the international recommendations on systematic screening or 

assessment of distress and care needs, we searched the literature for needs 

assessment tools since there was no validated tool available in Belgium. We 

found several systematic reviews that indicated the Cancer Rehabilitation 

Evaluation System (CARES) to be a tool that was rather complete in content and 

psychometrically robust. The question that subsequently arose was: ‘Is the 

Flemish translation of the CARES eligible to measure QOL and care needs of 

cancer patients in our population?’.  

Corresponding sub-questions:  

 ‘Is the Flemish CARES psychometrically robust?’                                                 

(addressed in Chapter 2 and 3). 
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 ‘Is the CARES an acceptable and feasible instrument, and is the content 

relevant and complete for patients in our population?’                          

(addressed in Chapter 4).  

 

Research question 2:  ‘How do patients experience cancer care, and the 

match of the care offer with their care needs?’ (addressed in Chapter 5). 

 

Research question 3:  ‘How does the multidisciplinary group of HCP 

involved in cancer care manage patients’ psychosocial issues?  

Corresponding sub questions (all addressed in Chapter 6):  

 ‘What is the occurrence of psychosocial aspects being addressed in patient-

HCP contacts?’ 

 ‘What is the extend of systematic approach in exploring the psychosocial well-

being of patients?’ 

 ‘How do HCP experience the care or support they offer to patients in case of 

psychosocial problems?’ 

 ‘What is HCP referral policy for psychosocial problems or needs?’ 

 ‘Do these HCP experience barriers in the deliverance of psychosocial support 

or care to their patients? And if so, what barriers are experienced?’  

 

Research question 4:  ‘What is the effect of systematic screening and 

assessment of cancer patients psychosocial well-being and care needs, and 

which specific characteristics of these interventions potentially contribute to this 

effect?’ (addressed in Chapter 7). 

 

Research question 5: 

‘How do patients and HCP experience the implementation of systematic QOL and 

needs assessment with the CARES in patients’ care pathway?’                       

(addressed in Chapter 8). 
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Outline of this doctoral thesis 

Chapter 1 

In the first chapter of this doctoral thesis a general introduction is given. The 

impact of cancer is described in terms of epidemiology, as well as in the impact 

it can have on people’s lives and well-being. International recommendations and 

guidelines for cancer care, plus the actions of the Belgian Cancer Plan are 

described to discuss the current and required psychosocial approach in cancer 

care. 

 

Chapter 2 

Chapter 2 describes the search for an eligible PRO tool for needs assessment in 

cancer patients.  The instrument that met our criteria, the CARES, was found 

thru a review of the literature. In this chapter, the protocol for the validation 

study is discussed. 

 

Chapter 3 

The CARES, was translated to Flemish in a forward-backward translation 

process, and tested for its psychometric robustness in a quantitative study. 

Internal consistency, test-retest reliability, construct validity and concurrent 

validity were explored. The third chapter of this dissertation describes these 

psychometric qualities of the Flemish CARES version and its’ short form. 

 

Chapter 4 

In chapter 4 the focus group study is described that was conducted to explore 

the content validity of the CARES. After all, the original CARES was developed in 

the United States in the early 90’s. It was important to explore if the content of 

the instrument was also relevant and complete for the Flemish population, and if 

these patients experienced the CARES as a feasible and acceptable tool. 

 

Chapter 5 

In the focus groups organized to explore the content validity and feasibility of 

the CARES also a lot of data was obtained on patients’ experiences with cancer 
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care and the detection and management of their needs. The insights we can 

derive from this are discussed in chapter 5.  

 

Chapter 6 

To complete the picture on psychosocial aspects in cancer care with input from 

different angles, HCP’s perspective on this topic was explored as well. Chapter 5 

describes a cross-sectional survey that was conducted in a multidisciplinary 

group of HCP involved in intramural and/or extramural cancer care. The survey 

focused on their perspective of the prevalence of psychosocial topics in 

communication with cancer patients, the care and referral they offer for issues in 

this area, and potential barriers that are experienced in the delivery of 

psychosocial care. 

 

Chapter 7 

Systematic reviews are valuable sources of information, because all available 

information on a certain issue is collected, and the resulting insights provide 

input for the development of guidelines and concrete interventions. Chapter 6 

describes a Cochrane Systematic Review that was conducted with the objectives 

to: 1) to assess the effectiveness of screening and assessment of psychosocial 

well-being and care needs on the well-being of people with cancer; 2) to explore 

the intervention characteristics of these screening and assessment interventions 

(interventionists, instruments, procedures, implementation conditions,…).  

 

Chapter 8 

Chapter 8 builds further on the evidence found in the studies described in 

previous chapters, and describes an explorative pilot study on systematic QOL 

and needs assessment in the follow-up of cancer patients in two 

gastroenterology departments. The Flemish CARES version was used to assess 

patients QOL and care needs at the start of treatment, three and six months 

after start of treatment, and short CARES-summary reports were provided for 

the reference nurse of the departments for use in follow-up. Patients and HCP 

were queried on the feasibility, acceptability and potential value of the 

intervention in clinical practice. As well, resulting insights on QOL and care 

needs were explored.  
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Chapter 9 

This final chapter contains the general discussion and conclusions derived from 

the studies in this dissertation. Based on the findings of these studies, 

implications and recommendations for future research, clinical practice, and 

policy makers are described.  

 



 

 
 

This chapter is based on: 

Schouten, Bojoura; Van Hoof, Elke; Vankrunkelsven, Patrick; Schrooten, Ward; Bulens, Paul; 

Buntinx, Frank; Mebis, Jeroen; Vandijck, Dominique; Cleemput, Irina & Hellings, Johan (2016) 

Assessing cancer patients' quality of life and supportive care needs: Translation-revalidation of the 

CARES in Flemish and exhaustive evaluation of concurrent validity. BMC Health Serv Res. 2016 Mar 

11;16:86. doi: 10.1186/s12913-016-1335-4. 

 

Preparations for the CARES validation 

study: A protocol 
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ABSTRACT                                                                                     

OBJECTIVE  The prevalence of cancer increases every year, leading to a 

growing population of patients and survivors in need for care. To achieve good 

quality care, a patient-centered approach is essential. Correct and timely 

detection of needs throughout the different stages of the care trajectory is 

crucial and can be supported by the use of screening and assessment in a 

stepped-care approach. The Cancer Rehabilitation Evaluation System (CARES) is 

a valuable and comprehensive quality of life and needs assessment instrument. 

For use in Flemish research and clinical practice, the CARES tool was translated 

for the Dutch-speaking part of Belgium (Flanders) from its original English 

format. This protocol paper describes the translation and revalidation of this 

Flemish CARES version.    

METHODS  After forward-backward translation of the CARES into Flemish we 

aim to recruit 150 adult cancer patients with a primary cancer diagnosis (stage 

I, II or III) for validation. In this study with a combination of qualitative and a 

quantitative approach, qualitative data will be collected through focus groups 

and supplemented by two phases of quantitative data collection: i) an initial 

patient survey containing questions on socio-demographic and medical data, the 

CARES and seven concurrent instruments; and ii) a second survey administered 

after one week containing the CARES and supplementary questions to explore 

their impressions on the content and the feasibility of the CARES. 

DISCUSSION  With this extensive data collection process, psychometric validity 

of the Flemish CARES can be tested thoroughly using classical test theory. 

Internal consistency of summary scales, test-retest reliability, content validity, 

construct validity, concurrent validity and feasibility of the instrument will be 

examined. If the Flemish CARES version is found reliable, valid and feasible, it 

will be used in future research and clinical practice. Comprehensive assessment 

with the CARES in a stepped-care approach can facilitate timely identification of 

cancer patients’ psychosocial concerns and care needs so it can contribute to 

efficient provision of patient-centered quality care. 

 

KEYWORDS: cancer, psychosocial, quality of life, distress, needs assessment, 

validation, supportive care.  



Chapter 2. Protocol CARES validation study 

27 
 

BACKGROUND 

The diagnosis of cancer has an enormous impact on people’s lives. In additional 

to the threat on one’s physical health, cancer patients are confronted with 

psychosocial problems and care needs [1-13]. Timely and accurate detection of 

those psychosocial problems and care needs is of great importance to offer more 

patient-centered care, efficient referral and to prevent comorbid 

psychopathology [14-18]. 

Simple quality of life (QOL) measurement and distress-screening are popular 

methods to explore people’s psychosocial well-being [9, 19-22]. In contrast, 

needs assessment is a strategy that focuses on identifying the unresolved 

concerns that patients are experiencing and determines if they desire further 

assistance throughout the continuum of care [23]. Indeed, not all patients 

experiencing distress or reduced QOL need professional support from the care 

system [24]. Needs assessment can provide important input from the patients’ 

perspective and guide appropriate intervention in the multidisciplinary process of 

care. As a result of patient-report data, health care resources can be allocated in 

the most appropriate way. The use of needs assessment can therefore 

contribute to patient-centered quality cancer care [14, 25-27].  

To our knowledge there are no validated Flemish needs assessment tools 

available. Therefore, this study will be dedicated to the validation of a needs 

assessment tool for use in Belgian research and clinical practice. To provide a 

good understanding of psychosocial healthcare needs, the content of a needs 

assessment tool should be comprehensive enough to benefit multidisciplinary 

stakeholders involved in cancer care i.e. medical specialists, nursing, 

psychologists, social welfare workers, general practitioners, health insurance 

agencies. In the search for an appropriate needs assessment tool, the following 

criteria were used: 1) the instrument should be generic across tumor type and 

staging, i.e. suitable in all cancer patients; 2) the assessment should encompass 

the biopsychosocial impact of the disease and treatment on patients’ overall 

well-being i.e. physical, emotional, cognitive, social, relational, sexual and 

financial, their daily functioning and the potential resulting care needs; and, 3) 

the tool should have a proven psychometric robustness, demonstrating good 

reliability and validity, and be feasible for patients. 
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Several review studies  describing needs assessment tools for adult cancer 

patients are available [28-30]. From the tools discussed 24 instruments are 

patient-reported outcomes (PRO) for adult patients with any type of cancer.  

These needs assessment tools and associated psychometric properties are 

presented in brief in Table 1 (and in full in Appendix 2.1). 

Among other tools, the Cancer Rehabilitation Evaluation System (CARES) was 

positively evaluated [28-30]. The CARES is a QOL and needs assessment 

instrument, developed to provide an efficient way of gathering specific 

information about the day-to-day problems and rehabilitation needs of cancer 

patients. The instrument can be used for research or clinical objectives and has 

been applied across cancer type and stage [31-44]. The 139 items of the CARES 

are placed under 31 subscales and represented according to six summary scales, 

as shown in Table 2. A copy of the original CARES questionnaire and patient 

score profile can be found in Appendix 2.2 and Appendix 2.3. 

The psychometric robustness of the CARES and its earlier development versions 

(the Cancer Inventory of Problem Situations)  are well documented [33, 34, 36, 

45]. The results demonstrate that the CARES and its summary scales have 

excellent internal consistency (α=0.87-0.94) and high test-retest correlations 

(r=0.84-0.95). The instrument has moderate to high correlations with the 

Symptom Checklist-90 (SCL-90) [46], Dyadic Adjustment Scale (DAS) [47], 

Karnofsky Performance status Scale (KPS) [48, 49] and a visual analogue scale 

[50] for QOL before and after cancer, that were used to investigate concurrent 

validity. The content validity was supported with the results from post-

administration interviews [35, 45]. 

Considering the CARES is reported as a valid and feasible tool that can be used 

for all cancer patients to assess a comprehensive range of biopsychosocial 

aspects of well-being, this instrument was chosen to be translated and validated 

for further use in Flemish cancer care facilities and research.   

The psychometric robustness of the Flemish CARES version will be tested 

thoroughly. We plan to evaluate the internal consistency of the CARES and its 

summary scales, the test-retest reliability will be considered, the construct 

validity will be explored, and the concurrent validity of the CARES and its 

summary scales will be checked with several comparative instruments. This 

paper describes the study protocol of this multi-stepped process. 
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Table 1. Summary of needs assessment tools and psychometric properties 

 

Instrument 

Validity Reliability Responsive-
ness 

Feasibility 

Content 

Validity 

Other 

types 

of 

validity 

Internal 

consistency Reproducibility 

 

Time , Reading 

Level, 

Acceptability 

CaNDI + + + + - T:-  RL:+  A:- 

CARES + + + + - T:+  RL:-  A:+ 

CARES-SF + + + + + T:+  RL:-  A:- 

CCM + + + + - T:+  RL:+  A:+ 

CHOICEs  + - + - - T:+  RL:-  A:+ 

Concerns 

checklist 
+ + - - - T:-  RL:-  A:- 

CNAT + + + - - T:-  RL:-  A:+ 

CNQ-SF + + + - - T:+  RL:+  A:+ 

CPILS + + + - - T:-  RL:-  A:- 

CPNS + - + - - T: +  RL:-  A:+ 

CPNQ + + + + - T:+  RL:+  A:- 

Distress  

management 

tool 

+ - - - - T:-  RL:-  A:- 

INM + - + - - T:-   RL:-  A:- 

NEQ + + + + - T:-  RL:-   A:+ 

OCPC + - - - - T:-  RL:-  A:+ 

PINQ + + + - + T:-  RL:-  A:+ 

PNAS + - + - - T:-  RL:-  A:- 

PNAT + + + + - T:+  RL:-  A:- 

PNI + + + - - T:-  RL:+  A:- 

Problem 

checklist 
+ + + - - T:-  RL:-  A:+ 

SCNS  + - + - - T:+  RL:+  A:+ 

SCNS-SF34 + + + - - T:-  RL:+  A:- 

SNST + - - - - T:-  RL:+  A:+ 

Symptoms 

and 

concerns 

checklist 

+ + + + - T:+  RL:+  A:+ 

+ : evidence for psychometric property 
- : no evidence for psychometric property or evidence not available 

Abbreviations: CaNDI (Cancer Needs Distress Inventory), CARES (Cancer Rehabilitation Evaluation System), CARES-SF 

(Cancer Rehabilitation Evaluation System-Short Form), CCM (Cancer care monitor), CHOICEs assessment (Creating 

better health outcomes by improving communication about patients’ experiences assessment), CNAT (Comprehensive  

needs assessment tool in cancer), CNQ-SF (Cancer Needs Questionnaire Short Form), CPILS (Cancer Problems in Living 
Scale), CPNS (Cancer Patient Need Survey) CPNQ (Cancer Patient Need Questionnaire), Distress management tool, INM 

(Information Needs Measure), NEQ (Need Evaluation Questionnaire), OCPC (Oncology Clinic Patient Checklist), PINQ 

(Patient Information Need Questionnaire), PNAS (Psychosocial needs assessment survey), PNAT (Patient Needs 

Assessment Tool), PNI (Psychosocial Needs Inventory), Problem checklist, SCNS (Supportive Care Needs Survey), SCNS-
SF34 (Supportive Care Needs Survey Short Form), SNST (Supportive Care Needs screening Tool), Symptoms and 

concerns checklist. 
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Table 2. CARES Summary scales and subscales 

Physical (26 items) 

Ambulation  
Activities of daily living 
Recreational activities 
Weight loss 
Difficulty working 
Pain 
Clothing 
 

Psychosocial (44 items) 

Body image 
Psychological distress 
Cognitive problems 
Difficulty communicating with 
friends/relatives 
Friends/relatives difficulty interacting 
Anxiety in medical situations 
Worry 
Interaction with children* 
At work concerns* 

 
Miscellaneous (32 items) 

Compliance 
Economic barriers 
Dating* 
Chemotherapy-related problems* 
Radiation-related problems* 
Ostomy* 
Prosthesis* 
Miscellaneous items 

Medical Interaction (11 items) 

Problems obtaining info from medical team 
Difficulty communicating with medical team 
Control of medical team 
 
Marital* (18 items) 

Communication with partner 
Affection with partner 
Interaction with partner 
Overprotection by partner 
Neglect of care by partner 
 
Sexual (8) items 

Sex interest 
Sexual dysfunction* 

* Items may not apply to all patients. 

 

 

METHODS 

Translation of the CARES 

Belgium is a trilingual country with Dutch, French and German as official state 

languages. The Dutch language in Belgium, called Flemish, is slightly different 

from the Dutch language in The Netherlands in terms of vocabulary. Since 

current CARES translation is made for the Dutch-speaking part of Belgium, this 

paper refers to the Flemish CARES version only. We have no knowledge of a 

CARES translation appropriate for The Netherlands. However, there is a 

translation of the CARES-Short Form (CARES-SF) [77]. If one would like to use 

the full version of the CARES in The Netherlands, a revision of the translation 

should be considered. 

The Flemish CARES version resulted from a forward-backward translation 

process with sworn translators and an expert group, following the guidelines for 

translating questionnaires described by Beaton et al. [78]. First, sworn 
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translators translated the original US English CARES into Flemish. Two 

independent researchers revised the resulting texts for content fidelity and an 

expert group, comprised of professionals from the field of care management, 

oncology, primary care and psychology, agreed on the final Flemish version. The 

questionnaire was again translated back into English by sworn translators and 

the original CARES and English back-translation were compared by a native 

speaker, concluding the content of the questionnaire was maintained. 

 

Design of the study 

A mix of qualitative and quantitative methods will be used for the validation 

study of the Flemish CARES.  

Qualitative data collection, that will be used to evaluate content validity and 

feasibility of the instrument, will consist of conducting focus group discussions 

until data saturation is reached. We estimate that it will be necessary to arrange 

four or five focus group discussions with six to ten participants. The discussions 

will be facilitated with several key questions and transcribed afterwards for 

thematic content analysis. Further detailed description of this qualitative 

research activities will be part of another publication, since we prefer to focus on 

a detailed description of the quantitative research in this paper.     

For the quantitative data collection, questionnaires containing the CARES and 

different complementary instruments (see further) will be used to evaluate 

reliability, construct validity and concurrent validity. This quantitative part of the 

validation study is described in further detail in this protocol. 

 

Sample size  

There are no general criteria for the sample size in a validation study, but a 

sample size of at least 50-100 is generally recommended [79]. Sample sizes in 

the validation research of the original CARES varied for each psychometric 

quality (Table 3) [80]. Two large sample sizes of 479 and 1047 were used for 

the investigation of construct validity. Other aspects of reliability and validity 

were tested with sample sizes of 22 to 120 participants. Given the available time 

and resources, setting the goal to include 150 participants for this validation 

study of the Flemish CARES version is feasible. Considering the response rates 

of 40-60% that are usually reached in the research domain of psycho-oncology, 
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inviting at least 250 eligible patients is a conservative approach to guarantee the 

minimal amount of 150 participants. 

 

 

Table 3. Sample sizes validation research original CARES 

Psychometric 
quality 

Analysis Sample size (N) 

Test-retest reliability Correlations between CARES summary scores 71 
120 

Rating agreement 71 
120 

Construct validity  
 

Factor analysis on all items 479 
Second-order factor analysis on 31 subscales 479 

1047 
Concurrent validity Correlation between CARES and SCL-90 87 

Correlation between CARES and SCL-90, 
DAS, KPS and QOL visual analogue scale 

120 

Sensitivity CARES compared to clinical interview 22 
CARES compared to a needs assessment 
interview 

24 
64 

Content validity 
Acceptability to 
patients 

Questions on relevance of CARES content, 
completion time, understandability and 
acceptability items. 

22 
64 

Abbreviations: CARES (Cancer Rehabilitation Evaluation System), SCL-90 (Symptom Checklist-90), DAS (Dyadic 

Adjustment Scale), KPS (Karnofsky Performance status Scale). 

 

 

Study population and recruitment 

The CARES was constructed to detect rehabilitation needs and QOL, with a 

secondary intent to stimulate patients’ competences and patient empowerment 

for increased involvement in their own rehabilitation. Therefore, only patients 

with a primary cancer diagnosis treated with a curative intent will be recruited 

for this validation study. Details on the in- and exclusion criteria are listed in 

Table 4.  

Participants will be recruited from four Flemish hospitals (two public and two 

private, with a range from 340 to 1015 beds). In order to generate a 

representative research sample, several medical departments will conduct 

patient recruitment  and include medical oncology, radiotherapy, gynecology, 

urology, and gastroenterology services.   
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Table 4. Inclusion and exclusion criteria for eligible patients 

Inclusion criteria Exclusion criteria 

 Male and female cancer patients 

 Primary stage I, II and III diagnosis *  

 At different stages of the care process: 
recently diagnosed, currently 
undergoing treatment, and post-
treatment in follow-up care.   

 All types of cancer 

 Aged between 25-60 years ** 

 Having had or having premorbid 

neurological problems or cognitive 
dysfunctions *** 

 The lack of proficiency in                                                
Flemish-Dutch *** 

 

* This criteria serves to exclude palliative patients, since we aim to include participants that have an perspective on 

rehabilitation. 
** We believe the social context, role fulfillment, obligations and expectations differ between adolescents, adults and 

elderly resulting in other psychosocial concerns. To recruit adult cancer patients we chose the age range of 25-60 years. 
*** This makes a person unsuitable for participation in questionnaire research. 

 

 

Study procedure 

Eligible patients will be selected by the medical team according to the inclusion 

and exclusion criteria. Given the complexity of the clinical field and variable 

structures of the participating departments, two alternative procedures to invite 

patients to participate in the study will be used. On the basis of team 

organization and availability of time, the physician of the medical unit will 

choose to recruit patients with either the ‘face-to-face procedure’ or the ‘post 

procedure’. In the ‘face-to-face procedure’, a member of the medical team will 

explain the study briefly and invite the patient to participate. If the patient 

agrees to participate, he/she will immediately receive a study package with the 

informed consent form, a ‘what to do’-scheme, the first questionnaire and a 

stamped and addressed envelope to return the questionnaire. In the ‘post 

procedure’, eligible patients will be sent an identical study package by post, 

containing a short letter explaining the study, the informed consent form, a 

‘what to do’-scheme, the first questionnaire and a stamped and addressed 

envelope to return the questionnaire. One week later participants have to fill in 

the second questionnaire, containing the CARES for test-retest reliability, and 

send it back in another stamped and addressed envelope provided. If the 

questionnaire is not sent back, the participants recruited via the ‘face-to-face 

procedures will be contacted by a team member and asked if they still want to 

participate and asked to  return a completed questionnaire. Participants invited 
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through post-procedure will be sent a reminder and second questionnaire 

package after one month. This study procedure is visualized in Figure 1. 

 

 

Figure 1 Study procedure 

 

 

Participants will be contacted by phone or by e-mail when returned 

questionnaires have a large number of missing responses or if the second 

questionnaire is not received in the expected timespan. Ethical standards limit 

the number of participant contacts, there is a maximum of two attempts to 

contact a participant.   
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Questionnaires 

Data collected with the first questionnaire includes socio-demographic 

characteristics, medical characteristics, the CARES and several concurrent 

instruments measuring the same concepts as the CARES or its subscales. These 

seven independent, but complementary, instruments are all considered to be 

international ‘gold standards’ or are frequently used instruments. These 

instruments were selected as they represent domains similar to the summary 

scales and global score of the CARES. All of them have been previously used in 

Belgian research. The concurrent validity of the original CARES was evaluated in 

comparison with the SCL-90, DAS and the KPS [81]. However, these 

instruments do not match the content of the CARES as completely as the set of 

concurrent measures in current study does. The concept equivalence and 

expected correlation with the CARES, to evaluate concurrent validity, is shown in 

Table 5. 

 

 

Table 5. Expected correlations of concurrent measures with CARES summary 
scales and global score 

CARES Summary scales                         
and CARES global score Concurrent instrument  

Expected 
correlationa 

Physical KPS  - 
Psychosocial HADS-A 

HADS-D                                   
+ 

Psychosocial SSL-I  
SSL-D                          

- 
+ 

Marital MMQ-M                                 - 
Sexual MMQ-S - 

CARES Global score  EORTC-QOL-C30                 - 
CARES Global score DT  + 
CARES Needs Care Needs Questionnaire E. Pauwels + 

a ‘-‘= negative correlation, ‘+’= positive correlation 

Abbreviations: CARES (Cancer Rehabilitation Evaluation System), KPS (Karnofsky Performance status Scale), HADS 
(Hospital Anxiety and Depression Scale), SSL-I (Social Support List – Interactions), SSL-D (Social Support List – 

Discrepancies), MMQ-M (Maudsley Marital Questionnaire – Marital), MMQ-S (Maudsley Marital Questionnaire – Sexual), 

EORTC-QOL-C30 (European Organisation of Research and Treatment for Cancer Quality of Life Questionnaire Core 30), 

DT (Distress Thermometer). 

 

 

CARES [80, 81, 82, 83, 84, 85, 86]: The original CARES contains 139 items; 

however, not all 139 items apply to all patients and therefore patients complete 

a minimum of 93 items or a maximum of 132 items. Patients can rate each 
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item, formulated as problem statement, on a 5-point Likert scale with zero 

representing “not at all” (no problem) and four representing “very much” 

(severe problem). The clinical form of the instrument that will be used in this 

study allows a patient to indicate which problems they believe require help, 

ticking ‘yes’ or ‘no’ on the question ‘Do you want help?’. Scores for the five 

summary scales can be computed as well as a CARES global score and an 

average severity score. 

Karnofsky Performance status Scale (KPS) [87, 88, 89]: The KPS is an 11-point 

scale to judge the physical and daily functioning of a patient and ranges from 0 

(completely dependent, not able to care for oneself) to 100 (fully active, not 

dependent and capable of normal activity without limitations). This measure is 

currently used worldwide in research and practice and has been administered for 

many years. The KPS has got good psychometric properties (interrater 

reliability: r=.97; concurrent validity: p<.001; predictive validity: r= .30). 

The Hospital Anxiety and Depression Scale (HADS)[90, 91, 92]: The HADS was 

developed to identify symptoms of anxiety and depression in medically ill 

patients, and is used extensively in cancer patients and had excellent 

psychometric qualities. The questionnaire contains 14 items with four possible 

answers with scores ranging from 0-3. Higher scores on the two subscales (each 

consisting of 7 items) indicate a higher level of anxiety or depression and the 

total score of the HADS (score-ranges from 0-42) can be used as a global 

measure of psychological distress. The HADS has got good psychometric 

properties (internal consistency: α=.67-.93; PCA: two factor solution; 

concurrent validity: r=.49-.83; subscale inter-correlations: r=.40-.74). 

The Social Support List – Interactions and Discrepancies (SSL-I and –D) [93, 94, 

95]: The SSL is a questionnaire with 75 items, 41 on experienced social 

interaction and 34 on experienced social discrepancies. In the first part of the 

questionnaire participants indicate how frequently certain social interactions 

occur on a 4-point Likert scale from 1 (‘seldom or never’) to 4 (‘very often’), 

with higher scores representing higher levels of social support. A second part of 

the SLL indicates the social discrepancies participants experience ranging from 1 

(‘I would like it to happen more often’) to 4 (‘it happens too often’). Higher 

scores on the SSL-D indicate a greater lack of social support. The psychometric 
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properties of the SSL are positively evaluated (internal consistency: α=.53-.93, 

test-retest reliability: r=.62-.85). 

The Maudsley Marital Questionnaire (MMQ) [96, 97, 98, 99]: The MMQ contains 

three scales exploring Marital (10 items), Sexual (five items) and General Life ( 

five items) adjustment. The respondent is asked to indicate an answer from a 

series of possible answers, on a scale ranging from 0 to 8. The wording of 

response categories differ for each item depending on nature of the question. 

The MMQ has good psychometric properties (internal consistency: α=..66-.90; 

PCA: three factor solution; subscale inter-correlations: r=.33-.60). 

The European Organisation of Research and Treatment for Cancer Quality of Life 

Questionnaire Core 30 (EORTC-QLQ-C30) [100]: The EORTC QLQ-C30 is an 

internationally validated and widely used cancer-targeted QOL instrument, 

incorporating five functional scales (physical, role, cognitive, emotional and 

social) and three symptom scales (fatigue, pain and nausea, and vomiting). 

Items are answered on a 4-point Likert scale from 1 (‘not at all’) to 4 (‘very 

much’). The last two items on global health and QOL have 8-point answering 

scales ranging from 1 (‘very poor’) to 7 (‘excellent’). The EORTC QLQ -C30 is 

subject of a many validation studies worldwide, generally concluding the 

questionnaire is a QOL instrument with good psychometric properties relevant to 

different cancer-patient populations (internal consistency: α=.52-.92; test-retest 

reliability: r=.72-.84; scale inter-correlations: r= -.69-.85; responsive to change 

of health status). 

The Distress Thermometer (DT) together with a Problem List (PL) [101, 102, 

103]: Patients are asked to rate their overall distress on a visual analogue scale 

(presented as a thermometer) from 0 (‘no distress’) to 10 (‘extreme distress’). 

The DT is accompanied by the PL, which includes 35 items that address 5 life 

domains (practical, family/social, emotional, spiritual, and physical problems). 

Participants indicate if the topics of the items poses problems for them. At the 

end of the survey people are asked if they want to talk to a professional about 

their problems. The DT is frequently used in clinical practice and research all 

over the globe, in combination with the PL. This has proved to have good 

internal consistency (α=.80-.90). 

Care Needs questionnaire [104]: The Care Needs questionnaire was developed 

to assess the care needs of cancer survivors regarding relevant themes during 
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reintegration: physical functioning, psychological functioning, self and body 

image, sexuality, relationship with partner, relationship with others and work 

and social security related aspects. For each theme, participants are asked 

whether they wish to receive information or support, in what way, when they 

prefer to receive information and support, and to what extent this need already 

has been met. Each of the questions are answered on 3- and 4-point Likert 

scales with different wording. 

The second questionnaire contains a second CARES survey and specific 

supplementary questions to get data on participants’ experiences with the 

CARES. This second study component will be completed to assess test-retest 

and a patient-acceptability of the measure. Table 6 gives a detailed summary on 

the composition of both questionnaires and the measured concepts. 

 

 

Table 6. Composition of questionnaires for quantitative data collection 

Questionnaires  Instrument Data collected 

Questionnaire 1 
T0 Baseline           

Self-administered 
questions on socio-
demographic and medical 
aspects 

Age, sex, marital status, children, 
education, employment status, 
household income, social surrounding, 
involved care providers, diagnosis, 
date of diagnosis, treatment(s), start 
and end dates of treatments. 

 CARES    Quality of life and rehabilitation needs 

 KPS  Physical and daily functioning 

 HADS  Symptoms of anxiety and depression 

 SSL  Social support 

 MMQ  Marital and sexual life adjustment 

 EORTC-QOL-C30  Quality of life 

 DT + PL  Distress and problems 

 Care needs questionnaire 
administered by E. 
Pauwels   

Care needs 

Questionnaire 2 
T1 After 1 week    

 

CARES 

 

Quality of life and rehabilitation needs 

 Self-administered 
questions 

Relevance of CARES-topics, timespan 
filling in, mode preference,… 

Abbreviations: CARES (Cancer Rehabilitation Evaluation System), KPS (Karnofsky Performance status Scale), HADS 
(Hospital Anxiety and Depression Scale), SSL (Social Support List), MMQ (Maudsley Marital Questionnaire), EORTC-QOL-

C30 (European Organisation of Research and Treatment for Cancer Quality of Life Questionnaire Core 30), DT (Distress 

Thermometer), PL (Problem List). 
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Ethical considerations 

All local ethical committees of the participating hospitals ( Ethical Review 

Commission Jessa ziekenhuis; Committee Medical Ethics Ziekenhuis Oost-

Limburg; Ethical Committee AZ Vesalius; Ethical Committee Mariaziekenhuis 

Noord-Limburg) and the university (Medical Ethical Committee Hasselt 

University) reviewed all study materials including: the recruitment materials and 

procedure, informed consent form, the questionnaires and the overall study 

protocol. The leading ethical committee (ERC Jessa ziekenhuis) coordinated the 

process, collected feedback and granted approval on 26th of February 2014 

(BE24320149544). The leading ethical committee also reviewed and approved 

study protocol amendments. 

 

Data analysis 

The Statistical Package for Social Sciences (SPSS; Chicago, IL) version 22.0 will 

be used for statistical analyses of the quantitative data. A range of analyses are 

required to report the reliability and validity of the translated CARES version.   

 

Reliability 

The reliability of the CARES will be evaluated by computing the internal 

consistency of summary scales, with the aim to find a Cohen’s Alpha of at least 

.70 [105, 106]. Test-retest reliability will be investigated by computing the intra-

class correlations between the summary scale scores and total-CARES scores of 

the first and second CARES administration, requiring a correlation ≥ .70 [105, 

107].   

 

Construct validity 

The five factor structure as found in previous CARES-research will be examined 

with principal component analysis to evaluate construct validity. Following 

previous validation techniques applied in the original CARES development 

process, items and subscales with a factor loading higher as .30 are seen as 

loading on a factor [80, 81]. Confirmatory factor analysis will not be applied 

since sample size will be limited. As well inter-correlations of summary scales 

and the CARES Total will be explored. Moderate correlations between the 
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subscales (r =|.30|-|.70|) and moderate to high correlations with the CARES 

Total (r ≥ .30) would support construct validity, since this would indicate that 

the subscales indeed measure distinct, but related concepts that contribute to 

the larger concept of QOL. 

 

Concurrent validity 

Spearmans rank correlations will be computed to evaluate concurrent validity of 

the CARES global score and the summary scales with the seven concurrent 

instruments (Table 5). Correlations will be judged low, moderate and high, when 

their absolute values are respectively < .30, from .30- .50 and ≥ .50 [108].  

If the psychometric qualities do not show as expected, these will be studied in 

more detail with qualitative research data on CARES content and feasibility to 

search for explanations.  

 

 

DISCUSSION 

To achieve good quality care it is important to provide it as efficiently as 

possible, and adapted to the individual needs of every patient. A stepped care 

approach according to patients’ level of need could serve to tailor care efficiently 

and appropriately , however this  necessitates reliable and valid screening and 

assessment tools to support clinicians in the identification of psychosocial 

concerns and care needs of their patients. The current English CARES is such an 

instrument. This paper describes a comprehensive protocol for translating and 

validating a Flemish CARES version. This addresses a critical gap in current 

clinical screening, and adds a tool to assess and improve the delivery of patient-

centered care.  

Unique in this study is the use of a wide range of comparative instruments to 

examine the concurrent validity of the CARES. Many other validation studies use 

only a few dimensions, not reflecting the whole concept of the specific 

instrument [28, 29, 75]. In contrast, this study will include an instrument to 

examine concurrent validity almost for each summary scale and the CARES 

global score. While our study is set up to examine the psychometric quality of 

the Flemish CARES, an additional advantage is that the use of several 

concurrent instruments will provide us with a wealth of data. The use of the KPS, 
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HADS, SSL, MMQ, EORTC QLQ-C30, DT, PL and the Care needs questionnaire of 

Pauwels et. al. provides data on psychological, social, marital and sexual 

wellbeing, QOL, distress and care needs of patients treated for cancer. These 

can be used to explore potential relationships between mutual care-domains and 

with socio-demographic and medical characteristics. The recruitment for this 

study has begun (March 2014) and will continue until the end of 2014 or until 

the desired sample size is reached.  

As in all studies, this study has some limitations. Firstly, the completeness of the 

CARES content to assess QOL and supportive care needs should be considered. 

In comparison to other psychometric positively evaluated needs assessment 

tools for cancer patients, like the Supportive Care Needs Survey (SCNS) [76], 

the CARES does not include items on spiritual and existential well-being [29]. 

However, on other domains of well-being, we can judge in favor of the CARES 

content. The content of the CARES matches with our thoughts about the 

biopsychosocial impact of cancer on patients’ lives and possibly resulting care 

needs. Furthermore, the content validity, completeness and feasibility of the 

CARES for Flemish cancer patients will be explored in the qualitative part of the 

larger study combining qualitative and quantitative methods. If the results of the 

study described in this research protocol result in a negative evaluation of the 

CARES’ psychometric properties, or it appears from the focus group discussions 

that there are deficits in the CARES content, formulation of items, or feasibility, 

adjustments for an improved Flemish version will be made. We plan to use this 

‘final’ Flemish version in a pilot study where it will support the routine 

assessment and management of patients’ psychosocial concerns and needs in a 

clinical pathway with medical and psychosocial components. In the future, the 

instrument will also be made available for use in clinical practice. 

Secondly, the use of two procedures to invite patients to participate in the study 

can introduce bias. An invitation to participate in research from a member of the 

medical team or by post could result in different response rates in both 

subgroups. This is a demanding study for patients and therefore also for 

professionals to convince patients to participate. Hence, some flexibility in the 

process of patient recruitment is needed. Some departments prefer a personal 

approach and want to invite their patients for the research personally, while 

others do not find the time in the clinical appointment to do this. Both 
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procedures have been previously used in other validation research [66, 75, 77-

80]. To assess any recruitment or consent bias, we will compare the data from 

the group of patients invited to participate in the hospital to the group invited by 

post.  

Thirdly, the questionnaire package composed with the CARES and several 

concurrent instruments asks for a time-investment of approximately an hour. 

This could present a burden to participants, resulting in discontinuation of 

participation. However, preliminary study results report approximately 58% of 

the questionnaires distributed were returned completed. Eighty-four percent of 

the 153 participants who returned the first questionnaire also returned the 

second questionnaire completed.  

Fourthly, the time between completing of the first and the second CARES survey 

could pose some problems. To examine test-retest reliability of an instrument 

the time period between two completions should be short enough to ensure that 

clinical change has not occurred, though long enough to prevent recall. While 1 

or 2 weeks are recommended in literature [53], we ask participants to fill out 

the second questionnaire one week after the first. Preliminary results have 

shown some participants forget to fill in the second questionnaire or do not do 

so in a timely manner. They are reminded with a phone call by the researcher 

when de second questionnaire is not received in the recommended period of 

time. When data collection is completed, the time span between the two CARES-

completions will be evaluated. 

Fifthly, in earlier research the CARES was validated and used as a research tool 

for participants with various types of cancers, various cancer stages, at different 

phases of the care process, and often without age restrictions [31-44]. Because 

of the strict inclusion criteria we applied in our study, we have to state that the 

validation evidence from this study will not apply to patients above 60 years of 

age, and those with metastatic disease or in palliative care.”  

 

 

CONCLUSIONS 

In summary, this study protocol describes a unique and thorough examination of 

the psychometric robustness of a QOL and needs assessment tool. Internal 

consistency of summary scales, test-retest reliability, content validity, feasibility, 
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construct validity and concurrent validity of the Flemish CARES are explored. 

Likewise, the use of several concurrent instruments will provide insight in the 

QOL, physical, emotional, social, relational and sexual functioning and well-

being, distress and care needs of the research population. We expect to find 

positive results on the reliability and validity of the Flemish CARES version. 

Comprehensive assessment with the CARES throughout the care trajectory can 

contribute to timely identification of cancer patients psychosocial concerns and 

care needs to refer them to tailored care and improve the quality of psychosocial 

cancer care. 
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Appendix 2.1 
 

Table A2.1 Summary of needs assessment tools and their psychometric properties 

  Validity Reliability   

Instrument Items and domains 
Content 
Validity 

Other types 
of validity 

Internal 
consistency Reproducibility Responsiveness Feasibility 

CaNDI 

Cancer Needs 
Distress 

Inventory 

39 items; 

7 domains: depression, 
anxiety, emotional, 

social, health care, 

practical, physical 

 

Derived from 

pool of items 
of concerns of 

cancer 

patients. 

Literature 

review. 

Revised in 

2005, focus 

groups with 

patients and 
psycho-

oncology 

professionals. 

Good 

Spearman’s r of 
total score with 

HADS, FACT-G, 

BSI and PDS.  

Good 

Spearman’s r of 

CaNDI anxiety 

and depression 

with BSI 

anxiety and 
BSI depression. 

Lack sufficient 

power to 

adequately test 

the factor 

structure of the 

CaNDI 

Not all 

subscales 

validated. 
 

All α >0.70  

Time 1: 0.91 
for full and 

retest  

Time 2: 0.92 

for retest 

sample  

 

Completed 2nd 

CaNDI 3 to 7 days 
ICCs ≥ 0.99 

- Time: N/A; 
Reading level: 5.5 
reading grade 
level; 
Acceptability: 
N/A. 

CARES 

Cancer 

Rehabilitation 

Evaluation 

System 

93-132 items;  

31 subscales taken 

together in 6 domains: 

physical, psychological, 

medical interaction, 

marital, sexual,  

miscellaneous 

Literature. 

Interviews 

with patients & 

family. Expert 

review. 

Factor-analysis 

resulted in 5-

factor solution. 

Concurrent 

validity with 

SCL-90, KPS, 

DAS and visual 

analogue scale 
QOL. Good 

agreement with 

interviewers. 

Domains  

ranged from .87 

to .94 

Subscales and 

CARES-Total: r= 

.84 - .95  

87% agreement 

n=71,  

time=1 week 

- Time: 20 min 
(range10-45);  
Reading level:  
N/A; 
Acceptability: 
most found it 
easy to use. 
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  Validity Reliability   

Instrument Items and domains 
Content 
Validity 

Other types 
of validity 

Internal 
consistency Reproducibility Responsiveness Feasibility 

Discriminant 

validity: able to 

distinguish 

patients with 

different 

disease stages. 
 

CARES-SF 

Cancer 

Rehabilitation 

Evaluation 

System-Short 

Form 

38-57 items;  

5 domains: physical, 

psychological, medical 

interaction, marital, 

sexual   

Selected from 

the CARES by 

experts. 

Factor-analysis 

resulted in 5 

factor solution. 

Concurrent 

validity with 

CARES, FLIC, 

KPS, DAS.  

Large sample 
sizes. 

Domains  

ranged from  

.60 to .84 

Dimensions: 

r=.69 - .92  

 81%-86% 

agreement n=120, 

time=10 days 

Find physical, 

psychosocial change 

with time. Correlated 

with FLIC @ 1, 7, 14 

months post-diagnosis 

Time: on average 
10min; 

Reading level: 

N/A;  

Acceptability: 
N/A. 
 

CCM 

Cancer care 

monitor 

38 items;  

6 domains: general 

physical symptoms, 

treatment side effects, 

acute distress, despair, 

impaired ambulation, 

impaired performance 

(plus one global QOL-

index) 

Literature. 

Physician 

Judgements. 

Review by 

professionals 

and patients. 

Convergent and 

divergent 

validity through 

comparison 

with BSI, SF-

36, MSAS, LSI, 

SWLS. 

Domains 

ranged from 

α= 0.80 to α= 

0.89. 

Time: between 1 

and 7 days apart 

(correlations ranged 

from r=0.90 to 

0.74) 

Time: between 8 

and 14 days apart 

(correlations ranged 

from r=0.87 to 
0.74). 

- Time: 20 min to 
complete paper 
version, 12 min 
to complete 
electronic 
version; 
Reading level: 
85%, completed 
high school or 
greater 
education; 
Acceptability: 
patients 
expressed a 
strong preference 
for the electronic 
form (versus 
the paper form). 
 

CHOICEs 

assessment 

Creating better 

health outcomes 

112 items;  

6 domains: Cancer 

specific symptoms, 

functional problems, 

Literature. 

Review by an 

expert 

focus group 

- “Ease of Use”: 

α= 0.98 

“Satisfaction”: 

α= 0.86 

- - Time: median 9 
min (range=0.5 
to 49 min); 25% 
percent of the 
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  Validity Reliability   

Instrument Items and domains 
Content 
Validity 

Other types 
of validity 

Internal 
consistency Reproducibility Responsiveness Feasibility 

by improving 

communication 

about patients’ 

experiences 

assessment 

physical, psychosocial, 

emotional, spiritual 

(plus 2 global 

ratings: health 

and QOL) 

 

specialists in 

cancer care. 

Review by 

patients. 

sample used ≤5 
min; 
Reading level: 

N/A;  
Acceptability: (a) 
ease of use: 80% 
without 
assistance, 20% 
some assistance 
(weak, disability, 
convenience). 
Positive overall 
‘Ease of Use’ 
score=5.06 
(range −16 to 
+16) (b) 
Satisfaction: 
scores positively 
skewed in both 
groups. 
 

Concerns 

checklist 

Refined version:12items, 

original source:53 items;  

3 domains: illness, 

practical, psychological 

Literature. 

Retrospective 

study data. 

Pilot work. 

Review by 

patients. 

Factor analysis 

resulted in 3-

factor solution. 

- - - Time: N/A; 
Reading level: 
N/A; 
Acceptability: 
N/A. 
 

CNAT 
Comprehensive  

needs 

assessment tool 

in cancer  

 

59 items; 
8 domains: information, 

psychological, health care 

staff, physical symptoms, 

hospital services, 

family/interpersonal, 

spiritual/religious, social. 

Review of 
existing tools. 

Patient 

interviews. 

Patients and 

health 

professionals 

identified 

relevant items 

Pilot testing 
with 15 

patients. 

Exploratory 
factor analysis: 

7 factor 

structure 

(64.2% 

variance). 

Convergent 

validity: low to 

moderate 

Spearman r 
with EQ5D. 

 

All α >0.70 
total scale α 

=0.97; 

subscales: α 

=0.80 to 0.97 

- - Time: N/A; 
Reading level: 
N/A; 
Acceptability: 
N/A. 
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  Validity Reliability   

Instrument Items and domains 
Content 
Validity 

Other types 
of validity 

Internal 
consistency Reproducibility Responsiveness Feasibility 

 

CNQ-SF 

Cancer Needs 

Questionnaire 

Short Form  

 

32 items; 

5 domains: psychological, 

health information, 

physical and daily living, 

patient care and support, 
interpersonal 

communication. 

 

 

 

From original 

CNQ 

Factor analysis 

resulted in 5 

factors (68% of 

variance). 

Good 
correlation with 

EORTC QLQC-

30 and BDI. 

 

Domains 

ranged from α 

=0.77 to α 

=0.99. 

 

- - Time: 20 min; 
Reading level: 4th 
or 5th grade; 25% 
non-completion 
rate; 
Acceptability: 
N/A. 
 

CPILS 

Cancer Problems 

in 

Living Scale 

31 items; 

4 domains: physical 

distress, emotional 

distress, 
employment/financial 

problems, fear of 

recurrence. 

Patient 

interviews. 

Patient 

surveys. 
Clinical 

opinion. 

 

Exploratory 

Factor analysis 

resulted in 4 

factors.  
Convergent 

validity: 

Physical 

correlated with 

RSCL-M 

(r=.50) and 

SF-36 (r= -.31 

to -.45)  

Emotional 

correlated with 
POMS-SF 

(r=.27 to .38) 

and SF-36 (r= 

-.18 to -.31) 

 

All α >0.70  

Physical α 

=0.84 

Emotional α 
=0.87 

Financial α 

=0.78 

Fear of 

recurrence α 

=0.84. 

- - Time: N/A; 
Reading level: 
N/A; 
Acceptability: 
N/A. 
 

CPNS 

Cancer Patient 

Need Survey 

51 items;  

5 domains: coping, help, 

information, work, and 

cancer shock   
 

Interviews 

with nurses, 

patients, & 

caregivers 
using.  

Objective 

Content Test & 

Q-sort 

method. 

- Overall α= 0.91  

Importance α: 

.83-.93 

How well met 
α: .79-.95 

Domains ranged 

from = .88 to 

α= .92 

- - Time: 2-45 min; 
Reading level 
N/A; 
Acceptability: 
reported no 
problems when 
used.  
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  Validity Reliability   

Instrument Items and domains 
Content 
Validity 

Other types 
of validity 

Internal 
consistency Reproducibility Responsiveness Feasibility 

CPNQ 

Cancer Patient 

Need 

Questionnaire 

71 items;  

5 domains: psychological 

needs, health info, ADLs,  

patient care/support, 

interpersonal 

communication. 

 

Literature. 

Interviews.  

Expert review. 

Pilot test. 

Discriminant 

validity: able to 

distinguish 

patients with 

different disease 

stages.  

Domains  

ranged from .78 

to .90 

Intercorrelation all 

significant kappa > 

.4  

n=124,  

time=10-14 days  

- Time: 20 min; 
Reading level: 4

th
 

or 5
th

 grade; 
Acceptability: 
25% non-
completion rate.  

Distress 

management 

tool 

36 items;  

5 domains: practical, 

family, emotional, 

spiritual/ 

religious, physical 

(plus 1 general 

distress item). 

 

 

 

Literature. 

Expert review- 

NCCN panel. 

- - - - Time: N/A; 
Reading level: 
N/A; 
Acceptability: 
N/A. 
 

INM 

Information 

Needs Measure 

9 information categories Literature. 

Based on 

works by 

Derdiarian. 

Expert review.  

 

- Kendall zeta: 

.95-.99.  

Kendall 

coefficient of 

agreement: 

.20-.35. 

- - Time: N/A;  
Reading level: N/A;  
Acceptability: 
N/A. 

NEQ 

Need 

Evaluation 
Questionnaire 

23 items;  

4 domains: information 

regarding 
diagnosis/prognosis,   

examination/treatment, 

communication, 

relational, (plus 12 

additional items) 

 

Interviews. 

Pilot tests. 

Factor analysis 

on the scale 

only partially 
confirms the 

hypothesized 

structure. Later 

study 

demonstrated 

good fit. 

Domains:  

ranged from 

.69-.81 

Cohen’s kappa 

ranged from .54-

.94  
Time=1week 

 

 

- Time: 5 min; 
Reading level: N/A; 
Acceptability: 63% 
of patients OK; 24% 
in-complete;  
3% missing data.  

OCPC 

Oncology Clinic 

Patient 

Checklist 
 

86 Items;  

15 domains: information, 

fatigue, pain, nutrition, 

speech and 
Language, respiration, 

bowel and 

bladder, transportation, 

Data from 

previous 

research. 

Based on 
items from 

other tool. 

 

- - - - Time: N/A; 
Reading level: 
N/A 
Acceptability: 
Checklist 
was accepted for 
practical use—
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  Validity Reliability   

Instrument Items and domains 
Content 
Validity 

Other types 
of validity 

Internal 
consistency Reproducibility Responsiveness Feasibility 

mobility, self and home 

care, vocational 

and educational, interests 

and 

activities, family, 

interpersonal 
relationships, Emotional, 

(plus 3 open-ended 

questions) 

process 
evaluation by 
staff (100% 
response rate) 
and patients 
78%) 
(after 4 months); 
positive response 
from nursing 
staff. Usefulness, 
82% (pilot work, 
n=11 patients) 
 
 
 

PINQ 

Patient 

Information 

Need 

Questionnaire 

17 items;  

2 domains: disease-

oriented and information 

about access to help & 

solution 

Literature. 

Interviews. 

Correlated with 

RSC, State-

Anxiety 

Inventory & 

MMPI D-scale. 

Domains 

ranged from α= 

.88 to α= .92;  

Inter-item 

correlation >0.2  

- Detected the 

changing needs of 

patients at three 

time points before 

and after first 

treatment 

Time: N/A; 
Reading level:N/A 
Acceptability: 
reasons to refuse: 
not wanting to be 
reminded of their 
illness, feeling 
too old, etc. 
 

PNAS 

Psychosocial 

needs 

assessment 

survey  

 

34 items;  

4 domains: informational, 

practical, supportive, 

spiritual. 

Literature 

review. 

Clinical 

opinion. 

- No data on 

construct 

validity. 

Kuder-

Richardson 20 

statistic: 
Information: 

0.90, Practical: 

0.86, 

Supportive: 

0.83, Spiritual: 

0.90. 

Subscale 

correlations:  

r=.57 to .82 

- - Time: N/A; 
Reading level: 
N/A; 
Acceptability: 
N/A. 
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  Validity Reliability   

Instrument Items and domains 
Content 
Validity 

Other types 
of validity 

Internal 
consistency Reproducibility Responsiveness Feasibility 
 

PNAT 

Patient Needs 

Assessment Tool  

 

16 items;  

3 domains: physical, 

psychological, and social  

 

Literature. 

Clinical 

experience. 

Physical domain  

correlates with 

KPS; 

Psychological  

with GAIS, BSI 

MPAS, BDI Social 
with ISEL. 

Domains 

ranged from α= 

.85 to α= .94 

Interrater 

reliability: 

Friedman: .87, .76, 

.73;  

Spearman rank 

order:  .59- .98  
 

- Time: 20-30 min.; 
Reading level: N/A; 
Acceptability: N/A. 

PNI 

Psychosocial 

Needs Inventory  

 

48 items;  

7 domains: related to 

health professionals, 

information needs, 

related to support 

networks, identify needs, 

emotional and spiritual, 

practical and childcare 

need. 

Literature.  

Interviews. 

Focus group.  

Discriminant 

validity: detected 

the differences 

among needs at 

four critical 

movements of 

cancer 

trajectory. 

 > .70 for 

each of the first 

six domains. 

- - Time: N/A; 
Reading level: 
N/A; 
Acceptability: 
59% non-
response rate 
and the 
characteristic of 
the non-
respondents was 
examined.   

Problem 

checklist 

16 items;  

4 domains: daily living, 
relationships, economics, 

emotions, (plus 2 other) 

Literature. 

Audit data. 
Research 

study 

(n=505). 

Factor analysis 

endorsed the 
4-factor 

structure 

(accounting for 

64% of 

variance) with 

the 

components on 

Economics and 

Emotions being 

particularly 
credible 

Domains 

ranged from 
α= 0.70 to 

0.82. 

- - Time: N/A; 
Reading level: 
N/A; 
Acceptability: 
patients found it 
quick and easy to 
complete. 
 

SCNS  

Supportive 

Care Needs 

Survey 

61 items;  

5 domains:  

psychological needs, 

health information, 

physical/daily living 

needs, patient care & 

support, and sexuality 

Based on 

CPNQ. . 

Expert review. 

Pilot test. 

- Domains 

ranged from = 

.87 to = .97. 

 

- - Time: 20 min;  
Reading level: 5th 
grade; 
Acceptability: 
patients found it 
understandable, 
35% non-
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  Validity Reliability   

Instrument Items and domains 
Content 
Validity 

Other types 
of validity 

Internal 
consistency Reproducibility Responsiveness Feasibility 

completion.  
 

SCNS-SF34 

 

Supportive Care 

Needs Survey 

Short Form  

 

34 items; 

5 domains:  

psychological needs, 

health information, 

physical/daily living 

needs, patient care & 

support, and sexuality  

Selected from 

original SCNS. 

20 items 

factor loading 

>0.70 

6 items: item-

to-total 

correlation > 

domain cut-

point & factor 
loading 0.51–

0.69. 

4 items factor 

loading 0.64–

0.74 and 

clinically 

important 

4 items 

clinically 
important 

 

Confirmatory 

factor analysis 

(CFA) of five 

factors (73% of 

the total 

variance) 

Known-groups 

validity: 

remission vs no 

remission 
patient using 

summated 

domain mean 

score. Patients 

not in 

remission had 

higher scores. 

Convergent 

validity: 
Correlated 

good with DT, 

HADS anxiety, 

HADS 

depression and 

QLQ-C30 

global. 

 

 

 

All α>0.70 

(α=0.86 to 

0.96) 

 

Item-to-total 

score 

correlation 

coefficients 

r>0.55 

 

- - Time: N/A; 
Reading level: 

Flesch–

Kincaid Grade 

Level 7.2; 
Acceptability: 
N/A. 
 

SNST 

Supportive Care 

Needs screening 

Tool 

 

40 items; 

5 domains: physical, 

social, psychological, 

information, spiritual. 

 

Original pool 

340 items 

taken from 20 

existing tools. 

Expert opinion 

to reduce 

items. 

Pilot test  

- - - - Time: N/A; 
Reading level: 
N/A; 
Acceptable to 
patients and staff 
Usability high for 
staff. 
 



Chapter 2. APPENDICES 

 

52 
 

  Validity Reliability   

Instrument Items and domains 
Content 
Validity 

Other types 
of validity 

Internal 
consistency Reproducibility Responsiveness Feasibility 

Patient 

interviews. 

Symptoms 

and concerns 

checklist 

29-32 items;  

4 domains: physical 

symptoms, cognitive/ 

psychological, other 

concerns, patient 
defined 

Literature. 

Expert panel. 

Pilot work. 

Patient. 

Interviews. 

Generally 

demonstrated 

convergent 

validity 

when compared 
with SDS, POS. 

Able to 

discriminate 

between 

different 

groups of 

patients (e.g. 

Outpatients vs. 

hospital 

inpatients). 

Overall: α = .85 Time: over 2 

consecutive days— 

weighted Kappa 

0.35–0.77 

 Time: 5 min; 
Reading level: 
N/A; 
Acceptability: 
97% felt 
comprehensive, 
82% felt easy to 
complete, 79% 
good idea, 98% 
participated, 7% 
completed all 
items. 

Abbreviations: HADS (Hospital Anxiety and Depression Scale), FACT-G (Functional Assessment of Cancer Therapy – General), PDS (Paulhus Deception Scales),SCL-90 (Symptom Checklist-90), 
DAS (Dyadic Adjustment Scale), KPS (Karnofsky Performance Status), FLIC ( Functional Living Index-Cancer),BSI (The brief symptom inventory), SF-36 (The Short Form (36) Health Survey), 

MSAS (The memorial symptom assessment scale), LSI (The lifesatisfaction index–short form), SWLS (The satisfaction with life scale), EQ5D (EuroQOL five dimensions questionnaire), EORTC 

QLQC-30 (European Organisation of Research and Treatment for Cancer Quality of Life Questionnaire Core 30), RSCL-M (Rotterdam Symptom checklist-Modified), POMS-SF (Profile Of Mood 

States-Short Form), NCCN (National Comprehensive Cancer Network), RSC (Rotterdam Symptom Checklist), MMPI-D (Minnesota Multiphasic Personality Inventory-Depression), GAIS (Global 
Adjustment to Illness Scale), MPAS (Memorial Pain Assessment Scale), BDI (Beck Depression Inventory), ISEL (Interpersonal Support EvaluationList ), PNI (Psychosocial Needs Inventory), SDS 

(Symptom Distress Scale), POS (Palliative care Outcome Scale). 
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Appendix 2.2 

 
CARES Questionnaire 
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Appendix 2.3 

 

CARES Patient Profile 
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CARES score sheet 
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CARES-SF score sheet 
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ABSTRACT 

 

OBJECTIVE  The Cancer Rehabilitation Evaluation System (CARES) is a 

quality of life (QOL) and needs assessment instrument of US origin that was 

developed in the 90’s. Since November 2012 the copyright and user fee were 

abolished and the instrument became publicly available the present study aims 

to reinvestigate the psychometric properties of the CARES for the Flemish 

population in Belgium.  

METHODS  The CARES was translated into Flemish following a translation-

back translation process. A sample of 192 cancer patients completed the CARES, 

concurrent measures, and questions on socio-demographic and medical data. 

Participants were asked to complete the CARES a second time one week later, 

followed by some questions on their experiences with the instrument. Internal 

consistency, test-retest reliability, content validity, construct validity, concurrent 

validity and feasibility of the CARES were subsequently assessed. 

RESULTS  The Flemish CARES version demonstrated excellent reliability with 

high internal consistency (range .87-.96) and test-retest ratings (range .70-.91) 

for all summary scales. Factor analysis replicated the original factor solution of 

five higher order factors with factor loadings of .325-.851. Correlations with 

other instruments ranging from |.43| - |.75| confirmed concurrent validity. 

Feasibility was indicated by the low number of missing items (mean 2.3; SD 5.0) 

and positive feedback of participants on the instrument. 

CONCLUSIONS  The Flemish CARES has strong psychometric properties 

and can as such be a valid tool to assess cancer patients’ QOL and needs in 

research, for example in international comparisons. The positive feedback of 

participants on the CARES support the usefulness of this tool for systematic 

assessment of cancer patients’ well-being and care needs in clinical practice.  

 

KEYWORDS: cancer, psycho-oncology, psychosocial, quality of life, needs 

assessment, validation, CARES 
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BACKGROUND 

Cancer is a disease with a huge impact on patients and their relatives, going far 

beyond the physical aspects. Together with the rise of more successful 

therapeutic approaches and the increased life expectancy, the psychological and 

social aspects of care receive more attention as part of a holistic view of health 

care. Health care, and certainly cancer care, therefore requires a more 

integrated approach as a response to the fragmented delivery of health and 

social services[109]. Together with more integration, health is moving towards a 

more patient-centered approach. This is a process evolution as patient-centered 

care is an important dimension of quality of care [33]. Individualized, more 

integrated care plans and clinical care pathways are developed to improve 

outcomes for cancer patients, with an increasing emphasis on quality of life 

(QOL) [65].  

To integrate the psychosocial approach into cancer care, the implementation of 

routine psychosocial screening and needs assessment is recommended by 

international cancer systems and in guidelines [42, 43, 44, 110, 111, 112]. 

However, not all patients with a positive screen for distress or decreased QOL 

are interested in professional support [28]. In some cases programs involving 

systematic or routine screening for distress lead to a considerable number of 

unaccepted referrals [113, 114]. In contrast to QOL or distress screening, needs 

assessment not only focuses on identifying patients’ unresolved concerns and 

problems, but furthermore explores whether or not there is a desire extra help 

[115]. This not only gives guidance from the patients’ perspective for more 

integrated and holistic care plans, but also allows for the more effective and 

efficient use of resources. [28]. 

The Cancer Rehabilitation Evaluation System (CARES) is a self-administered QOL 

and needs assessment instrument that can be used for research or clinical 

purposes [80, 81, 82, 83, 84, 85, 86]. The instrument covers a broad range of 

topics relevant to the QOL disruption many cancer patients experience. The 

CARES consists of 139 items meant to reflect the multidimensional burden of 

cancer and its treatment can cause to patients and their relatives. The items can 

be scored broadly using the six summary scales medical interaction, physical, 

psychosocial, marital and sexual wellbeing and miscellaneous items; or in a 

more detailed manner grouped under 31 subscales.  However, not all items 
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apply to all patients and therefore patients can complete a minimum of 93 items 

or a maximum of 132 items. Patients can rate each item, formulated as problem 

statement, on a five-point scale, zero representing “not at all” (no problem) and 

four representing “very much” (severe problem). For every applicable problem 

statement patients are asked to answer the question “Do you want help?” by 

ticking the box ‘yes’ or ‘no’.  

The psychometric robustness of the CARES and its’ earlier development versions 

called the Cancer Inventory of Problem Situations (CIPS) are well documented 

and positively evaluated [80, 81]. With high Crohnbachs alpha’s ( α=0.87-0.94) 

and high test-retest correlations (r= 0.84-0.95) for the summary scales and 

CARES total the instrument demonstrates excellent reliability. The validity of the 

CARES was also rigorously tested. Results from post-administration interviews 

supported the content validity of the instrument [80, 116]. An extensive 

evaluation of concurrent validity was conducted with the Symptom Checklist-90 

(SCL-90) [117], Dyadic Adjustment Scale (DAS) [118], Karnofsky Performance 

status Scale (KPS) [87, 119] and a visual analogue scale [120] for QOL before 

and after cancer, resulting in moderate to high correlations. In two studies 

investigating the feasibility of the CARES for patients, the participants on 

average needed 18 to 20 minutes to complete the CARES. The majority of them 

thought the questionnaire reflected relevant day-to-day problems of cancer 

patients; they understood the instructions well and found questions easy to 

understand and not offensive [80]. Despite this good quality the widespread use 

of the CARES and it’s short form was limited by copyright and a user fee that the 

developers chose to impose. Since November 2012 this is no longer the case 

[121].  

Due to the combination of feasibility for patients, psychometrical robustness and 

the wide representation of life domains that can be disrupted by a cancer 

diagnosis and the side effects associated with treatment, the CARES was chosen 

for further research on QOL and care needs in Belgium. However, time 

perspective, culture and language are important for the ecological dimension 

and validity of an instrument [122]. Careful translation and validation of an 

instrument are extremely important for the data to be valid [123, 124]. 

Consequently, a validation study on the CARES was conducted in the Flemish-
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speaking part of Belgium. The thorough validation-exercise is described in this 

article.    

 

 

METHODS 

The protocol of this study, including a priori hypotheses and criteria, is described 

in detail in a previous publication [125]. The procedures used the general 

principles of scale development according to classical test theory. 

 

Participants 

There are no general criteria for the sample size in a validation study, but a 

sample size of at least 50-100 is generally recommended [79]. Sample sizes in 

the validation research of the original CARES varied for each psychometric 

quality from 22 to 1047 [80]. In this validation study of the CARES, the 

objective was set to include at least 150 participants.   

A heterogeneous sample of cancer patients was recruited in several departments 

of four Flemish hospitals from March 2014 to February 2015. Non-palliative 

cancer patients aged between 25 and 60 years with a primary diagnosis of Stage 

I, II or III cancer [126], were included. The age restriction was chosen in the 

belief that these adult cancer patients have a psychosocial context which is 

clearly different from that of younger and older patients by means of significant 

relationships with children, partners, parents and the work context. There were 

no exclusion criteria with regards to sex, performance status or topology of the 

cancer. Patients were excluded from the sample if they lacked basic proficiency 

in Dutch, had cognitive problems or a history of major neurological disease.. 

Patients signed an informed consent form before participation. 

 

Questionnaires 

Participants had to complete two questionnaire bundles, within an interval of one 

week. 

Data collected with the first questionnaire bundle included socio-demographic 

characteristics, medical characteristics, the CARES and seven concurrent 

instruments to assess concurrent validity. 
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Flemish CARES version:  

The Flemish CARES version was produced through a forward-backward 

translation process with two sworn translators and an expert group.  

In the ongoing study missing response categories for items 18 and 80 in the 

CARES were noticed, causing structural (non-random) missing answers (55.7% 

of the analyzed questionnaires). A second and corrected version was printed and 

replaced the first (44.3% of the analyzed questionnaires). To avoid possible 

bias, items 18 and 80 were excluded from analysis.  

Karnofsky Performance status Scale (KPS) [87, 88, 119]: The KPS is an 11-point 

scale to evaluate the physical and daily functioning of a patient, ranging from 0 

(completely dependent, not able to care for oneself) to 100 (fully active, not 

dependent and capable of normal activity without limitations).  

Hospital Anxiety and Depression Scale (HADS) [90, 91]: The HADS was 

developed to identify symptoms of anxiety and depression in medically ill 

patients. The questionnaire contains 14 items with four response categories, 

ranging from 0-3. Higher scores on the two subscales (each consisting of 7 

items) indicate a higher level of anxiety or depression and the total score of the 

HADS (score-ranges from 0-42) can be used as a global measure of 

psychological distress [127]. 

Social Support List – Interactions and Discrepancies (SSL-I and –D)[93, 94, 95]: 

The SSL is a questionnaire with 75 items, 41 on experienced social interaction 

and 34 on experienced social discrepancies. In the first part of the questionnaire 

participants indicate how frequently certain social interactions occur on a 4-point 

Likert scale from 1 (‘seldom or never’) to 4 (‘very often’), with higher scores 

representing higher levels of social support. A second part of the SLL indicates 

the social discrepancies participants experience ranging from 1 (‘I would like it 

to happen more often’) to 4 (‘it happens too often’). Higher scores on the SSL-D 

indicate a greater lack of social support. 

Maudsley Marital Questionnaire (MMQ)[96, 97, 98]: The MMQ contains three 

scales exploring Marital (10 items), Sexual (five items) and General Life ( five 

items) adjustment. The items of the MMQ are scored on a 9-point Likert scale 

(ranging from 0 to 8). The wording of response categories differs for each item 

depending on the nature of the question. 



Chapter 3. Psychometric validation CARES 

73 
 

European Organisation of Research and Treatment for Cancer Quality of Life 

Questionnaire Core 30 (EORTC-QLQ-C30)[100]: The EORTC QLQ-C30 is a 

cancer-targeted quality of life instrument, incorporating five functional scales 

(physical, role, cognitive, emotional and social) and three symptom scales 

(fatigue, pain and nausea, and vomiting). Items are scored on a 4-point Likert 

scale from 1 (‘not at all’) to 4 (‘very much’). The last two items on global health 

and quality-of-life have an 8-point Likert scale, ranging from 1 (‘very poor’) to 7 

(‘excellent’).  

Distress Thermometer (DT) together with a Problem List (PL) [101, 102, 103]: 

Patients are asked to rate their overall distress on a visual analogue scale 

(presented as a thermometer) from 0 (‘no distress’) to 10 (‘extreme distress’). 

The DT is accompanied by a Problem List, which includes 35 items that address 

5 life domains (practical, family/social, emotional, spiritual, and physical 

problems). Participants indicate if the stated problems apply to them.  At the 

end of the survey participants are asked if they want to talk to a professional 

about their problems. 

Care Needs Questionnaire [104]: The Care Needs Questionnaire was developed 

by Pauwels and Van Hoof to assess the care needs of cancer patients regarding 

specific themes during reintegration: physical functioning, psychological 

functioning, self and body image, sexuality, relationship with partner, 

relationship with others and work and social security related aspects. For each 

theme, participants are asked whether they wish to receive information or 

support, how they prefer to receive information and support, and to what extent 

this need already has been met. Each of the questions are answered on a 3- and 

4-point Likert scale with different wording.  

The second questionnaire bundle, filled in a week after the first one, contained 

the CARES and supplementary questions on patients’ experiences with the 

CARES in relation to the importance and breadth of issues assessed, length of 

time to complete, and format of survey administration. 

 

Study procedure 

Eligible patients were selected by the medical team according to the inclusion 

and exclusion criteria [128]. On the basis of team organization and time 
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availability, two alternative procedures to invite patients to participate in the 

study were used.  

In the ‘face-to-face procedure’, a member of the medical team explained the 

study briefly and invited the patient to participate. If the patient agreed, he/she 

immediately received a study package with the informed consent form, a ‘what 

to do’-scheme, the first questionnaire bundle and a stamped and addressed 

envelope to return the questionnaire.  

In the ‘post procedure’, eligible patients got sent an identical study package by 

post, plus a letter explaining the study. One week later participants had to 

complete the second questionnaire bundle and send it back in another stamped 

and addressed envelope provided.  

If the questionnaire was not sent back, the participants recruited via the face-to-

face procedures were contacted by a team member. Participants invited through 

the post procedure were sent a reminder and second questionnaire package 

after one month. The researcher contacted participants by phone or by e-mail 

when returned questionnaires had a large number of missing responses or if the 

second questionnaire was not received in the expected timeframe. Since ethical 

standards limit the number of participant contacts, there was a maximum of two 

attempts to contact a participant.   

 

Data analysis 

The Statistical Package for Social Sciences (SPSS; Chicago, IL) version 22.0 was 

used for statistical analyses of the data.  

Descriptive statistics were used to analyze socio-demographic and medical data, 

as well as the data gathered with the supplementary questions from the second 

questionnaire bundle. 

The reliability of the CARES was explored by the internal consistency of 

summary scales, with the aim to find a Cohen’s Alpha of at least .70 [105, 106]. 

Test-retest reliability was investigated by computing Spearman’s rho 

correlations between the summary scale scores and total-CARES scores of the 

first and second CARES administration, requiring a correlation ≥ .70 [105, 107].   

Principal component analysis (PCA) and inter correlations of summary scales 

were computed to evaluate construct validity. Due to the complexity of the 

CARES, number of items and items only applicable for a subgroup of the sample, 
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one general factor analysis on all the individual items was not possible in this 

small sample. PCA with varimax rotation was used in two subsequent analyses 

to assess the underlying factor pattern of the Flemish CARES. A first PCA was 

carried out on the individual items of the five summary scales to explore the 

CARES subscales.  A higher order (second-order) factor analysis on the 26 

subscales was conducted to explore the five summary scales. As in previous 

CARES-research items and subscales with a factor loading higher than .30 were 

seen as loading on a factor [80, 81].  

Spearman’s rho correlations were computed to evaluate concurrent validity of 

the CARES global score and the summary scales with the seven concurrent 

instruments. Correlations were judged low, moderate and high, when their 

absolute values were respectively < .30, from .30- .50 and ≥ .50 [108].  

 

 

RESULTS 

Sample characteristics 

With 197 of the 325 invited patients returning completed questionnaires the 

response rate was 61%. Of these, 85% (168/197) of the respondents returned 

both the first and second questionnaire. After exclusion of participants due to 

incorrect recruitment according to the age (n=4) and language-criterion (n=1), 

a large number of uncompleted questions (n=2), a missing first questionnaire 

(n=2), anonymous returned questionnaire (n=1) or return outside the time 

interval of data inclusion (n=11); data of 176 eligible patients (54% of the 

invited patients) was available for analysis.  

The mean age of participants was 50.5 years (range 30-60); 30.7% were men 

and the vast majority were in a significant relationship (86.9%) and had children 

(median: 2, range: 1-4). These and further socio-demographic characteristics 

are displayed in Table 1. 
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Table 1. Socio-demographic and medical characteristics participants and non-

responders 

 Participants (N=176) Non-resp. (N=122)a 

 M SD n % M SD n % 

Socio-demographic 
Characteristics 

        

Age 50.5 7.2   51.6 8.2   

Sex         

Men   54 30.7   38 31.1 

Woman   122 69.3   83 68.0 

Relational status         

Single   20 11.4     

Partner, married or living together   141 80.1     

Partner, not married or living together   12 6.8     

Widowed   3 1.7     

Having children   148 84.1     

Family members 11.9 10.8       

Supportive family members 6.6 4.2       

Supportive friends 13.5 12.6       

Graduation level         

Elementary school   13 7.4     

High school   101 57.7     

Graduate school   53 30.3     

University   8 4.6     

Job occupation         

Employed   41 23.3     
Work interruption/on sick leave   91 51.7     

Unemployed   12 6.8     

Disabled   20 11.4     

Housewife/houseman   6 3.4     

Retired   6 3.4     

Monthly house hold income         

< € 1500       51 30.7     

€ 1500 - € 3000       79 47.6     

> € 3000   36 21.7     

 
Medical Characteristics 

        

Type of treatment         

Surgery   138 81.7   94 84.7 

Radiotherapy   104 61.2   52 46.8 
Chemotherapy   109 64.5   57 51.8 

Hormone therapy   58 34.3   27 24.3 

Immune therapy   1 0.6   1 0.9 

Concomitant radio-chemotherapy   18 10.7   16 14.4 

Bone marrow transplantation   0 0.0   0 0.0 

Isotopes   1 0.6   0 0.0 

Other treatment   5 3.0   6 5.5 

Time since diagnosis (weeks)
b,c 62.8 104.5   - -   

Phase of care trajectory         

Active treatment phase   115 65.3     

Completion of treatment   13 7.4     

Follow-up phase   47 26.9     

Abbreviations: Non-resp. (non-responders), M (mean), SD (standard deviation), n (number of participants). 
a Data of only 117 out of 128 non-responders received;   
b Date of questionnaire completion or diagnosis missing for some participants, mean time since diagnosis based on 

n=158;   
c Time since diagnosis unknown for non-responders, since date of invitation to participate in the research was not 
registered. 
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Feasibility 

CARES item characteristics  

The mean number of missing answers on the QOL-items in participants’ CARES 

completion was 2.3 (SD 5.0). Telephone follow-up with participants revealed 

that missing answers were mainly due to the accidental skipping of items or 

participants’ not deeming an item(s) to be applicable to them. Examples of 

reasons given are as follows: “I am a widow and I don’t have sex anymore, so I 

didn’t answer on the statement ‘I do not feel sexually attractive’”; “I don’t own a 

car so I couldn’t answer the question on having difficulty with driving”; “I 

couldn’t answer the question ‘I have difficulty preparing meals’, because my wife 

is the one that cooks at home, I never do”. Outliers of 66 and 58 missing 

answers are found on item 18 and 80. This was due to missing response 

categories in the first printed version of the questionnaire.  

The mean number of missing answers on the Help-items of the CARES was 12.4 

(SD 21.5) - considerably higher than the number of missing values on 

corresponding QOL-items. Participants answered the Help-questions by marking 

the response categories in three different ways: by marking each ‘yes’ or ‘no’ for 

each Help-question individually; by circling the words ‘yes’ or ‘no’ on the top of 

the column; or by circling the whole column of yes- or no-responses on the 

page. Only 49 participants (27.8%) had no missing answers on the help-items 

(93-132 items). Both concurrent needs assessment measures had a lower 

number of missing values. For the one single help-question joining the DT and 

PL only four participants (2.3%) did not complete the help-question. For the 

Care Needs Questionnaire only four to 10 participants (2.3-5.7%) did not 

complete the life domain specific help-question. 

 

Patients’ experiences in completing the CARES 

On average participants needed 31 minutes (SD=24.209) to complete the 

CARES. Ninety percent felt this to be acceptable, 10% thought this was too long 

and too time consuming. Participants in this study had to complete the CARES 

on paper. Seventy-three percent preferred this option while 21% would have 

preferred an electronic version. The reasons mentioned for preferring paper 

were as follows: easier for concentration; limited burden on the eyes; the ability 

to fill in anywhere; the lack of familiarity with the computer. On the other hand, 
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reasons for preferring an electronic version for the computer or tablet included 

environmental concerns, the completion time of a screening and easier 

processing of results. 

 

Reliability 

Internal consistency and Test-Retest Reliability 

To explore the reliability of the CARES total, sub- and summary scales, alpha 

coefficients were calculated (Table 2). The mean for all subscales was .79 (range 

.21-.94). For the five summary scales of the CARES the mean of alpha 

coefficients was .92 (range.87 - .96).  

The average timespan between the first and second CARES completion of 

participants was 12.62 days (SD 9.3). Spearman’s rho correlations between the 

two completions were computed to explore test-retest reliability. For all 

subscales high correlations were found ranging from .53 to .89 with an average 

of .76. Test-retest correlations for the five summary scales were all high, with 

an average of .85 (Table 2). The CARES total scores had a high correlation of 

.92. These reliability ratings demonstrate an excellent test-retest reliability of 

the Flemish CARES. 

 

Validity 

Content Validity 

The majority of participants rated all life domains addressed in the CARES to be 

important to very important in a QOL and needs assessment tool (Table 3). Most 

of them (90%) evaluated the content of the CARES to be complete. The three 

main areas where deficiencies were cited were the feeling of loneliness in the 

disease experience, financial concerns due to the disease and treatment and the 

lack of questions addressing the coping of patients’ loved ones. 
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Table 2. Reliability Ratings and Factor Pattern for the Flemish CARES (N=176) 

 Internal 

Consistency 

Test-Retest 

Correlation 

 

Factor loadingsb 

Global CARES, sub- 

and summary 

scales 
α n r a 

Factor 

1 

Factor 

2 

Factor 

3 

Factor 

4 

Factor 

5 

PHYSICAL .93 156 .90  
    

Ambulation .83 158 .84 .749   .371  
Activities of daily 

living 

.85 158 .83 
.795     

Recreational Activities .81 157 .73 .729     

Weight Loss .74 157 .68 .733     

Difficulty Working .93 152 .81 .728     

Pain .71 156 .77 .430   .448 .369 

Clothing .94 156 .76 .344   .347 .322 

MEDICAL 

INTERACTION 

.87 156 .70 
     

Problems Obtaining 

Info from Medical 

Team 

 

.85 

 

156 

 

.61     
 

.836 

Difficulty 

Communicating with 

Medical Team 

 

.86 

 

157 

 

.69  
 

.540 
  

 
.397 

Control of Medical 

Team 

.77 157 .69 
    .776 

MARITAL .90 133 .84      

Communication with 
Partner 

.93 155 .82 
 .469 .636   

Affection with partner .85 155 .74   .851   

Interaction with 

Partner 

.88 155 .80 
  .705   

Overprotection by 

Partner 

.56 155 .53 
.313  .461   

Neglect of Care by 

Partner 

.21 155 .63 
  .574  .326 

PSYCHOSOCIAL .96 156 .91 
     

Body Image .84 157 .80  .385  .549  

Psychological Distress .86 157 .89 .302 .589  .466  

Cognitive problems .89 157 .81 .429 .325  .413  

Difficulty 

Communicating with 

friends/relatives 

.83 158 .77 

 .610    

Friends/Relatives 

Difficulty Interacting 

.73 156 .65 
 .538  .324  

Anxiety in Medical 

Situations 

.89 156 .86 
 .772    

Worry .83 157 .84 .359 .664    

Interaction with 

Children 

.78 155 .73 
.330 .525    

At Work Concerns .81 155 .67  .566    

SEXUAL .92 142 .89 
     

Sex Interest .82 156 .85   .460 .648  

Sexual Dysfunction .92 154 .84    .533  

CARES TOTAL .88 158 .92 
     

a all r significant at 0.01 level (2-tailed), b Only factor loadings ≥ .30 are presented, factor loadings of facets belonging to 
each of the five CARES summary scales are in bold.  
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Table 3. Participants’ evaluation of the content of the CARES (N=159) 

How important do you think 
several areas of well-being are 
to be addressed in the CARES, 
when the purpose is to 
comprehensively assess quality 
of life and care needs with the 
instrument? 

Response distributiona   (n (%)) 

Very 

important 

 

Important 

Not so 

important 

Totally 

not 
important 

Physical well-being 
 

90 (56.6%) 62 (39.0%) 2 (1.3%) 0 (0.0%) 

Medical interaction 
 

93 (58.5%) 59 (37.1%) 3 (1.9%) 0 (0.00%) 

Relational well-being 
 

82 (51.6%) 59 (37.1%) 7 (4.4%) 1 (0.6%) 

Psychosocial well-being 
Body image 

Problems with memory and/or 

concentration 

Stress, fear, concerns on 

disease and treatment 

Dealing with family and friends 
Dealing with the children 

Concerns about work 

 

 
31 (38.4%) 

68 (42.8%) 

 

84 (52.8%) 

 

63 (39.6%) 
78 (49.1%) 

53 (33.3%) 

 
82 (51.6%) 

79 (49.7%) 

 

66 (41.5%) 

 

79 (49.7%) 
66 (41.5%) 

77 (48.4%) 

 
12 (7.5%) 

7 (4.4%) 

 

4 (2.5%) 

 

12 (7.5%) 
7 (4.4%) 

19 (11.9%) 

 
0 (0.00%) 

0 (0.00%) 

 

0 (0.00%) 

 

0 (0.00%) 
0 (0.00%) 

3 (1.9%) 

Sexual interest and 
functioning 

 

43 (27.0%) 79 (49.7%) 27 (17.0%) 2 (1.3%) 

Miscellaneous 
Financial difficulties 

Finding a partner 

Difficulties with regard to 

treatment 

 

 

51 (32.1%) 

22 (13.8%) 

67 (42.1%) 

 

80(50.3%) 

52 (32.7%) 

66 (41.5%) 

 

18 (11.3%) 

37 (23.3%) 

12 (7.5%) 

 

5 (3.1%) 

27 (17%) 

4 (2.5%) 

Was there a topic missing in the CARES that you find 
important in an assessment on psychosocial concerns and 
care needs? 

No 

132 

(89.80%) 

Yes 

15  

(10.20%) 

a Percentages do not count up to 100% due to missing values. 

 

 

Concurrent Validity 

Spearman rho correlations for CARES total, summary scores and convergent 

measures were in the expected directions (Table 4). The KPS and CARES 

physical scale have a large negative correlation (r = -.67). HADS scores and the 

CARES psychosocial scale are strongly positive related (r = .75 and r = .64). 

From the SSL only the D-subscale had a significant moderate correlation with 

the Psychosocial CARES summary scale (r = .43). The Marital and Sexual CARES 

summary scales are moderate to strongly positive related to the MMQ-M (r = 

.48) respectively MMQ-S (r = .55). Also the large correlations of the CARES 
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Total score with the EORTC-QLQ-C30 (r = -.56 and r = -.53) and DT (r = .63) 

confirm the concurrent validity of the CARES. 

 

 

Table 4. Correlations of CARES Total and Summary scores with Concurrent 

Validity Measures 

Concurrent 
Validity 

Measures 

CARES 
Total 

 
Physical 

Medical 
Interaction 

 
Psychosocial 

 
Marital 

 
Sexual 

KPS -.50** -.67** -.15* -.38 -.23** -.39** 

HADS-A .68** .48** .36** .75* .48* .38** 

HADS-D .67** .60** .32** .64* .45* .45** 

SSL-I .09 .17* -.19* .07 -.02 -.001 

SSL-D .38** .18* .33** .43* .37** .25** 

MMQ-M .25** .11 .18* .18* .48** .26** 

MMQ-S .54** .36** .27** .39** .54** .55* 

EORTC-QOL-
C30 GH 

-.56** -.71** -.19* -.36** -.26** -.38** 

EORTC-QLQ-
C30 QOL 

-.53** -.67** -.15* -.37** -.21** -.28** 

DT .63** .64** .21** .54** .37** .43** 

Abbreviations: CARES (Cancer Rehabilitation Evaluation System); KPS (Karnofsky Performance status Scale); HADS-A 

and -D (Hospital Anxiety and Depression Scale, Anxiety and Depression); SSL-I and -D (Social Support List, Interactions 

and Discrepancies); MMQ-M and -S (Maudsley Marital Questionnaire,Marital and Sexual); EORTC-QOL-C30 (European 
Organisation of Research and Treatment for Cancer Quality of Life Questionnaire Core 30); DT (Distress Thermometer). 

Correlations of interest are in bold. 

** r significant at 0.01 level (2-tailed). 

* r significant at 0.05 level (2-tailed). 
 

 

Construct validity 

There are intercorrelations of .32 - .60 between CARES summary scales, 

indicating that these measure related but different dimensions of concerns and 

care needs. The summary scales all have a high correlation with the CARES 

Total, indicating an important role in the quality of life disruption measured by 

the CARES (Table 5).   

 

 

Table 5. Intercorrelations of CARES Total and Summary Scales 

 
CARES Total Physical Medical Marital Psychosocial 

Physical .80     
Medical .49 .32    

Marital .71 .42 .42   

Psychosocial .88 .56 .49 .60  

Sexual .71 .48 .29 .51 .58 

* all r significant at 0.01 level (2-tailed). 
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To ensure that the data were suitable for factor analysis standard diagnostic 

tests were run each time. Both the Kaiser-Meyer-Olkin (KMO) test of sampling 

adequacy criterion (KMO ≥ .6) and Bartlett’s test of sphericity criterion (p <.05) 

were fulfilled and indicated factorability of the data.  

Firstly, the CARES subscales were explored. For the items of the marital 

summary scale four factors were found. Physical-items loaded on six factors, 

medical interaction-items on three, psychosocial-items on nine, and the items of 

the sexual summary scale on two factors (Table 6a – Table 6e).  

Secondly, the summary scales were explored. Based on Kaiser’s criterion 

(eigenvalue ≥1) seven factors were distinguished with the PCA, explaining a 

total of 65.5 % of the variance. However, based on Catell’s scree test, only the 

first five factors should be retained to get a good fitted model of factors 

explaining the variance in our data set. Subsequently a PCA with varimax 

rotation and fixed number of five factors was conducted resulting in the factor 

solution visualized in Table 2. The resulting factor solution approximately 

corresponds to the subdivision of the CARES in the five summary scales: 

physical, interaction with the medical team, marital, psychosocial and sexual. 

 

 
Table 6a. Varimax Rotation Factor Pattern of the Marital summary scale items 

(N=153) 

CARES itemsb 

Factor loadingsa 

1 2 3 4 

103.Diff. talk feelings .786  .372  

104.Diff. talk fears .825    

105.Diff. talk happen after death .804   .344 

106.Diff. talk future .834    

107.Diff. talk cancer .888    

108.Diff. talk wills/financial matters .823    

109.Doesn’t feel like embrace. etc.   .739  

110.Partner no feel like embrace. etc.   .830  

111.No interest in touch partner   .714  
112.Partner no interest in touch   .774  

113.Not get along as well usual  .825   

114.Upset with other more often  .869   

115.So much time together. on nerves  .632   

116.More distant then usual  .778 .302  

117.Partner not let do activ. capable of    .771 

118.Partner provides too much care    .751 

119.Partner takes too little care  .575   

120.Diff. ask partner to take care .350   .493 

a Only factor loadings ≥ .30 are presented. factor loadings of facets belonging to each of the CARES subscales are in 

bold.  
b Order of items is determined by the original order of the subscales in the CARES. 
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Table 6b. Varimax Rotation Factor Pattern of the Physical summary scale items 

(N=176) 

 CARES itemsb 

Factor loadingsa 

1 2 3 4 5 6 

1.Diff. bend or lift .650    .341  

2.Diff. walk/move around .641 .355   .324  

3.Diff. do physical activ. .687      

4.Reduction in energy .530  .323    
5.Diff. driving .710   .340   

6.Diff. household chores .715 .331     

7.Diff. bathe. brush. groom .712     .310 

8.Diff. prepare meals .630 .377  .353   

9.No interest recreat. active.  .729     

10.Not engage recreat. active. .429 .640     

11.Not enough enjoyable activ.  .664     

12.Diff. planning active.  .779     
13.Cannot gain weight      .713 

14.Continue to lose weight    .412  .743 

15.Food unappealing    .803   

16.Food tastes bad    .763   

17.Diff. swallowing    .686   

19.Cancer interferes work .377 .480     

20.Frequently has pain .380    .725  

21.Chronic pain scars/surgery     .676  

22.Pain not controlled medication     .780  

23.Pain controlled medication     .502  
24.Clothes not look good   .912    

25.Clothes not fit   .898    

26.Diff. find clothes   .882    

a Only factor loadings ≥ .30 are presented. factor loadings of facets belonging to each of the CARES subscales are in 
bold.  
b Order of items is determined by the original order of the subscales in the CARES. 

 
 

 
Table 6c. Varimax Rotation Factor Pattern of the Medical Interaction summary 

scale items (N=176) 

 CARES itemsb 

Factor loadingsa 

1 2 3 

27.Medical team withholds info  .877  

28.Doctors don’t explain what do  .843  

29.Nurses don’t explain what do  .860  

30.Diff. ask doctors questions .864  .303 

31.Diff. ask nurses questions .799  .304 

32.Diff. express feelings doctor/nurses .834   

33.Diff. tell doctor new symptoms .764   

34.Diff. understand doctor about cancer   .775 

35.Diff. understand nurses about cancer   .852 

36.Wants more control over doctor  .618 .543 
37.Wants more control over nurses   .758 

a Only factor loadings ≥ .30 are presented. factor loadings of facets belonging to each of the CARES subscales are in 

bold.  
b Order of items is determined by the original order of the subscales in the CARES. 
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Table 6d. Varimax Rotation Factor Pattern of the Psychosocial summary scale 

items (N=176) 

 CARES itemsb 

Factor loadingsa 

1 2 3 4 5 6 7 8 9 
38.Embarrassed to show body     .847     

39.Uncomfor. show scars     .830     

40.Uncomfor. with body changes     .661     

41.Frequently anxious .414 .559        
42.Frequently depressed  .710        

43.Frequently angry  .752        

44.Frequently upset  .738        

45.Frequently overwhelmed by 

cancer 

.399 .524    .321    

46.Diff. sleep    .455  .520    

47.Diff. concentrating    .828      

48.Diff. remembering    .813      

49.Diff. thinking clearly    .816      

50.Diff. tell frnd/rel. to come less 

often 

  .747       

51.Diff. tell frnd/rel. to leave when 

not well 

  .742       

52.Diff. ask frnd/rel. to do fun 

things 

  .731       

53.Don’t know what to say to 

frnd/rel. 

       .750  

54.Diff. ask frnd/rel. help   .659       

55.Diff. tell frnd/rel. about cancer .592    .372   .449  

56.Diff. ask frnd/rel. to come more   .727       

57.Frnd/rel. say look well when not .356  .435      .313 

58.Frnd/rel. withhold information        .721  

59.Frnd/rel. avoid talk cancer         .699 

60.Frnd/rel. do not visit enough       .889   
61.Frnd/rel. do not call enough       .836   

62.Frn/rel. uncomfor. visiting       .325  .558 

63.Frnd/rel. diff. talk about cancer       .527 .303 .566 

64.Uncomfor. see patients get treat. .765         
65.Nervous going to hospital .755         

66.Nervous wait to see doctor .765         

67.Nervous wait for test results .717     .314    

68.Nervous have diagnostic tests .462 .493        

69.Nervous get blood drawn .680         

70.Worry whether treatments work .453 .359    .594    

71.Worry whether cancer progress .355 .386    .610    
72.Worry not able to care for self      .696    

73.Worry how family will manage      .660    

a Only factor loadings ≥ .30 are presented. factor loadings of facets belonging to each of the CARES subscales are in 
bold.  
b Order of items is determined by the original order of the subscales in the CARES. 
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Table 6e. Varimax Rotation Factor Pattern of the Sexual summary scale items 

(N=175) 

 CARES itemsb 

Factor 
loadingsa 

1 2 

74.Doesn’t feel sex. attractive .510 .670 

75.Thinks not sexually attractive to partner(s)  .927 

76.Not interested in having sex .798 .331 

77.Doesn’t think partner(s) interested in sex  .828 

99.Frequency of sex decreased .811 .342 

100.Diff. become sexually aroused .913  

101.Diff. with erection (males) / Diff. lubrication (females) .847  

102.Diff. reach orgasm .883  

a Only factor loadings ≥ .30 are presented. factor loadings of facets belonging to each of the CARES subscales are in 

bold.  
b Order of items is determined by the original order of the subscales in the CARES. 

 

 

Psychometric properties CARES-SF 

Since the original short form of the CARES (CARES-SF) was derived by taking 59 

items of the full version (min. 32- max. 57), we could as well use our data to 

examine the psychometric quality of the Flemish CARES-SF. In the CARES-SF, 

no summary scales can be computed, since sometimes only one or two items 

from a subscale in the full version of the tool were selected for the short form. 

The item scores are directly added up to the six domain scores that are 

combined to compute the CARES-SF total score. 

For the CARES-SF the internal consistency ratings of the domains ranged from 

.72-.92, test-retest correlations ranged between .70-.90. The examination of 

concurrent validity resulted in the expected significant correlations of the 

CARES-SF Total and summary scales with the concurrent instruments, with the 

only exception of the SSL-I that showed no significant correlation with the 

psychosocial summary scale. Intercorrelations of the CARES-SF Total and 

Summary scales were medium to high (.32-.78). Details are displayed in 

Appendix 3.2.  

 

Clinical insights on participants’ QOL and care needs 

Quality Of Life 

If we look at the clinical insights obtained with the CARES, we see that each 

problem stated in the instrument is experienced by 1-88% of the participants 

(Appendix 3.3). The 10 problems most frequently experienced are: ‘I worry that 
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the cancer is progressing’ (88.1%); ‘I do not have the energy I used to’ 

(86.9%); ‘I get nervous when I am waiting for test results’ (76.1%); ‘I find that 

the cancer or its treatments keep me from working’ (73.3%); ‘I have difficulties 

doing physical activities such as running and playing sports’ (70.4%); ‘I 

frequently feel overwhelmed by my emotions and feelings about the cancer’ 

(70.4%); ‘I worry whether my treatments are working’ (69.9%); ‘I worry about 

how my family will manage if I die’ (67.1%), ‘I frequently have pain’ (67.0%), ‘I 

have difficulty concentrating’ (65.3%). 

The responses of the participants on the individual CARES items were combined 

to calculate the average number of experienced problems per life domain, and 

the average severity with which these concerns or problems affect their QOL 

(Table 7). 

 

 

Table 7. Means, standard deviations, and range for CARES total and summary 
scales  

 

Number of problems experienced 
Mean severity of 

problems 

CARES scales M SD Range 
Max. 

CARESb 
M SD Range 

Physical 11.32 6.28 0-24 26 1.74 0.54 1-3.31 
Psychosociala  17.76 9.04 0-42 36-44 1.62 0.58 1-4.00 
Medical 
interaction 

1.88 2.56 0-10 11 1.33 0.64 1-4.00 

Maritala 4.27 4.56 0-15 0-18 1.52 0.67 1-4.00 
Sexuala 3.7 2.60 0-8 4-8 1.99 0.93 1-4.00 
Miscellaneousa 4.78 4.11 0-21 11-32 1.77 0.71 1-3.92 
CARES Total 43.72 21.14 1-88 93-132 1.70 0.50 1-3.60 

Note: QOL-score range of each item from 0 - 4: 0= “Not at all”, 1= “A little”, 2= “A fair amount”, 3= “Much”, 4= “Very 

Much”, on the question “How much does this apply to you?”. 
Abbreviations: M (mean); SD (standard deviation). 
a Not all items are applicable for every patient. 
b Maximum number of items in the CARES, not all items are applicable for each participants, therefore sometimes a 

range of maximum number of items is given. 
 

 

Care needs 

The percentage of participants that indicates to desire help for the problems 

they experience is limited (Appendix 3.1). For 123 of the 139 problems stated in 

the CARES one or more participants indicate a care need. Only for three of these 

problems, namely ‘I have difficulties doing household chores’, ‘I have difficulty 
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sleeping’, and ‘I worry about whether the cancer is progressing’, more than 10% 

of the study sample desires specific help.  

 

 

DISCUSSION 

This study explored the validity of the Flemish CARES version, resulting in a 

positive evaluation of the instrument.  

The small number of missing answers on CARES’ QOL-items indicates that the 

items were clear to the vast majority of participants, which supports the 

feasibility of the instrument for wider application or use among Flemish cancer 

patients. Participants also reported positive experiences with the content and 

completion time of the CARES. The number of missing answers on the Help-

items of the CARES is relatively higher. The question is raised whether if it is 

relevant to have a help-question for each QOL-item. Possibly circling requires a 

great effort of participants, resulting in a larger number of missing answers, 

while domain specific help-questions could be sufficient to reveal patients 

supportive care needs. The smaller number of missing answers on the 

concurrent needs assessment instruments, may indicate that a simplified help-

questioning could be more feasible. For example the 93-132 help-items could be 

reduced to several life domain specific help-questions presented each time after 

a group of QOL-items. Although this aspect could use some improvement, the 

majority of the participants are in favor of the use of a QOL and needs 

assessment tool like the CARES in clinical practice. 

The CARES provides a total score and five domain specific scores, which all 

demonstrated high reliability. The two subscales with low alpha coefficients 

‘Overprotection by Partner’ (α = .56) and ‘Neglect of care by partner’ (α = .21) 

are scales with only two items. Having fewer items in a scale is known to have a 

lowering effect on the alpha coefficient. These reliability ratings correspond to 

those of the original CARES. 

The results of the PCA confirm the existence of five distinguishable components 

of QOL measured with the Flemish CARES, similar to the physical, medical 

interaction, relational, psychosocial and sexual summary scale of the original 

instrument. However, some subscales have double loadings. PCA should be 

reproduced as soon as a larger research sample is available.  
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Concurrent validity of the CARES and its’ summary scales with several 

instruments was confirmed with moderate to high correlations. This implies that 

the CARES could be used to obtain a comprehensive summary of patients’ 

overall QOL and care needs from their own perspective instead of having to 

combine several other patient reported outcome tools.  

The completion of the CARES by participants resulted in insights on a wide range 

of dimensions of their functioning and well-being, and all problem statements of 

the instrument proved to be relevant. If a shorter tool is desirable for 

implementation in practice, our results show that the CARES-SF is a good 

alternative. 

Limitations of this study should be noted. Rules-of-thumb for the number of 

subjects included in factor analysis vary from four to 10 subjects per item of the 

questionnaire [79]. With 176 participants our research sample is rather limited. 

However, the factor pattern of the original instrument was already known and 

even with our relatively small number of participants the original factor solution 

could be replicated. The CARES was developed for cancer patients in general, 

though the representativeness of our sample could be questioned. To pursue 

representativeness, recruitment was performed in several departments of the 

participating hospitals. This resulted in a heterogeneous sample of 25-60 years 

aged cancer patients, with breast, colorectal, prostate and head-neck cancer as 

most common cancer types. This matches the national statistics [129], and 

characteristics of our group of non-responders. Non-responders seem to have 

undergone less invasive treatment (Table 1). However, there is a lack of further 

information, for example on ‘time since diagnosis’, to make a detailed 

comparison. The selection of  patients aged between 25-60 years to capture the 

adult population of cancer patients, was an inherent limitation as it limited the 

generalizability of results since approximately three-quarters of cancers are 

diagnosed in people aged over 60 years. The utility and validity of the Flemish 

CARES should further be explored in patients aged older than 60 years, before 

the instrument is implemented in clinical practice. 

While this study demonstrates rigor of the Flemish CARES version across key 

psychometric properties, we must acknowledge that other indices were not 

explored, e.g. known groups comparison, predictive validity, responsiveness. 
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Consequently, future studies that focus on these aspects could strengthen the 

evidence of the validity of the Flemish CARES version. 

 

 

CONCLUSIONS 

This study confirms the Flemish CARES version to be a comprehensive and 

feasible QOL and needs assessment instrument with good psychometric 

properties. Consequently, the Flemish CARES can be used in further research to 

assess QOL and care needs. Further translational research studies are needed to 

explore how the use of such a tool can be implemented efficiently in clinical 

practice to contribute to quality patient-centered care.  
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Appendix 3.1 

 
Table A.3.1.  Involvement of professional and non-professional care givers in 
participants’ care context 

Health professionals involved in cancer care  N=159 

 n (%) 

Intramural 
Oncologist 
Other attending physician (gynecologist, gastroenterologist, urologist, 
…) 
Nursing 
Specialized nursing (onco-coach, breast nurse,…) 
Psychologist 
Social worker 
Religious worker 
Dietician 
Physiotherapist 
Lymphedema therapist 
Other 

 
142 
128 
135 
92 
47 
42 
3 
41 
53 
14 
4 

 
89.3 
80.5 
84.9 
57.9 
29.6 
26.4 
1.9 
25.8 
33.3 
8.8 
2.5 

Extramural 
General practitioner 
Home nursing 
Physiotherapist 
Lymphedema therapist 
Dietician 
Pharmacist 
Primary care psychologist 
Center for general wellbeing and mental health support 
Health insurance 
Social services 
Self-support groups or peer groups 
Non-professional support services for cancer patients free of payment 
Other 

 
138 
73 
42 
4 
2 

102 
4 
1 
82 
10 
1 
6 
6 

 
86.8 
45.9 
26.4 
2.5 
1.3 
64.2 
2.5 
0.6 
51.6 
6.3 
0.6 
3.8 
3.0 

 
 

Appendix 3.2 

Table A3.2.1.  Reliability Ratings CARES-SF 

 Internal 

Consistency 

Test-Retest Correlation 

 α r * 

Global CARES and Scales   

PHYSICAL .83 .89 

MEDICAL INTERACTION .72 .70 

MARITAL .74 .80 

PSYCHOSOCIAL .92 .90 

SEXUAL .85 .85 

* all r significant at 0.01 level (2-tailed),  a research sample N=176, b test-retest sample n=158; 
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Table A3.2.2. Correlations of CARES-SF Total and Summary scores with 

Concurrent Validity Instruments 

Convergent Validity 
Measures 

CARES-SF 
Total 

Physical Psychosocial Marital Sexual 

KPS -.54* -.69* 
   

HADS-A .66*  .73*   

HADS-D .67*  .63*   

SSL-I .09  .06   

SSL-D .36*  .42*   

MMQ-M .24*   .54*  

MMQ-S .53*    .61* 

EORTC-QOL-C30 GH -.58*     

EORTC-QPM-C30 QOL -.54*     

DT .63     

* all r significant at 0.01 level (2-tailed) 

 
 

Table A3.2.3 Intercorrelations of CARE-SF Total and Summary Scales 

 CARES-SF 

Total Physical Medical Marital Psychosocial 

Physical .78*     

Medical 
Interaction 

.47* .32*    

Marital .60* .33* .35*   

Psychosocial .67* .55* .46* .51*  

Sexual .74* .49* .28* .51* .63* 

* all r significant at 0.01 level (2-tailed) 

 

 

Appendix 3.3 
 

Table A3.3. Percentage of participants with a certain problem rating and desire 

for help (N=176). 

 Problem severity (%a) Desire for 
help (%a) 

CARES items 0 1 2 3 4 Yes No 
1. Diff. bend or lift 43.8 34.7 11.4 5.7 4.0 9.1 81.8 
2. Diff. walk/move around 49.4 33.0 9.1 6.3 1.1 5.1 85.2 

3. Diff. do physical activ. 27.3 31.3 17.0 10.2 11.9 7.4 77.8 

4. Reduction in energy 11.9 25.0 22.7 17.6 21.6 9.1 75.0 

5. Diff. driving 67.0 21.0 4.5 1.1 3.4 6.3 84.7 

6. Diff. household chores 40.3 30.7 13.6 8.0 5.1 18.2 69.9 

7. Diff. bathe. brush. groom 73.3 19.3 3.4 2.3 0.6 6.3 87.5 

8. Diff. prepare meals 64.8 25.0 5.7 2.3 0.6 9.1 84.7 
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9. No interest recreat. activ. 43.8 29.0 15.9 8.0 2.8 2.8 83.0 

10. Not engage recreat. activ. 34.7 26.1 17.6 11.4 9.1 2.3 81.8 

11. Not enough enjoyable activ. 54.0 28.4 10.2 4.5 1.1 4.0 82.4 

12. Diff. planning active. 35.2 33.0 19.3 7.4 4.0 5.1 79.0 

13. Cannot gain weight 61.4 21.6 9.1 2.8 2.8 4.5 85.8 

14. Continue to lose weight 88.1 7.4 0.6 1.7 1.1 2.3 94.9 

15. Food unappealing 68.8 14.8 10.2 2.3 3.4 2.8 88.1 

16. Food tastes bad 68.2 14.2 9.1 2.3 5.7 2.8 89.2 

17. Diff. swallowing 77.8 13.1 1.7 2.8 2.8 2.8 89.8 

18. Cancer prevents working c 19.9 9.7 10.2 4.0 18.8 5.1 44.9 
19. Cancer interferes work 24.4 15.9 19.3 14.2 23.9 8.0 73.9 

20. Frequently has pain 32.4 39.2 16.5 8.5 2.8 6.3 77.8 

21. Chronic pain scars/surgery 61.4 23.3 9.1 3.4 1.1 2.8 88.6 

22. Pain not controlled medication 80.1 10.8 4.5 1.1 1.7 2.3 91.5 

23. Pain controlled medication 55.7 20.5 15.9 4.0 2.8 2.3 85.8 

24. Clothes not look good 70.5 15.9 6.3 2.3 4.5 1.7 90.3 

25. Clothes not fit 65.9 19.3 6.3 3.4 4 2.8 88.6 

26. Diff. find clothes 76.1 14.2 2.3 2.8 3.4 0.6 93.8 

27. Medical team withholds info 92.0 4.0 1.7 0.6 0.6 1.1 96.6 
28. Doctors don’t explain what do 84.1 11.9 1.1 1.1 1.1 2.3 94.9 

29. Nurses don’t explain what do 90.9 5.7 1.1 1.1 0.6 0.6 96.0 

30. Diff. ask doctors questions 79.5 13.1 4.0 1.1 1.7 2.8 93.8 

31. Diff. ask nurses questions 83.0 11.9 2.3 1.1 1.1 2.3 93.2 

32. Diff. express feelings doctor/nurses 65.3 23.9 6.3 2.8 1.1 3.4 89.2 

33. Diff. tell doctor new symptoms 83.5 11.4 2.8 0.6 0.6 1.7 94.9 

34. Diff. understand doctor about cancer 79.5 16.5 2.3 1.1 0 3.4 92.0 

35. Diff. understand nurses about cancer 88.1 9.7 1.1 0.6 0 1.7 94.9 

36. Wants more control over doctor 75.6 14.2 6.3 2.3 1.1 3.4 89.8 

37. Wants more control over nurses 83.0 12.5 3.4 0 0.6 2.3 92.0 
38. Embarrassed to show body 53.4 25.6 8.0 6.8 5.7 5.1 87.5 

39. Uncomfor. show scars 53.4 21.6 10.2 7.4 5.1 4.0 86.4 

40. Uncomfor. with body changes 34.7 22.7 22.2 10.8 8.0 7.4 79.5 

41. Frequently anxious 40.9 34.7 11.4 6.8 5.1 8.5 81.3 

42. Frequently depressed 36.9 43.2 10.8 5.7 2.8 9.1 77.8 

43. Frequently angry 48.9 31.8 11.4 4.5 2.8 5.7 84.7 

44. Frequently upset 47.7 36.4 8.0 5.7 1.7 5.1 84.1 

45. Frequently overwhelmed by cancer 29.0 42.0 16.5 7.4 4.5 6.8 77.8 

46. Diff. sleep 35.8 25.6 16.5 11.9 9.1 10.8 72.7 
47. Diff. concentrating 33.5 27.8 21.0 8.5 8.0 8.0 76.1 

48. Diff. remembering 35.2 33.0 19.3 6.3 5.7 4.5 83.0 

49. Diff. thinking clearly 49.4 27.8 10.8 7.4 3.4 4.5 83.0 

50. Diff. tell frnd/rel. to come less often 76.1 14.2 5.1 2.3 1.7 2.8 90.9 

51. Diff. tell frnd/rel. to leave when not  

      feeling well 

62.5 23.3 8.0 3.4 2.3 2.8 88.1 

52. Diff. ask frnd/rel. to do fun things 71.6 15.9 9.1 2.3 0.6 2.8 90.9 

53. Don’t know what to say to frnd/rel. 84.1 10.8 2.8 1.1 0.6 1.1 93.2 

54. Diff. ask frnd/rel. help 46.0 27.3 16.5 8.0 1.7 5.1 80.7 

55. Diff. tell frnd/rel. about cancer 80.7 12.5 4.0 1.1 1.1 1.1 92.0 
56. Diff. ask frnd/rel. to come more 80.7 13.1 1.7 1.7 1.7 1.1 91.5 

57. Frnd/rel. say look well when not 61.9 26.7 6.3 2.8 1.1 1.1 89.2 

58. Frnd/rel. withhold information 94.9 3.4 1.1 0.0 0.0 0.6 96.6 

59. Frnd/rel. avoid talk cancer 73.9 17.6 5.7 2.3 0.0 0.0 94.3 

60. Frnd/rel. do not visit enough 78.4 14.8 4.0 2.3 0.0 0.0 92.6 

61. Frnd/rel. do not call enough 77.3 15.9 4.0 2.3 0.0 0.0 92.0 

62. Frn/rel. uncomfor. visiting 76.7 15.9 2.3 2.8 1.7 0.0 92.6 

63. Frnd/rel. diff. talk about cancer 68.8 23.3 4.5 2.3 0.6 0.6 92.8 

64. Uncomfor. see patients get treat. 54.5 29.5 9.1 3.4 2.8 2.8 83.5 
65. Nervous going to hospital 40.9 32.4 14.8 6.8 4.5 4.5 77.8 

66. Nervous wait to see doctor 40.3 33.0 14.2 5.1 6.3 6.3 76.7 

67. Nervous wait for test results 23.3 40.9 12.5 11.9 10.8 5.7 74.4 

68. Nervous have diagnostic tests 50.0 25.6 9.1 8.0 6.8 4.5 81.3 

69. Nervous get blood drawn 39.2 34.1 14.2 4.5 7.4 3.4 81.3 

70. Worry whether treatments work 29.5 36.4 11.9 11.4 10.2 5.7 76.1 

71. Worry whether cancer progress 10.2 43.8 21.0 11.4 11.9 10.2 65.9 

72. Worry not able to care for self 46.0 27.3 11.9 9.1 4.5 8.0 76.1 

73. Worry how family will manage 30.7 27.3 11.4 11.9 16.5 8.0 75.6 
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74. Doesn’t feel sex. attractive 35.2 27.3 14.8 12.5 8.5 4.5 79.0 

75. Thinks not sexually attractive to  
      partner(s) 

55.7 20.5 9.1 6.3 2.8 4.0 84.7 

76. Not interested in having sex 34.7 23.3 11.9 14.2 12.5 5.7 75.0 

77. Doesn’t think partner(s) interested in  

      sex 

61.4 17.0 6.8 4.5 3.4 1.1 87.5 

78. Doesn’t show for MD appointments 98.3 0.6 0.6 0.0 0.0 0.0 99.4 

79. Doesn’t show for treatments 98.3 0.6 0.0 0.0 0.0 0.0 99.4 

80. Doesn’t take medication c 63.6 2.8 0.0 0.6 0.0 0.0 65.3 

81. Doesn’t follow MD’s instructions 90.9 8.5 0.0 0.0 0.0 0.0 97.2 

82. Financial problems 75.6 12.5 3.4 4.5 3.4 6.3 86.4 

83. Insurance problems 89.9 6.3 1.1 1.1 0.6 2.8 92.6 
84. Diff. with transport 88.1 8.5 2.3 0.0 0.6 2.8 93.8 

85. Gain too much weight 56.3 25.0 8.0 4.5 5.7 8.5 81.8 

86. Diagnostic procedures are painfull 57.4 26.7 8.5 2.8 2.8 4.0 80.7 

87. Fequent diarrhea 69.3 18.2 6.8 2.8 2.3 2.3 88.1 

88. Poor bladder control 73.3 21.6 2.3 1.1 1.1 3.4 89.2 

89. Diff. care for child/grandchild b 58.0 14.8 5.7 2.3 0.6 2.8 90.9 

90. Diff help children cope b 61.4 15.9 2.3 1.7 0.0 1.7 90.3 

91. Diff. help children talk about illness b 62.5 13.1 4.0 1.1 0.6 2.3 90.3 

92. Diff. talk boss about cancer b 23.9 4.0 2.8 0.6 0.6 0.0 96.6 
93. Diff. talk people at work b 23.9 4.5 2.8 0.0 0.6 0.0 96.6 

94. Diff. tell employer cannot do work b 20.5 7.4 2.8 0.6 0.6 0.0 95.5 

95. Diff. ask time off for treatments b 24.4 2.8 3.4 0.6 0.6 0.0 96.6 

96. Worried about being fired b 25.0 2.3 1.7 2.3 0.6 0.0 96.0 

97. Diff. finding new job b 0.6 0.0 0.0 0.6 0.0 0.0 98.3 

98. Employers less inclined to hire  

      Employees with cancer history. b 

0.6 0.0 0.6 0.0 0.0 0.0 98.3 

99. Frequency of sex decreased b 18.2 20.5 8.0 9.7 11.4 3.4 83.5 

100. Diff. become sexually aroused b 24.4 17.0 8.0 10.8 7.4 4.0 81.8 

101. Diff. with erection (♂) / Diff.  

        lubrication (♀)b 

22.2 13.6 10.2 8.0 12.5 4.5 83.0 

102. Diff. reach orgasm b 27.8 14.2 8.5 8.5 6.8 2.3 85.2 
103. Diff. talk feelings b 51.1 22.7 8.0 3.4 1.1 5.1 86.4 

104. Diff. talk fears b 48.3 22.7 9.7 3.4 1.1 5.1 85.8 

105. Diff. talk happen after death b 40.9 22.2 8.5 8.5 4.0 4.0 84.1 

106. Diff. talk future b 51.7 19.9 4.5 6.3 2.8 3.4 87.5 

107. Diff. talk cancer b 51.1 18.8 9.1 3.4 2.3 4.0 84.7 

108. Diff. talk wills/financial matters b 56.8 13.1 8.0 3.4 2.3 4.5 85.8 

109. Doesn’t feel like embrace. etc. b 66.5 6.3 5.1 3.4 4.0 1.7 92.0 

110. Partner no feel like embrace. etc. b 73.9 6.8 1.1 2.8 1.1 0.0 95.5 

111. No interest in touch partner b 65.3 11.9 5.1 2.8 1.1 2.3 90.9 
112. Partner no interest in touch b 73.3 7.4 1.7 2.3 1.7 1.7 93.8 

113. Not get along as well usual b 65.3 13.6 3.4 2.3 0.6 1.1 93.8 

114. Upset with other more often b 64.2 14.8 4.0 2.8 0.6 0.6 95.5 

115. So much time together. on nerves b 71.6 7.4 5.7 1.1 0.6 1.7 95.5 

116. More distant then usual b 68.8 11.9 4.0 1.1 0.6 1.1 94.3 

117. Partner not let do activ. capable of b 66.5 11.4 4.0 1.7 2.3 0.6 94.3 

118. Partner provides too much care b 59.7 15.3 6.8 2.8 1.7 2.3 89.2 

119. Partner takes too little care b 80.1 3.4 1.1 0.6 1.1 1.1 97.2 

120. Diff. ask partner to take care b 58.5 18.8 5.1 1.1 1.7 1.7 92.0 

121. Diff. initiating dates b 5.7 2.8 2.8 1.1 0.0 1.1 97.2 
122. Diff. to meet dates b 5.7 2.8 2.8 1.1 0.0 1.1 97.2 

123. Afraid going to places where I met  

        dates b 

7.4 3.4 1.1 0.6 0.0 0.6 97.7 

124. Diff. tell date about cancer b 4.5 4.0 1.7 1.7 0.6 1.1 97.2 

125. Afraid to initiate sexual relation b 5.1 2.3 0.6 2.3 2.3 1.1 97.2 

126. Nervous get chemo b 12.5 14.2 5.7 1.7 2.8 2.3 90.9 

127. Nauseated during/before chemo b 15.9 13.1 2.8 2.8 2.8 4.5 88.6 

128. Vomit during/before chemo b 27.8 6.8 0.0 1.7 0.6 1.7 93.8 

129. Sick when think about chemo b 19.3 9.7 1.7 4.5 1.7 1.7 93.2 
130. Nauseated after chemo b 11.4 14.2 5.1 2.3 4.5 4.0 89.2 

131. Vomit after chemo b 25.6 6.3 0.6 2.3 1.7 2.3 93.2 

132. Tired after chemo b 6.3 4.5 7.4 9.1 9.1 6.3 85.8 

133. Other side effect chemo b 13.6 6.8 4.0 6.3 6.3 5.1 88.1 

134. Lost hair/grow slow from chemo b 15.3 1.1 2.8 1.1 15.9 4.0 90.9 
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135. Fatigued after radiotherapy b 13.1 13.1 11.9 8.0 2.3 3.4 86.4 

136. Nervous to get radiotherapy b 35.2 9.7 2.3 1.7 0.6 1.1 93.2 

137. Nauseous/vomit after radiotherapy b 44.3 3.4 0.6 0.6 0.0 0.6 97.2 

138. Problems ostomy care/maintenance b 1.1 1.1 0.0 0.0 0.0 0.6 99.4 

139. Diff. with prosthesis b 8.5 1.7 2.3 0.6 1.1 1.1 97.2 

Note: QOL-score range of each item from 0 - 4: 0= Not at all. 1= A little. 2= A fair amount. 3= Much. 4= Very Much. on 

the question ‘Does this apply to you?’.  Need for help-score is retrieved by the indication ‘Yes’ or ‘No’ on the question ‘Do 

you want help?’. 
a Percentages do not count up to 100% due to missing values for some participants. 
b Item not applicable to each patient. c Percentages for items 18 and 80 are not clinically relevant. as there were a 

significant number of missing values for those items due to an error in the first questionnaire response (55.7%). 
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ABSTRACT  

 

RATIONALE, AIMS AND OBJECTIVES  The systematic assessment of 

cancer patients well-being and care needs is internationally recommended to 

optimize comprehensive cancer care. The Cancer Rehabilitation Evaluation 

System (CARES) is a psychometrically robust quality of life and needs 

assessment tool of US origin, developed in the early ‘90s. This article describes 

Belgian patients’ view on the content validity and feasibility of the CARES for use 

in current cancer care. 

METHOD  Participants were cancer patients recruited through media. Data 

were gathered in four focus groups (n=26). The focus group discussions were 

facilitated with key questions. A moderator and an observer conducted and 

followed the discussion. The audio file was transcribed verbatim and afterwards 

analyzed thematically.  

RESULTS  Participants experience concerns and needs in a wide range of life 

domains: physical, emotional, cognitive, social, relational, sexual, financial, 

work-related and in the interaction with care professionals. According to 

participants, the items of the CARES are all relevant to capture the possible life 

disruption that cancer patients and survivors experience. One important theme 

is missing in the CARES, namely the well-being of loved ones. The completion 

time of the CARES was judged to be feasible, and according to participants only 

a few items need a reformulation .  

CONCLUSION  In general, the results of this study support the content 

validity and feasibility of the CARES. However, little adjustments in formulation 

and a few extra items are needed. The instrument can be used to obtain a 

comprehensive assessment of cancer patients’ overall well-being and care needs 

to take dedicated action in care.  

 

KEYWORDS: cancer, quality of life, care needs, assessment, patient-

centeredness. 
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INTRODUCTION 

Cancer is a disease with a huge impact, going far beyond the threat of physical 

health. Patients and survivors often struggle with multifactorial consequences of 

physical, psychological (cognitive, emotional), and social nature [23, 115, 130]. 

Since scientific evolutions increased survival in the cancer patient population, 

attention for quality of life (QOL) in cancer care became more and more 

important. Along with other vital signs (temperature, blood pressure, pulse, 

respiratory rate and pain), distress or psychosocial well-being is considered the 

‘sixth vital sign’ that deserves follow-up in cancer care [47, 48, 49].  

Most patients do not disclose their psychological problems spontaneously, they 

rather frequently wait on the initiative of their doctor to discuss psychosocial 

topics [25]. The majority of specialists working in medical oncology acknowledge 

the need to detect psychosocial distress. Though, clinicians are not always 

accurate in identifying patients who are significantly distressed and often 

underestimate emotional matters in patients [24]. A mutual expectation of 

doctors and patients that the other will introduce the topic often leaves 

psychosocial concerns undiscussed [25]. Care providers should ensure to 

minimize barriers for patients to disclose emotional issues [24]. The use of a 

screening or assessment instrument prevents doctors from having to ask 

questions that they may feel are intrusive to the patient. Therefore, for example 

in Europe, Australia and the United States, guidelines were developed to 

systematically screen for levels of psychosocial distress and care needs of cancer 

patients [38, 40, 42, 43, 44, 131, 132]. In Belgium there are no such guidelines, 

and psychosocial screening is not standardly applied in cancer care. A limitation 

in Belgian research and practice is the absence of a validated comprehensive 

assessment instrument to identify psychosocial concerns and care needs of 

cancer patients. However, multi-domain screening can facilitate the dialogue 

between patients and clinicians and help detect distress [46, 133]. A subsequent 

in-depth assessment of distressed individuals could determine which unmet 

needs have contributed to distress and give insights for triage and referral to 

different levels of intervention appropriate to each patient.  In this way, a 

stepped care approach supported by the use of screening or assessment results 

would contribute to the organization of a more patient-centered and cost-

efficient care. 
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In several systematic reviews [46, 134, 135], the psychometric qualities of 

needs assessment tools were compared, mainly resulting in a positive evaluation 

of the Cancer Rehabilitation Evaluation System (CARES), and the Supportive 

Care Needs Survey (SCNS). Since the researchers believe that the CARES 

assesses ‘health’ care needs with the greatest depth in terms of biopsychosocial 

content, this instrument was chosen for further use. The CARES is a QOL and 

needs assessment instrument, developed in the nineties to provide an efficient 

way of gathering specific information about the day-to-day problems and 

rehabilitation needs of cancer patients.  In the past this instrument was 

successfully used for research and clinical purposes [85, 136, 137, 138, 139]. 

Unfortunately, the widespread use of the CARES was limited by a copyright and 

user fee imposed by the developers. Since the user fee was abolished in 

November 2012 the instrument gained further visibility in research [140, 141, 

142, 143].  

The time perspective, culture and language are important for the ecological 

dimension and validity of an instrument. A correct adaptation for a different 

language and culture requires a broader design that takes into account linguistic 

as well as technical and conceptual aspects in measuring health status [122]. 

Since the CARES was not frequently used in recent years, the validity in current 

patient populations is still uncertain. To resolve this issue, new validation 

research had to be undertaken. Two studies were conducted to examine the 

validity of the CARES for the Belgian population: a quantitative study on the 

translation and validation of the Belgian CARES was conducted to examine the 

psychometric robustness of the instrument in terms of reliability, construct 

validity and concurrent validity [125, 144], and the qualitative study that is 

described in this article. 

The aim of this qualitative study is to involve the target population, namely 

Belgian cancer patients, in answering the following questions: ‘Is the content of 

the CARES relevant and complete enough to have the potential to capture the 

QOL and supportive care needs of Belgian patients?’ and ‘Is the CARES an 

acceptable and feasible instrument for these patients?’  
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METHODS AND MATERIALS 

The method of focus group (FG) discussions was used to deepen our 

understanding of participants’ experiences and the meaning they attribute to 

such experiences. The diversity of participants in the group ensured that the 

insights on the discussion topic were obtained from different angles and 

perspectives, and not merely based on individual opinions. This is important for 

this study since it needed to explore the degree to which the content of the 

CARES allowed to capture the QOL and supportive care needs of Belgian patients 

in general. Each participant was encouraged to actively participate in the 

discussion. 

 

Participants and setting 

Participants were adult cancer patients recruited through a call in the local 

newspaper and on the radio in May 2014. There were no restrictions on type and 

time of cancer diagnosis, gender and age (‘adult’ was defined as 18 years and 

older). Patients were excluded when they lacked proficiency in Dutch as this 

would hamper their participation in the FG discussions. The FG took place in the 

course of the summer of 2014 in ‘Huis Erika Thijs’, an open and well accessible 

house in Hasselt, Belgium, which offers various non-professional support to 

cancer patients, survivors and their relatives.  

 

The QOL and needs assessment tool 

The original CARES contains 139 items (min. 93 and max. 132 applicable per 

person). Patients can rate each item, formulated as problem statement, on a 5-

point ordinal scale with zero representing “not at all” (no problem) and four 

representing “very much” (severe problem). Additionally, patients are asked to 

indicate for which problems they would want help, ticking ‘yes’ or ‘no’ to the 

question ‘Do you want help?’. The items of the CARES can be placed under 31 

subscales, and subsequently taken together in six summary scales as shown in 

Table 1.  
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Table 1.  Life domains covered by CARES summary scales and subscales 

CARES Summary scales (n 
items) 

CARES Subscales  

Physical (26) Ambulation  
Activities of daily living 
Recreational activities 
Weight loss 
Difficulty working 
Pain 
Clothing 

Medical Interaction (11) Problems obtaining info from medical team 
Difficulty communicating with medical team 
Control of medical team 

Maritala (18) Communication with partner 
Affection with partner 
Interaction with partner 
Overprotection by partner 
Neglect of care by partner 

Psychosocial (44) Body image 
Psychological distress 
Cognitive problems 
Difficulty communicating with friends/relatives 
Friends/relatives difficulty interacting 
Anxiety in medical situations 
Worry 

Interaction with childrena 
At work concernsa 

Sexual (8) Sex interest 
Sexual dysfunctiona 

Miscellaneous (32) Compliance 
Economic barriers 
Datinga 
Chemotherapy-related problemsa 
Radiation-related problemsa 
Ostomya 
Prosthesisa 
Miscellaneous itemsa 

a Items do not apply to all patients. 

 

 

Procedure 

Interested patients were contacted and the date of their participation was 

registered. One week before FG took place, participants were sent an envelope 

containing an information letter, an informed consent form, and a short 

questionnaire on socio-demographics, type of cancer and treatment. They were 

asked to fill in these documents and bring them to the FG. All participants 

provided informed consent before taking part in this validation study, which was 
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approved by the local medical ethics committee. A copy of the CARES was also 

included in the preparatory documentation for the participants, so that they 

could get acquainted with the assessment tool and bring it to the FG. The 

moderator (BS) and an observer (WE or EVH) conducted and followed the FG 

discussion while it was audiotaped with prior consent. The group discussion was 

facilitated with several key questions (Table 2). Each FG lasted about 120 

minutes.  

 

 

Table 2. Interview guide for the focus group 

 

Opening  
question 

1. Can you please introduce yourself shortly and share with the group 
what your motivation was to participate in this study? 

 
Introductory  
questions 

2. Were you ever asked in care to fill in a questionnaire regarding your 
well-being? Which professional asked you this and with what purpose? 
 

Transition and 
key questions 

The CARES is an assessment tool developed to explore the well-being 
and care needs of people confronted with cancer. There are several 
aspects of well-being discussed, that we have listed for you. 

3. If one wants to explore the well-being of cancer patients, which 
topics are according to you the most relevant/important? Are they 
included in the CARES? Which topics are less important?  

4. Are there topics not mentioned in the CARES that are important 
when one wants to explore cancer patients’ well-being? Which? 

5. How did you experience the wording of the CARES-items?  

6. If such an assessment tool or questionnaire would be integrated as 
a standard part in care, what would be the value of this?* 

7. If you look back at the cancer care you have experienced until now, 
did a caregiver notice the concerns and care needs you experienced? * 

8. How did they detect these? / How could they have detected these? * 

9. What is the best way to introduce support in response to detected 
needs? * 
 

Ending 
question 

Our goal was to get a clear perspective on the topics cancer patients 
consider important to be followed up in care and the properties an 
instrument should meet in order to serve this goal. Specifically, we 
have asked you to evaluate the content and acceptability of the CARES 
as an assessment tool. (+ summary of what is been said during the 
focus group discussion) 

10. Is there something I have overlooked or something that still has to 
be discussed? 

* These questions go beyond the scope of the present paper and most data resulting from these are not discussed in 
depth in the present paper. 
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Data analysis 

The digital audio files of the focus groups were transcribed verbatim (BS) and 

analyzed using thematic content analysis [145, 146, 147]. FG were organized 

until data saturation was reached. Through repeated reading of transcriptions, 

initial codes were noted by two independent readers (BS and EVH). 

Subsequently the codes were organized into meaningful groups and combined in 

overarching themes. After reviewing the subdivision of themes, categories and 

codes were given to two naïve readers (JH and PV) to revise for semantic 

correctness. The resulting ‘thematic map’ was used to code all FG data.  

 

 

RESULTS 

Participants 

Twenty-six cancer patients participated in four FG discussions (with seven, six, 

six and seven participants, respectively). The mean age was 56.2 years (range 

28-78). Counts and percentages of further socio-demographic and medical 

characteristics are displayed in Table 3.  
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Table 3. Participants’ socio-demographic and medical characteristics (N=26) 

Socio-demographic 
characteristics 

n % Medical characteristics n % 

Gender 
    Men 
    Woman 
Relational status a 

Single 
In a relationship: living with 
partner/married 
In a relationship: not living with 
partner/married 
Widowed 

Children a 
No 
Yes  

Level of education a 
Elementary school 
High school 
Graduate school 
University 

Employment a 
Employed 
Work interruption/on sick leave 
Unemployed 

Disabled 
Housewife/houseman 
Retired  

Monthly household income a 
< € 1500 
€ 1500- € 3000 
> € 3000 

 
4 
22 
 
2 
22 
 
- 
 
1 
 
3 
22 
 
1 
9 
13 
1 
 
7 
2 
1 

6 
- 
8 
 
4 
15 
4 

 
15.4 
84.6 

 
7.7 
80.8 

 
- 
 

3.8 
 

11.5 
80.8 

 
3.8 
24.6 
50.0 
3.8 

 
26.9 
7.7 
3.8 

23.1 
- 

30.8 
 

15.4 
57.7 
15.4 

Cancer diagnosis b 
Breast 
Colorectal 
Lung 
Ovarian 
Non-Hodgkin Lymphoma 
Hodgkin Lymphoma 
Brain 
Prostate 
Thyroid 
Maligne melanoma 
Pancreas 
Liver 
Uterine body 
Other 

Treatment c 
Surgery 
Chemotherapy 
Radiotherapy 
Hormonal therapy 
Immune therapy 
Bone marrow 

transplantation 
Phase of care trajectory 

Active treatment phase 
Phase when active 
treatment is completed 
Follow-up phase 

 
11 
4 
1 
1 
2 
2 
1 
1 
1 
1 
1 
1 
1 
1 
 

17 
15 
12 
7 
1 
1 

 
 
6 
1 
 

18 

 
42.3 
15.4 
3.8 
3.8 
7.7 
7.7 
3.8 
3.8 
3.8 
3.8 
3.08 
3.8 
3.8 
3.8 

 
65.4 
57.7 
46.2 
26.9 
3.8 
3.8 

 
 

23.1 
3.8 

 
69.2 

a Not all characteristics count up to 100% due to missing answers of some participants, b Cancer diagnosis in total counts 

up to more than 100%, because several participants got diagnosed with more than one type of cancer in the course of 
time, c Treatment types  in total counts up to more than 100%, because most participants got treated with  a 

combination of treatment types. 

 

 

Qualitative analysis results 

The FG resulted in a large data corpus. All themes are shown in Appendix 4.1. 

However, only the data set relevant to content validity and feasibility of the 

CARES will be described in this article.  

Three themes divided in subthemes are discussed below. The first, ‘Cancer and 

treatment related consequences’, contains the subthemes ‘complaints and 

symptoms’, ‘financial impact’, ‘work-related impact’ and ‘well-being loved ones’. 

The second theme is ‘Interaction with care professionals’. The third theme, 

‘Assessment of psychosocial well-being and care needs’, is divided in the 

subthemes ‘experiences with patient-reported outcome measures in care’, 
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‘content CARES’ and ‘feasibility CARES’. For each theme a few example quotes 

are presented in Table 4. More quotes can be found in Appendix 4.2.  

 

THEME Cancer and treatment related consequences 

Complaints and symptoms  

Cancer patients mentioned experiencing different kinds of physical consequences 

of cancer treatment. A common complaint is the lack of energy making it 

difficult for people to regain their former level of activity. Some patients 

experience limitations due to pain in the muscles or joints, loss of taste, or 

deterioration of the skeleton. Temporary or permanent loss of fertility is a 

frequent concern for female patients since it can change their future family 

perspectives. 

Participants experience psychological consequences in terms of changes in 

cognitive functioning, emotions and personality. Memory problems are often 

named, as well as feelings of fear, sorrow, loneliness, anger, shame, guilt, 

insecurity, etc. Before they recognized these emotions patients were often 

overwhelmed and not aware of their perception of the situation. For some, the 

experience was so heavy and hopeless that thoughts about the desire to be 

dead came to their mind. 

Social life changes occurred, either because the patient was pushing others 

away or because their context became avoidant. Likewise, the opposite was 

experienced if the context of the patient responded supportively and involved 

itself: relationships became closer and new friendships arose.   

Patients marital and sexual life is put to the test. The patient and their partner 

sometimes cope with the situation differently leading to relational tension. 

Damaged as well as strengthened relationships are experienced. Likewise, 

physical and emotional aspects can induce a discrepancy in sexual needs. 

Amputations, scarves, baldness and weight gain affect people’s body image and 

sometimes influences their sense of masculinity or femininity. 
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Table 4. Themes from thematic data analysis and example quotes 

THEME: CANCER AND TREATMENT RELATED CONSEQUENCES 

COMPLAINTS AND SYMPTOMS  
Physical 

I have noticed that the problems are quite the same for everyone, in general I mean. Like being tired, the lack of 
energy…regardless whether you have breast cancer or any another type (FG-07). 

Psychological 
Sometimes I am so forgetful…at those moments, I think ‘am I developing Alzheimer’s or what?!’  (FG-09) 

I'm not easily scared, but in the waiting room, in the hospital department… there I get scared (FG-20) 

I experience everything more intensely and view it positively. If I experience something with my children I always 
think, 'yesss that I have had already’, not ‘maybe I will not live to see that again' (FG-12). 

Social 
When I was sick, I could not breathe ... so many people came to visit me!  This went on for weeks and weeks... 
and after that no one came any more (FG-05). 

Marital/Sexual 
… my husband was really struggling with the situation and yes ... his way of coping was actually quite annoying 
(FG-11) 

I had a good sexual relationship with my wife, and from one day to the other it was done.  I started with the 
treatment with Zoadex…. It suppresses the production of testosterone. And of course that effect on testosterone 
... for a man ... that was chemical castration! (FG-15). 

FINANCIAL IMPACT 
We had bought our house on the basis of two full-time incomes, of which one failed because of my illness. But 
my loan will not decrease. It remains the same, the banks want their money (FG-06). 

WORK RELATED IMPACT 
I’ve heard …as soon as my sick leave ends, I’m getting fired (FG-09). 
I am independent, I cannot stop working, so I've just been working…but in in a limited way (FG-02). 

WELLBEING LOVED ONES 
My mom stayed at home to care for me. Their whole life changes and you already feel guilty and bad and then 
you also see them suffering from the situation (FG-10). 

We get a lot of attention like ‘how are you?’, but the fear of the partner …who possibly ends up alone… there is 
almost no one thinking about how they are doing (FG-14). 

THEME: INTERACTION WITH CARE PROFESSIONALS 

If they would have had attention for my deepest fear at the time I was sick to death of my chemo…the fear that 
said ‘What if something goes wrong with me, what with my two sons?’…I think I would have been a lot more 
resilient to cope with the chemo (FG-26). 

… the nursing staff were guardian angels for me. I had a lot of questions. They answered me and if there was 
something they didn’t know, then the doctor came up with an answer. So I felt 'there is something happening 
here' (FG-13). 

I have the experience that few doctors or specialists can identify with the psyche ... I think they are good 
technical people for surgery, but there are few who can empathize with the psyche of the patient (FG-17). 

THEME: ASSESSMENT OF PSYCHOSOCIAL WELL-BEING AND CARE NEEDS 

EXPERIENCES WITH PATIENT-REPORTED OUTCOME MEASURES IN CARE 
Not from the hospital, but from the health insurance…a questionnaire on self-reliance…really ridiculous 
questions they ask you, like ‘do you have a handrail on the toilet?  They use these to score…to decide if you are 
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disabled or not (FG-13). 

The hospital sent me a questionnaire like that (like the CARES)… I experienced it as something positive that they 
are interested in your well-being. That there is follow-up of your situation even if you’re not in the hospital 
anymore… I did me well (FG-25). 

POTENTIAL ROLE OF PSYCHOSOCIAL SCREENING  
Then you know ‘what I feel is completely normal’…sometimes you feel abnormal, but if you know that there are 
other people that are feeling that way…and it is a topic in follow-up…you would feel a lot better already (FG-
11). 

Aaaaah yes, I admit I answered some questions I would never talk about with my oncologist... or even with my 
general practitioner. And yet I'd like to get help for those things, but I don’t dare to bring it up myself (FG-06). 

APPLICABILITY OF PSYCHOSOCIAL SCREENING 
When I started with chemo I wasn’t sick and I thought “well I’m doing good, everything is going perfect”… but 
after that first week I felt completely different (FG-06). 

CARES 
Content CARES 

Everything is important, it depends on your own situation what is most. I can imagine that other aspects for 
some people are less important. I wouldn’t let any topic out of the questionnaire (FG-21). 

I think it certainly is important that there is attention for all those who are around you, how are they doing at 
that stage ... My partner, my children and so ... they also suffered a lot (FG-01). 

Feasibility CARES 
I think…if it would be possible to shorten it…everything must be addressed, but not too extensive (FG-12). 

 

 

Financial impact  

The confrontation with cancer was also said to increase the health expenditure 

and induce huge financial burden on those not properly insured. Even with good 

insurance, the loss of income requires adequate spending and sometimes a 

change of life style. Even years after being cured from cancer, one can 

experience problems with financial benefits like the application for a mortgage, 

insurances, scholarships, reimbursements, etc. 

 

Work-related impact 

Patients working as independent entrepreneurs mentioned that they often have 

difficulties to stop working during treatment because of the risk to lose clients 

and income, and they therefore cannot stay at home to focus on treatment and 

recovery. For patients on sick leave, a part of their social context is missing 

because there is no more  daily contact with colleagues. Once returned to work 

there is sometimes little understanding for the altered ability to work and the 

risk to be fired arises. 
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Well-being loved ones 

Most participants talked about the impact their disease experience had on their 

loved ones. Partners, children and parents had to change their lives to take care 

of the patient, manage the household on their own, deal with the fact that their 

loved one was sick and possibly incurable. Some participants notice feelings of 

fear, anger or sorrow in their partners or children, others don’t know how their 

loved ones are coping with the situation because the topic is avoided. According 

to participants, there is a lack of attention for the well-being of patients’ loved 

ones in cancer care. 

 

THEME Interaction with care professionals 

Patients expect a comprehensive approach including medical care and 

psychosocial support. They report positive and negative experiences with care 

mostly determined by aspects such as trust, personal approach, multidisciplinary 

cooperation and referral, follow-up, holistic approach, availability/time, 

communication style, clarity of information and familiarity with patients’ medical 

or personal situation. 

 

THEME Assessment of psychosocial well-being and care needs 

Experiences with patient-reported outcome measures in care 

Some participants had to complete questionnaires on their physical functioning 

for the insurance company or other institutions. Their experiences with these 

questionnaires were negative. According to participants the questions were too 

limited to properly assess aspects that matter for insurance companies. Only 

three participants were familiar with the use of a patient-reported outcome tool 

in clinical care to assess and follow-up their psychosocial well-being and care 

needs. They received the Distress Thermometer and Problem List in follow-up. 

Their experiences on the use of this tool were positive.  

 

Potential role of psychosocial screening  

According to our participants, the use of a psychosocial screening tool could be 

of great value in practice. An instrument with questions on the overall well-being 

could give help recognize patients’ experiences and normalize the taboo of 

psychosocial problems. Using psychosocial screening tools could also lower the 
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threshold to mention concerns and needs and stimulate the communication 

between patients and caregivers. In this way, problems and care needs could be 

detected more easily by caregivers and allow them to provide input for 

designated action in care. 

 

Applicability of psychosocial screening 

The potential value and applicability of psychosocial screening depends on 

personal situation, personality, preferences, and approachability.   

According to cancer patients a screening instrument should be readily accessible 

and concise. When certain concerns or problems are denoted, a more profound 

assessment can follow. 

Repeated application of screening and assessment is seen as desirable by 

participants since well-being and supportive care needs can change. The desired 

timing for psychosocial screening differs according to personal experiences with 

the disease, treatment and recovery.  

If screening and assessment were applied in practice, the majority of our FG 

participants would prefer to complete this in a paper version. Some reasons 

often mentioned include better concentration, limited burden on the eyes, ability 

to fill in anywhere, and lack of familiarity with the computer. Environmental 

concerns, the speed of filling in a screening and processing of results 

nonetheless made other  participants prefer screening in a digital format.  

Participants emphasize that the use of psychosocial screening can only be 

valuable if the obtained insights yield to action and if revealed needs are 

monitored in follow-up and matched to the appropriate care.  

 

CARES 

Content CARES 

The whole content of the CARES is seen as relevant and important for the 

wellbeing of someone confronted with cancer, though this can vary according to 

the phase of the disease-trajectory one is going thorough or according to one’s 

personal situation.  Topics mentioned as most important are mostly physical and 

daily functioning, emotional well-being and relations with loved ones. Generally, 

the content of the CARES is judged to be complete. According to several 

participants, one very important element is missing in the CARES as well as in 
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cancer care, namely the well-being of their relatives. Likewise, feelings of 

uncertainty and loneliness associated with cancer are experienced by several 

participants and insufficiently discussed in the CARES. 

Items that were added to the final Flemish CARES in response to these findings 

are presented in Appendix 4.3. 

 

Feasibility CARES 

The CARES is experienced as a long questionnaire, yet participants find this 

acceptable considering the importance of capturing people’s overall wellbeing 

rigorously for utility in cancer care. The formulation of the CARES in general is 

positively evaluated, and everything was clear for the participants. The only 

comment that was raised is that the questionnaire might be difficult for non-

native Dutch speakers because of the vocabulary used. Some suggestions were 

raised to reformulate a few items to clarify or to make the formulation less 

confronting. The ‘yes’/’no’ response categories linked to the question ‘Do you 

want help?’ were also seen as an issue as sometimes neither ‘yes’ nor ‘no’ would 

fully allow patients to express themselves (e.g. “My partner has problems with 

talking about his emotions, but I don’t. So what should I answer then? Yes or 

no?”). One participant suggested that some people might get anxious when they 

are confronted with some of the items, such as ‘my clothes do not fit anymore’, 

‘relapse’, and ‘the emotional experience’.   

Items that were rephrased in the final Flemish CARES in response to these 

findings are presented in Appendix 4.3. 

 

After the qualitative analysis process, all data was reviewed again and CARES 

items were ticked if the topic was discussed. Most items of the CARES (103/139) 

were covered spontaneously by participants in the FG discussion (Appendix 

4.4.). A great percentage of the non-discussed items are the items that do not 

apply to all patients (e.g. ‘Difficulties to help the children cope’). 
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DISCUSSION  

The findings of this study, along with the quantitative research on the 

psychometric robustness of the instrument [144], show a positive evaluation of 

the validity of the CARES.  

As in other research populations participants in this study experience concerns 

and needs in a wide range of life domains [23, 82, 115, 130]. Physical problems, 

limitations in daily functioning as well as memory problems are often named. 

The confrontation with cancer, related treatment and consequences may cause 

feelings of fear, sorrow, loneliness, anger, shame, guilt and insecurity. Social life 

changes took place for some, and both marital and sexual life are challenged. 

Work related and financial consequences are experienced not only in the active 

phase of disease and treatment, but also later on.  

The interaction with professional care givers plays an important role in the 

extent to which concerns are addressed and care needs are met. Similar to other 

studies our data suggest that patients frequently want their doctor to initiate 

discussion of psychosocial topics [25], or at least to minimize barriers to disclose 

emotional issues [24]. For participants, an important concern – and sometimes 

even a real burden – was the well-being of loved ones. Patients partners and 

children sometimes struggled with the situation, but this was not noticed nor 

discussed in the care system. The use of screening and assessment tools could 

initiate and facilitate the dialogue between patients and clinicians regarding 

psychosocial topics and promote early identification of patients’ distress and 

related needs [46, 133].  

The findings of our qualitative data collection are congruent with past study 

results on the content of the original CARES [84, 116], namely that the content 

of the instrument is very relevant. In the literature on the original CARES, no 

substantive shortcomings were mentioned. In our sample however, the absence 

of items on the experience of loneliness and well-being of loved ones were 

explicitly stated as lacking. Participants noticed a considerable impact of their 

disease and treatment regime on the lives and the well-being of their spouses, 

parents and children. Patients often perceived the concern for their loved ones 

as burdensome, but this difficulty was not recognized nor detected by health 

care professionals and might also be undetected by the CARES since the 

questionnaire contained no item on this topic. In future studies, items on these 
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missing topics were added in the Belgian CARES screening tool (Appendix 9.1). 

The relevance of these items’ content will emerge from the CARES data in our 

future studies. 

Our participants judged the CARES to be a feasible instrument. Completion of 

the instrument is experienced to be time consuming, but acceptable. In our 

quantitative study which was conducted to test the psychometric qualities of the 

CARES [144], data showed that all CARES item were indicated as being a 

problem for 0.6-88.1% of the participants, and therefore relevant for a 

population of cancer patients. Nonetheless, the suggestion was made to 

previously conduct a shorter screening version and to subsequently assess 

patients’ QOL and needs more profoundly with the CARES if distress is detected. 

These preferences are in favor of a stepped-screening approach. The CARES-

Short Form, which includes 59 items of the full version, could potentially be used 

for such initial screening purpose [77, 148]. The original CARES items were 

constructed with involvement of patients [81, 116]. However, according to 

participants of this study, some items of the CARES could be adjusted with 

simpler or less confronting vocabulary to optimize feasibility. Most participants 

favor completing a paper version. Nevertheless, according to them both a paper 

and digital version should be available for the application of the instrument in 

clinical practice. This would tailor psychosocial screening to individual 

convenience. 

Several methodological considerations about this study should be mentioned. 

First, the representativeness of the research population can be discussed. With a 

mean age of 56.2 years (range 28-78), our research population was slightly 

younger than the average Belgian population of cancer patients, where 

respectively 66 percent of the women and 77 percent of the men are 60 years or 

older at the time of diagnosis. The recruitment of participants via media 

potentially gave opportunity for the emergence of a self-selection bias. 

Nevertheless, results on the socio-demographic and medical characteristics show 

that the study sample is comparable to the general populations of cancer 

patients in Belgium [129]. Compared to the proportion found in the general 

Belgian population of cancer patients, more women than men participated in our 

study. However, this is often seen in psycho-oncology research, presumably 

because men are less prone to talk about psychosocial concerns [149, 150]. 
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Participants were recruited without specification of cancer type, which led to a 

strong representation of breast cancer patients in the research population. 

However, this is in accordance with the prevalence of this type of cancer in our 

female population. In all likelihood, findings can be applicable for the broader 

population of cancer patients in Belgium. Secondly, no participants with a low 

proficiency in Dutch and few people with a low level of education participated in 

the FG, yet these people represent a significant proportion of the Belgian 

society. Thirdly, the neutrality of the study setting can be questioned. ‘Huis Erika 

Thijs’ was chosen for the FG to take place given that it is outside the hospital 

context, centrally located, and that the care offer of the initiative could be 

discovered by participants visiting the center. Some FG participants had never 

heard of ‘Huis Erika Thijs’, some had heard of it before, but the majority of the 

group did not visit the center before. If the location was of influence for some 

participants, the effect probably was not uniform. Fourthly, in this study only the 

full version of the CARES was discussed with participants, although, the CARES-

Short Form was also validated in Flemish. Letting patients compare both 

versions in content, completeness and feasibility would have been interesting. 

We suggest that future research efforts should aim to enhance understanding of 

the feasibility of the CARES for immigrants and patients with a low level of 

education. More future research could aim to compare between the content and 

feasibility of the short and long CARES version, as well as on the key points for 

implementation of effective QOL screening and needs assessment in clinical 

practice.  

 

In conclusion, the results of this study suggest the CARES is a feasible QOL and 

needs assessment instrument with acceptable content validity for use in a 

population of Belgian patients in current cancer care. The CARES can be used to 

detect a wide range of problems and care needs and according to patients, its 

use can be of value for the integration of psychosocial follow-up in supportive 

cancer care. In response to participants’ input in this qualitative study, minor 

adjustments to the CARES will be made before it is further used in research and 

clinical practice: a few items regarding the well-being of loved ones will be 

added and the wording of some items will be adjusted. This will increase the 
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ecological fit and validity of the instrument with the Belgian patient population in 

which we wish to use the CARES for further research and clinical application. 
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Appendix 4.1 

Table A4.1. Themes resulting from thematic data analysis. 

CANCER AND TREATMENT RELATED 

CONSEQUENCES 
PHYSICAL 
Limited energy 
Pain 
Fertility 
Body changes (scars, weight,…) 
Changed physical or sensorial ability 

PSYCHOLOGICAL 
Emotional experience 

Overwhelmed 
Not aware/no sense of… 
Bewildered 
Lonely, not understood 
Insecure 
Burdened (to be strong for loved ones) 
Sad, depressed 
Anxious 
Angry  
Ashamed 
Ashamed 
Guilty 

Cognitive functioning 
Personality changes 

SOCIAL 
Social participation 
Social context 

MARITAL 
SEXUAL 
Practical consequences due to energy and 
mindset 
Femininity 
Masculinity 
Body image 

FINANCIAL 
Loss of income 
Health expenditures 
Ability to get a loan 
Need to change in spending 
Administrative complications related to 
finances 

WORK RELATED 
Stigma on cancer: related difficulties, little 
understanding 
Changed ability to function 

WELLBEING LOVED ONES 

 
COPING WITH DIAGNOSIS AND TREATMENT 
PERSONAL COPING AND REACTION 
Putting in perspective 
Accepting 
Operating on autopilot 
Avoiding/in denial 

CARE NEEDS AND EXPECTATIONS 

RECOGNITION AS AN (EX)CANCER PATIENT 
INVOLVEMENT IN CARE CHOICES AND DECISIONS 
CLARITY ON PERSONAL(MEDICAL) SITUATION & ON 

TREATMENT AND SUPPORTIVE CARE OPTIONS 
DEPENDENT ON DISEASE AND TREATMENT PHASE 
DEPENDENT ON INDIVIDUAL 
DETECTION OF AND INITIATION ABOUT 

PSYCHOSOCIAL TOPIC BY CARE PROFESSIONALS 
SUPPORT IN REHABILITATION 
CENTRAL CONTACT FOR QUESTIONS AND NEEDS 
NEED FOR OPTIMIZATION OF CARE 
 
EXPERIENCES WITH CANCER CARE 
INTEGRATION OF MEDICAL AND PSYCHOSOCIAL 

CARE 
MEDICAL CARE 
PSYCHOSOCIAL CARE 
Barriers 
Restrictions, gaps 
Care offer often is unclear  
Lack of continuity 
Cost outside the hospital 
Timing issues 
To general to address individual needs 
Positive Experiences 
Necessary part of regular care 

BROCHURES 
INTERACTION WITH CARE PROFESSIONALS 
Trust 
Affinity with psychosocial concerns  
Take some time  
Familiarity of patient with care 
professional 
Familiarity with the patient and the total 
health file, work with multidisciplinary 
collaboration and referral 
Inform the patient 
Communication style  

 
SCREENING AND ASSESSMENT OF 

PSYCHOSOCIAL WELL-BEING AND CARE NEEDS 
EXPERIENCES WITH PATIENT-REPORTED OUTCOME 

MEASURES IN CARE 
POTENTIAL ROLE OF PSYCHOSOCIAL SCREENING  
Normalization psychosocial topic 

Stimulates the communication 
Potentially improves recognition, and 
detection 
Need to use resulting insights 
Adverse effects 

CARES 
Content CARES 
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Suicidal ideation 
Openness about it/hide for others 

COPING AND REACTION OF PEOPLE IN THE CONTEXT 
Putting in perspective 
Avoiding/in denial, anxious, uncomfortable 
 Little understanding 
Shame 
Positive, encouraging  

DISCREPANCY OWN AND OTHERS REACTION 
 
SOURCES OF PSYCHOSOCIAL SUPPORT 
PEER SUPPORT 
PERSONAL CONTEXT 
CARE PROFESSIONALS 

Relevance- importance of topics and 
items 
Missing topics 

Feasibility CARES 
General impression  
Wording 
Potential adverse effects 

 
 
MOTIVATION PARTICIPATION IN THIS FOCUS 

GROUP DISCUSSION 
CONTRIBUTION TO  OPTIMIZATION FUTURE CANCER 

CARE 
CHARE EXPERIENCES/LISTEN TO OTHERS’ 
EXPERIENCES 
OBTAIN INFORMATION ON CARE OFFER FROM 

RESEARCHERS AND BUDDIES. 
 

Note: These are all the themes resulting from the thematic analysis, however, only the ones belonging to the scope of 

the paper are discussed in detail. 

 

Appendix 4.2 

Table A4.2. Quotes from focus group participants. 

THEME: CANCER AND TREATMENT RELATED CONSEQUENCES 

COMPLAINTS AND SYMPTOMS  
Physical 
I have noticed that the problems are quite the same for everyone, in general I mean. Like being tired, the lack of 
energy…regardless whether you have breast cancer or any another type (FG-07). 

…my type cancer affects my skeleton, I am full of holes…sitting down or standing up for a long time is no longer 
possible for me … (FG-13). 

I was 31 years old, and I was in my menopause, and could not have children anymore. And although I actually had 
three healthy children already,... the day I heard that I couldn't get any more children, I had a very hard time with 
this…and still… (FG-06). 

Now with the immune therapy... every eight weeks ... I get it and sequential I have pain in my joints and my bones 
and everything for 2,5 weeks ... (FG-20). 

 
Psychological 
Sometimes I am so forgetful…at those moments  I think ‘am I developing Alzheimer’s or what?!’  (FG-09). 

…people ask ‘are you cured?’… I really never feel the same as before I had surgery and so on. There's always a 
fear, an uncertainty that lingers (FG-19). 

I'm not easily scared, but in the waiting room, in the hospital department… there I get scared (FG-20). 

(sexual problems) ... I just feel guilty towards my husband. And that while he doesn’t blame me, I feel very guilty 
because he doesn’t deserve this (FG-06). 

You can have so many people around you, but in fact you are all alone with your illness. You can get much help ... 
my husband does everything, my children do a lot for me, but in the experience of my illness I am all alone (FG-
07). 

I experience everything more intensely and view it positively. If I experience something with my children I always 
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think, 'yesss that I have had already’, not  ‘maybe I will not live to see that again' (FG-12). 

Sometimes I think, 'It would have been better to die during the operation', then everyone would be rid of all 
concerns and burden’ …you get depressed thoughts like that sometimes… (FG-07). 

My mom stayed at home to care for me. Their whole life changes and you already feel guilty and bad and then 
you also see them suffering from  the situation (FG-10). 

It’s very difficult  sometimes thinking  'am I crazy in my head or what? ...do I really need a psychologist to be able 
to handle this? ‘ and so you don’t get that kind of help…the threshold is so high (FG-11). 

But now with this immune therapy I should heal completely, so I'm like, 'I'll believe it ‘. But somehow you continue 
to have doubts, for cancer is coming at you so hard ... I had no pain, I was not sick ... I only occasionally had a leg 
that felt a bit numb (FG-20). 

Sometimes that also applies planning….they say ‘next year…this or that’. And then you think ‘How will I be doing 
next year? If, for example, someone says: “next year I’ll get married” or with a rebuilding or…then I think: ‘well 
yes…next year’…it’s hard for me (FG-11).  

...I think I got a difficult time afterwards and I think that’s strange. Why was I doing so well back then and am I 
struggling right now? (FG-05). 

At first you are occupied with the cancer and the chemo…survival…it’s later on that you realize ….oeh….that had a 
serious impact on me (FG-13). 

 
Social 
When I was sick, I could not breathe ... so many people came to visit me!  This went on for weeks and weeks... and 
after that no one came any more (FG-05). 

We still have a chemo-club…we regularly go out to have dinner together, go on a trip to the coast, go to each 
other's birthday,…  (FG-23). 

…actually at this moment… I am pushing everyone away from me (FG-08). 

 
Marital/Sexual 
… my husband was really struggling with the situation and yes ... his way of coping was actually quite annoying  
(FG-11). 

I had a good sexual relationship with my wife, and from one day to the other it was done.  I started with the 
treatment with Zoadex…. It suppresses the production of testosterone. And of course that effect on testosterone 
... for a man ... that was chemical castration! (FG-15). 

Emotionally you change if you experience that fear….you yell a little more as usual…it’s important that your 
partner knows that, that he is informed if that that can happen. … (FG-18). 

 
FINANCIAL IMPACT 
We had bought our house on the basis of two full-time incomes, of which one failed because of my illness. But my 
loan will not decrease. It remains the same, the banks want their money (FG-06). 

I have a good insurance for health and hospitalization … I am glad, because otherwise you can’t afford everything 
(FG-03). 

Also further on in life you will still have to face the fact that you had cancer in the past, for example if you want to 
get a mortgage…you have to take a credit insurance… (FG-10). 

If you need to go to a psychiatrist or a psychologist, you have to pay 50 euro’s yourself. If you knew that it was 
only for one time and it could help you, you could deal with it .But if you need to go there for a year and you have 
to pay that amount of money each time….than there is a financial problem that occurs  (FG-17). 

My husband has taken leave to take care of me at home ... and he had to take so many leave in that year…unpaid 
leave. So while I myself already had a very large financial loss, he also lost on his salary (FG-20). 
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WORK RELATED IMPACT 
I’ve heard …as soon as my sick leave ends, I’m getting fired (FG-09). 

I run my own business, I cannot stop working, so I've just been working…but in in a limited way (FG-02). 

Even with the computer program I was very familiar with…I was like ‘how does it work, what do I have to do?’ 
Really simple things…I felt bad that I had to ask so much…not only asking, but also the fact that that knowledge 
and skills of mine were gone (FG-11).  

And soon I went back to work fulltime. I have a managerial position and then you can’t say ‘oh yes, well I’ll try’, 
no if you go back to work, you have to function properly  (FG-12). 

 
WELLBEING LOVED ONES 
My mom stayed at home to care for me. Their whole life changes and you already feel guilty and bad and then 
you also see them suffering from  the situation (FG-10). 

We get a lot of attention like ‘how are you?’, but the fear of the partner …who possibly ends up alone… there is 
almost no one thinking about how they are doing  (FG-14). 

I have a husband that doesn’t talk about his emotions and…I know that I was in my 7th or 8th chemo and my 
husband was emotionally crashing…but no one knew  (FG-06). 

 
THEME: Interaction with care professionals 
TRUST 
You have to trust them fully, but sometimes like with those medications…they damage your confidence. You are 
scared, worried and you feel disappointed…and yet the next time you go back you have to trust them again (FG-
26). 

 
AFFINITY WITH PSYCHOSOCIAL CONCERNS  
It’s the same with sexual problems. That is something difficult to discuss with doctors in the hospital (FG-02). 

I have the experience that few doctors or specialists can identify with the psyche ... .I think they are good 
technical people for surgery, but there are few who can empathize with the psyche of the patient  (FG-17). 

Last year I went to the gynecologist for a normal gynecological examination…and he asked me “How are you?” 
and I said “Fine, I come for my examination”. Then he said “No no… I’m asking how you are doing? You have been 
through a lot so…?”. He took his time and started asking me how I coped with the cancer psychologically and how 
I dealt with it (FG-11). 

If they would have had attention for my deepest fear at the time I was sick to death of my chemo…the fear that 
said ‘What if something goes wrong with me, what with my two sons?’…I think I would have been a lot more 
resilient to cope with the chemo (FG-26). 

The second time I went to my doctor… when she came to get me out of the waiting room, she said “you are 
scared”. I said “How do you know that?”. “I see it in your eyes…scared for all that is to come”. And then she also 
asked me “Do you want to talk to a psychologist?” and I immediately said yes (FG-20). 

 
TAKE SOME TIME  
Once in Leuven I had a very emotional morning. I don’t know…I can’t tell exactly why. One of the nurses noticed 
and took some time for me. That was fantastic! (FG-21). 

And the oncologist was not really open to it. I told about my symptoms, but ... he was like “pffff …well yes”. There 
was no time for questions….you stood there with the handle in your hand and uh ... you had to get dressed quickly 
and yes ... the next patient was already there (FG-24). 

…for example, I still have to go to the physiotherapist for my arms and for lymphatic drainage. For me that is a 
more suitable person to talk to about my worries, because he is treating me for half an hour (FG-16). 

the doctor who did my surgery…I saw him once before the surgery and…never again. I was in the hospital for a 
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week, went home and had to go back to the hospital for another week because of  an inflammation … my doctor 
didn’t come…that was difficult for me because I had so many questions (FG-08). 

 
FAMILIARITY WITH THE PATIENT AND THE TOTAL HEALTH FILE, WORK WITH MULTIDISCIPLINARY 
COLLABORATION AND REFERRAL 
 I suffered a lot from nausea and that was dismissed as…’well it was not possible’. But I was in follow-up with an 
assistant in the department of radiology and at the same time I got chemotherapy. The nausea was a 
consequence of the chemo…but the radiology assistant didn’t thought about that. I went to another hospital for 
my further follow-up and thank god it is totally different there. The intestinal specialist is my attending physician 
and he knows my whole file (FG-21).  

I had an onco-coach. She discussed some information with me, gave a brochure with the information and she also 
gave me her phone number. She had a center position in the hospital team and she instantly knew “ah yes you 
have that problem so I refer you to that person and this is available, that is available,…" (FG-22). 

…in the breast center… at the beginning when I had a consultation ... I always had another oncologist who was 
not familiar with my file (FG-26). 

 
INFORM THE PATIENT 
I had a lot of questions, but the oncologist herself didn’t know the answer. And so…she said “well you can use the 
computer, you can look on the internet”.  (FG-08). 

The thing she told me on the credit insurance for example, that was something practical but…when I consulted 
her for follow-up she said ‘In the next time there will be a lot of things coming your way confronting you with the 
fact that you had cancer.’ …with that she in a way prepared me for ‘what is next’. I experienced it as something 
really positive (FG-10). 

The nurse who accompanied me said “you are only getting an echography”. But, that turned out to be incorrect, 
yet it was a different kind of examination. Well and I was driving home for 14 kilometers and…suddenly it started 
leaking at my bottom. It was terrible. ..when I came home I was wet to the skin…and they didn’t tell me that that 
could happen (FG-17). 

… the nursing staff were guardian angels for me. I had a lot of questions. They answered me and if there was 
something they didn’t knew, then the doctor came up with an answer. So I felt 'there is something happening 
here' (FG-13). 

 
COMMUNICATION STYLE  
…the second option was to bring me into the menopause , which would shut down everything for a while.  They 
were not sure what effect it would have on me and well…the oncologist said “It’s that option or the other…you 
don’t have to start whining how you will feel about it. We have to start with the chemo so …decide.” (FG-10).  

They removed a part of the small intestine, what was in fact a tumor and he didn’t say ‘cancer’…that’s what I 
asked him and then he said ‘Yes in fact, that is what it is’ (FG-17). 

Yes well….I had two consultations with a psychologist, but for me this was not a positive experience. She was 
saying like “I can’t help you”…it didn’t feel good and I didn’t schedule any further appointments. “You have to 
figure it out for yourself” she said….bud you contact them just because you cannot cope with it yourself…isn’t it? 
(FG-24). 

 
THEME: Assessment of psychosocial well-being and care needs 
EXPERIENCES WITH PATIENT-REPORTED OUTCOME MEASURES IN CARE 
Not from the hospital, but from the health insurance…a questionnaire on self-reliance…really ridiculous questions 
they ask you, like ‘do you have a handrail on the toilet?  They use these to score…to decide if you are disabled or 
not (FG-13) 

The hospital sent me a questionnaire like that…I experienced it as something positive that they are interested in 
your well-being. That there is follow-up of your situation even if you’re not in the hospital anymore…I did me well 
(FG-25). 



Chapter 4. APPENDICES 

 

121 
 

Yes, I think three months after my treatment and six months after they sent me a questionnaire ... to ask what the 
impact was for me, what it did to my partner and I was asked "may the results also be sent to your general 
practitioner?"... I thought it that was a good thing to use the questionnaire for follow-up. (FG-12). 

 
POTENTIAL ROLE OF PSYCHOSOCIAL SCREENING  
Recognition, normalize 
Then you know ‘what I feel is completely normal’….sometimes you feel abnormal, but if you know that there are 
other people that are feeling that way…and it is a topic in follow-up…you would feel a lot better already (FG-11). 

Stimulate the communication 
Aaaaah yes, I admit I answered some questions I would never talk about with my oncologist...or even with my 
general practitioner. And yet I'd like to get help for those things, but I don’t dare to bring it up myself (FG-06). 

Plus also the possibility that ... all of it is sent to the general practitioner, your counselor still to a large extent. And 
if the screening results in concerning things, he will perhaps take this opportunity to make those things negotiable 
(FG-12). 

 
Problems and supportive care needs easier detected 
(questionnaires, doctors and the topic sexuality) If they get the signal that there is a need to discuss it, than they 
can refer for help (FG-01). 

APPLICABILITY OF PSYCHOSOCIAL SCREENING 
I think most patients would complete it differently, while most of them have some kind of need  (FG-01). 

First you don’t take it into consideration, you think ‘no I have enough, the support of my context suffices’, but 
then…after a while you suddenly do experience a need. And so it seems easier to me if a questionnaire like that 
would be available for people (FG-10). 

Accessible and concise  
Yes but it has to be understandable for everyone. People who don’t understand the language so good…it has to 
be easy approachable and understandable  and an initial questionnaire shouldn’t be too long (FG-12). 

…tailored…so that you have the chance to mention things, and that there is something done with it further on 
(FG-21). 

Repeated application 
I completed it three times: once before the radiation started and the week after that for the questionnaire study  
and now for the focus group…I think my responses differed each time (FG-02). 

When I started with chemo I wasn’t sick and I thought “well I’m doing good, everything is going perfect”….but 
after that first week I felt completely different (FG-06). 

I think it depends of the phase you are in…on certain moments you have other needs or desires (FG-26). 

Need to do something with the obtained insights 

If there is something done with the results. Otherwise I think it is useless, because completing it requires some 
energy (FG-07). 

CARES 
Content CARES 
Everything is important, it depends on your own situation what is most. I can imagine that other aspects for some 
people are less important. I wouldn’t let any topic out of the questionnaire  (FG-21). 

I think it certainly is important that there is attention for all those who are around you, how are they doing at that 
stage ... My partner, my children and so ... they also suffered a lot  (FG-01). 

Feasibility CARES 
I think…if it would be possible to shorten it…everything must be addressed, but not to extensive (FG-12). 

The language needs to be simple…for example for immigrants who lack deficiency in Dutch it should be 
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understandable too. Indeed, hey are part of our population  (FG-01). 

There is always the statement  'my partner and I have difficulty' or 'my partner and I ...' but every time I thought 
...’yes my partner does, but I don’t ‘ and the other way around. I can’t judge us together. I think that should be 
asked separately  (FG-12). 

For me was very strange to read the statement about ... ‘my partner and I struggle to talk about what will happen 
after my death’. I was like, 'What?!?, the only thing I don’t want to be doing is thinking about ‘what if… I die’, I 
have to focus on healing. If you also want to use that item for people in the beginning of their disease, you have 
to formulate the item more carefully (FG-20). 

 

 

Appendix 4.3 

Items added in response to findings  

 Ik voel me vaak eenzaam 

 Ik maak me zorgen over de manier waarop mijn dierbaren (partner, kinderen, 

ouders,…) omgaan met het feit dat ik een kankerdiagnose kreeg. 

 

Items rephrased in response to findings 

 Ik heb problemen met huishoudelijke taken  

(previously: ‘Ik heb problemen met het huishouden’) 

 Ik maak me zorgen of mijn gezin het zal redden in het geval ik zou 

overlijden  

(previously: Ik maak me zorgen of mijn gezin het zal redden als ik overlijd) 

 Ik denk dat anderen me niet seksueel aantrekkelijk vindt(vinden)  

(previously: Ik denk dat mijn partner(s) me niet seksueel aantrekkelijk vindt(vinden)) 

 Ik denk dat mijn (eventuele) partner geen zin heeft in seks met mij  

(previously: Ik denk dat mijn partner(s) geen zin heeft (hebben) in seks met mij) 

 Mijn partner en ik  hebben moeite om samen over onze gevoelens te praten 

(previously the sentence was phrased without ‘samen’= together) 

 Mijn partner en ik hebben moeite om samen over onze angsten te praten 

(previously the sentence was phrased without ‘samen’= together) 

 Mijn partner en ik hebben moeite om samen  te praten over wat er zal 

gebeuren indien ik zou overlijden 

(previously:  Mijn partner en ik hebben moeite om te praten over wat er na mijn dood 

te gebeuren staat) 

 Mijn partner en ik hebben moeite om samen over onze toekomst te praten 

(previously the sentence was phrased without ‘samen’= together) 
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 Mijn partner en ik hebben moeite om samen te praten over de kanker en 

over wat er kan gebeuren 

(previously the sentence was phrased without ‘samen’= together) 

 Mijn partner en ik hebben moeite om samen te praten over een testament en 

financiële regelingen  

(previously the sentence was phrased without ‘samen’= together) 

 Ik voel me moe na mijn radiotherapie-behandelingen (bestralingen) 

(‘bestralingen’ was added as extra information between brackets as some patients are 

less familiar with the term ‘radiotherapie’) 

 Ik word nerveus als ik radiotherapie-behandelingen (bestralingen) krijg 

(‘bestralingen’ was added as extra information between brackets as some patients are 

less familiar with the term ‘radiotherapie’) 

 Ik voel me misselijk of ik moet braken na mijn radiotherapie-behandelingen  

(bestralingen)  

(‘bestralingen’ was added as extra information between brackets as some patients are 

less familiar with the term ‘radiotherapie’) 

 

 

Appendix 4.4 

Table A.4.4. Topics from CARES items discussed in the focus group interviews. 

CARES items Discussed in FG 

1. Diff. bend or lift Y 

2. Diff. walk/move around Y 

3. Diff. do physical activ. Y 

4. Reduction in energy Y 

5. Diff. driving N 
6. Diff. household chores Y 

7. Diff. bathe. brush. groom N 

8. Diff. prepare meals N 

9. No interest recreat. activ. Y 

10. Not engage recreat. activ. Y 

11. Not enough enjoyable activ. Y 

12. Diff. planning active. Y 

13. Cannot gain weight N 

14. Continue to lose weight N 
15. Food unappealing Y 

16. Food tastes bad Y 

17. Diff. swallowing N 

18. Cancer prevents working  Y 

19. Cancer interferes work Y 

20. Frequently has pain Y 

21. Chronic pain scars/surgery Y 

22. Pain not controlled medication N 

23. Pain controlled medication N 
24. Clothes not look good Y 

25. Clothes not fit Y 

26. Diff. find clothes Y 
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27. Medical team withholds info Y 

28. Doctors don’t explain what do Y 

29. Nurses don’t explain what do Y 

30. Diff. ask doctors questions Y 

31. Diff. ask nurses questions Y 

32. Diff. express feelings doctor/nurses Y 

33. Diff. tell doctor new symptoms Y 

34. Diff. understand doctor about cancer Y 

35. Diff. understand nurses about cancer Y 

36. Wants more control over doctor Y 
37. Wants more control over nurses N 

38. Embarrassed to show body Y 

39. Uncomfor. show scars Y 

40. Uncomfor. with body changes Y 

41. Frequently anxious Y 

42. Frequently depressed Y 

43. Frequently angry Y 

44. Frequently upset Y 

45. Frequently overwhelmed by cancer Y 
46. Diff. sleep Y 

47. Diff. concentrating Y 

48. Diff. remembering Y 

49. Diff. thinking clearly Y 

50. Diff. tell frnd/rel. to come less often Y 

51. Diff. tell frnd/rel. to leave when not well Y 

52. Diff. ask frnd/rel. to do fun things Y 

53. Don’t know what to say to frnd/rel. Y 

54. Diff. ask frnd/rel. help Y 

55. Diff. tell frnd/rel. about cancer Y 
56. Diff. ask frnd/rel. to come more Y 

57. Frnd/rel. say look well when not Y 

58. Frnd/rel. withhold information N 

59. Frnd/rel. avoid talk cancer Y 

60. Frnd/rel. do not visit enough Y 

61. Frnd/rel. do not call enough Y 

62. Frn/rel. uncomfor. visiting Y 

63. Frnd/rel. diff. talk about cancer Y 

64. Uncomfor. see patients get treat. N 
65. Nervous going to hospital N 

66. Nervous wait to see doctor Y 

67. Nervous wait for test results Y 

68. Nervous have diagnostic tests Y 

69. Nervous get blood drawn N 

70. Worry whether treatments work Y 

71. Worry whether cancer progress Y 

72. Worry not able to care for self Y 

73. Worry how family will manage Y 

74. Doesn’t feel sex. attractive Y 
75. Thinks not sexually attractive to partner(s) Y 

76. Not interested in having sex Y 

77. Doesn’t think partner(s) interested in sex Y 

78. Doesn’t show for MD appointments N 

79. Doesn’t show for treatments N 

80. Doesn’t take medication  N 

81. Doesn’t follow MD’s instructions N 

82. Financial problems Y 

83. Insurance problems Y 
84. Diff. with transport Y 

85. Gain too much weight Y 

86. Diagnostic procedures are painful N 

87. Frequent diarrhea N 

88. Poor bladder control N 

89. Diff. care for child/grandchild a Y 

90. Diff help children cope a Y 

91. Diff. help children talk about illness a Y 

92. Diff. talk boss about cancer a Y 
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93. Diff. talk people at work a Y 
94. Diff. tell employer cannot do work a Y 

95. Diff. ask time off for treatments a N 

96. Worried about being fired a Y 

97. Diff. finding new job a Y 

98. Employers less incl. to hire with cancer hist. a Y 

99. Frequency of sex decreased a Y 

100. Diff. become sexually aroused a Y 

101. Diff. with erection (♂) / lubrication (♀)a Y 

102. Diff. reach orgasm a N 

103. Diff. talk feelings a Y 

104. Diff. talk fears a Y 
105. Diff. talk happen after death a Y 

106. Diff. talk future a Y 

107. Diff. talk cancer a Y 

108. Diff. talk wills/financial matters a Y 

109. Doesn’t feel like embrace. etc. a Y 

110. Partner no feel like embrace. etc. a Y 

111. No interest in touch partner a Y 

112. Partner no interest in touch a Y 

113. Not get along as well usual a Y 
114. Upset with other more often a Y 

115. So much time together. on nerves a Y 

116. More distant then usual a Y 

117. Partner not let do activ. capable of a N 

118. Partner provides too much care a N 

119. Partner takes too little care a Y 

120. Diff. ask partner to take care a Y 

121. Diff. initiating dates a N 

122. Diff. to meet dates a N 

123. Afraid going to places where I met dates a N 
124. Diff. tell date about cancer a Y 

125. Afraid to initiate sexual relation a N 

126. Nervous get chemo a Y 

127. Nauseated during/before chemo a Y 

128. Vomit during/before chemo a N 

129. Sick when think about chemo a N 

130. Nauseated after chemo a N 

131. Vomit after chemo a N 

132. Tired after chemo a Y 
133. Other side effect chemo a Y 

134. Lost hair/grow slow from chemo a Y 

135. Fatigued after radiotherapy a Y 

136. Nervous to get radiotherapy a N 

137. Nauseous/vomit after radiotherapy a N 

138. Problems ostomy care/maintenance a N 

139. Diff. with prosthesis a N 

Abbreviations: FG focus group discussions; Y yes; N no. 
a Items do not apply to all patients. 
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[poster presentation]. 

 

A look at cancer care and patients’        
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ABSTRACT 

 

BACKGROUND  Quality cancer care  in the first place should be organized in 

match with patients’ needs. This article describes patients’ experiences with 

Belgian cancer care, and the way this relates to their care needs. 

METHODS  Data were gathered in four focus groups. The 26 participants 

were adult cancer patients recruited in a larger quantitative study and via a call 

in local media. The FG discussions were facilitated with an interview guide, 

conducted and followed by a moderator and an observer. The discussions were 

audiotaped with prior consent, transcribed verbatim and afterwards thematically 

analyzed.  

RESULTS  Patients had positive and negative experiences with cancer care, 

influenced by several aspects: accessibility, comprehensiveness, continuity and 

timing of care; trust; holistic and personal approach; availability/time; 

multidisciplinary cooperation and referral; professionals’ communication style; 

clarity of information; shared decision-making, and health care professionals’ 

familiarity with patients’ medical or personal situation.  

Patients indicated that care needs and expectations differ depending on the 

person, the diagnosis, and the timing in the care process.  Several needs which 

were repeatedly mentioned and important to take into account in the 

organization of cancer care were: the need for clear information on  their 

medical condition, treatment and supportive care options; a desire for 

involvement in care choices and decisions; initiation about psychosocial topic by 

care professionals; support in rehabilitation; the availability of a central contact 

person in care to discuss questions and needs. 

CONCLUSION  Interpersonal and organizational aspects seem to play an 

important role in the establishment of the (mis)match between cancer care and 

cancer patients’ care needs. This focus group study provides input on points of 

attention for the pursuit of comprehensive, patient-centered cancer care. 

 

KEYWORDS: cancer care; patient-perspective; focus group, qualitative 

research.
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INTRODUCTION  

Cancer patients can experience difficulties of physical, cognitive, emotional, 

relational and social nature even longer time after diagnosis and treatment 

completion, often resulting in supportive care needs [8, 15, 151, 152, 153, 154, 

155, 156, 157]. This reveals the importance of comprehensive and quality 

cancer care, monitoring and supporting patients in their physical, mental as well 

as in their social well-being. The importance of psychosocial care has been 

internationally recognized. In national cancer plans recommendations are 

formulated to integrate psychosocial support into cancer care [55].   

The Institute Of Medicine (IOM) states that cancer care should be respectful of 

and responsive to patients’ experiences, needs, preferences and values and that 

patients’ input on these should guide all clinical decisions [33]. In America, 

Europe and Australia clinical practice guidelines and recommendations have 

been written on routine assessment of patients levels of psychosocial well-being 

and care needs, aiming at an improvement of holistic patient-approach [33, 41, 

131, 132]. However, in Belgium no such guidelines and recommendations on 

routine psychosocial screening or needs assessment are available.  

We conducted a  quantitative study to explore the reliability and validity of 

needs assessment tool, the Cancer Rehabilitation Evaluation System (CARES), 

for the Belgian population [125, 144]. Additionally, focus groups (FG) were 

organized to explore the content validity of the instrument and patients’ 

experiences with systematic screening of psychosocial well-being and care 

needs.   Insights on the content validity of the CARES, and patients’ experiences 

with screening are described in another article [158]. This article describes 

cancer patients experiences with current cancer care, the detection of their 

psychosocial concerns and care needs by health care professionals, and their 

care needs and expectations.  

 

 

METHODS  

Participants, recruitment and setting 

Participants were adult cancer patients recruited in the sample of a larger 

quantitative study, through a call in the local newspaper and on the radio in May 
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2014. We defined ‘adult’ as 18 years and older. There were no restrictions on 

gender, type and time of cancer diagnosis.  Participants were recruited in 

several phases of the care trajectory: recently diagnosed, in active treatment, at 

the end of active treatment and in follow-up. Since they all have the experience 

of being diagnosed with cancer, we will refer to all of them as ‘cancer patients’ in 

this paper, even if they are already in follow-up for a long time without a 

relapse. Indeed, there are many people who still get adjuvant therapy after the 

period of active treatment for a long time.  Patients were excluded when they 

lacked proficiency in Dutch to participate in the FG discussions.  

The FG took place in the course of the summer of 2014 in ‘Huis Erika Thijs’, an 

open and well accessible house in Hasselt where cancer patients, survivors and 

their relatives can explore a varied offer of non-professional support.  

 

Material 

A questionnaire on sociodemographic and medical data was constructed to 

collect data on: age, gender, relational status, family composition, level of 

education, employment status, household income, type of diagnosis, type of 

treatment(s) and the composition of the multidisciplinary group of professional 

and non-professional care givers surrounding the patient, what we will further 

refer to as ‘care context’. 

The CARES is a quality of life (QOL) and needs assessment tool that was used in 

this study as a primer to the discussion. The tool presents problem statements 

for which the patients need to indicate in what extent they apply to him/her 

[125].The originally US English CARES [80, 81, 82, 83, 84, 85, 86] was 

translated and psychometrically validated for the Flemish population in Belgium 

by Schouten et al. [125, 144]. The content validity of the tool was explored in 

these FG discussions with cancer patients [158].  

 

Procedure  

Patients who responded to the call for participation in the study were contacted 

and their name, address and date of participation was registered. One week 

before FG took place participants were send a postal item containing an 

information letter, an informed consent form, the CARES form and a 

questionnaire on socio-demographics and medical data. They were asked to fill 
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in these documents, and bring them to the FG. This way socio-demographic and 

medical data could be collected and patients could get acquainted with 

completing a tool for screening of psychosocial well-being and care needs. All 

participants provided informed consent before taking part in this study.  

Each FG discussion was guided by a  moderator (BS), who used an interview 

guide [158]. An observer (EVH or WE) took notes, timed and co-supported the 

discussion, while it was audiotaped with prior consent. Each FG lasted about 120 

minutes.  

 

Data analysis 

FG were organized until data saturation was reached. The digital audio files of 

the FG were transcribed verbatim (BS) and analyzed using thematic content 

analysis [145, 146, 147].  During repeated reading of transcriptions initial codes 

were noted by two independent readers (BS and EVH). Subsequently the codes 

were organized into meaningful groups and combined in overarching themes. 

The subdivision of themes, categories and codes from the two independent 

readers demonstrated great similarity and was incorporated in one final version. 

This thematic content structure was given to two naïve readers that were not 

involved with the data (JH and PV) to revise for semantic logic. The resulting 

‘thematic map’ was used to code all FG data. 

 

Ethical approval 

The protocol and study materials of the qualitative study described in this article 

were submitted to the Medical Ethical Committee of Hasselt University and  the 

leading Ethical Committee of the Jessa Hospital Hasselt, together with the 

application for approval of a related large quantitative study. The studies were 

approved and registered (BE24320149544).  

 

 

RESULTS  

Study population  

Twenty-six cancer patients participated in four FG discussions. The mean age 

was 56.21 years (SD: 12.39; range 28-78). For the 18 participants in follow-up 
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phase mean time since active treatment was 36.53 months (SD: 48.39; range 

2-168). Further socio-demographic and medical characteristics are displayed in 

Table 1.  

 

Table 1. Participants’ socio-demographic and medical characteristics (N=26) 

Socio-demographic 
characteristics 

n % Medical characteristics n % 

Gender 
    Men 
    Woman 
Relational status a 

Single 
In a relationship: living with 
partner/married 
In a relationship: not living with 
partner/married 
Widowed 

Children a 
No 
Yes  

Level of education a 
Elementary school 
High school 
Graduate school 
University 

Employment a 

Employed 
Work interruption/on sick leave 
Unemployed 
Disabled 
Housewife/houseman 
Retired  

Monthly household income a 
< € 1500 
€ 1500- € 3000 
> € 3000 

 
4 
22 
 
2 
22 
 
- 
 
1 
 
3 
22 
 
1 
9 
13 
1 
 

7 
2 
1 
6 
- 
8 
 
4 
15 
4 

 
15.4 
84.6 

 
7.7 
80.8 

 
- 
 

3.8 
 

11.5 
80.8 

 
3.8 
24.6 
50.0 
3.8 

 

26.9 
7.7 
3.8 
23.1 

- 
30.8 

 
15.4 
57.7 
15.4 

Cancer diagnosis b 
Breast 
Colorectal 
Lung 
Ovarian 
Non-Hodgkin Lymphoma 
Hodgkin Lymphoma 
Brain 
Prostate 
Thyroid 
Maligne melanoma 
Pancreas 
Liver 
Uterine body 
Other 

Treatment c 
Surgery 
Chemotherapy 
Radiotherapy 

Hormonal therapy 
Immune therapy 
Bone marrow 
transplantation 

Phase of care trajectory 
Active treatment phase 
Phase when active 
treatment is completed 
Follow-up phase 

 
11 
4 
1 
1 
2 
2 
1 
1 
1 
1 
1 
1 
1 
1 
 

17 
15 
12 

7 
1 
1 
 
 
6 
1 
 

18 

 
42.3 
15.4 
3.8 
3.8 
7.7 
7.7 
3.8 
3.8 
3.8 
3.8 
3.08 
3.8 
3.8 
3.8 

 
65.4 
57.7 
46.2 

26.9 
3.8 
3.8 

 
 

23.1 
3.8 

 
69.2 

a Not all characteristics count up to 100% due to missing answers of some participants, b Cancer diagnosis in total counts 

up to more than 100%, because several participants got diagnosed with more than one type of cancer in the course of 
time, c Treatment types  in total counts up to more than 100%, because most participants got treated with  a 

combination of treatment types. 

 

 

Depending on diagnosis participants received treatment and follow-up from the 

medical oncologist, another attending physician (gynecologist, 

gastroenterologist, urologist, …) or both. In the hospital patients experienced 

the nursing discipline to be closely involved in their care and approximately half 

of the participants received nursing care at home after their hospitalization. In 
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this sample most participants rely on a broad network of intramural and 

extramural healthcare support (Table 2). 

 

 

Table 2. Involvement of professional and non-professional care givers in 
participants’ care context 

Health professionals involved in cancer care  N=26 

 n (%) 

Intramural 
Oncologist 
Other attending physician (gynecologist, gastroenterologist, urologist, …) 
Nursing 

Specialized nursing (onco-coach, breast nurse,…) 
Psychologist 
Social worker 
Religious worker 
Dietician 
Physiotherapist 
Lymphedema therapist 
Other 

 
22 
21 
22 

12 
13 
8 
2 
6 
9 
1 
- 

 
84.0 
80.0 
84.0 

46.0 
50.0 
30.0 
7.0 
23.0 
34.0 
3.0 
- 

Extramural 
General practitioner 
Home nursing 
Physiotherapist 
Lymphedema therapist 
Dietician 
Pharmacist 
Primary care psychologist 
Center for general wellbeing and mental health support 
Health insurance 
Social services 
Self-support groups or peer groups 
Non-professional support services for cancer patients free of payment 
Other 

 
24 
13 
12 
1 
- 

18 
3 
3 
16 
2 
12 
11 
4 

 
92.0 
50.0 
46.0 
3.0 
- 

69.0 
11.0 
11.0 
61.0 
7.0 
46.0 
42.0 
15.0 

 

 

Data analysis results 

Data on experiences with cancer care, and care needs are discussed in this 

article, and illustrated with example quotes. In Table 3 an overview of main 

themes and subthemes is displayed.  
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Table 3. Themes resulting from thematic data analysis 

THEME Experiences with cancer care 

 Integration of medical and psychosocial 
care 

 Psychosocial care 
 Barriers 
 Restrictions, gaps 
 Care offer often is unclear  
 Lack of continuity 
 Cost outside the hospital 
 Timing issues 
 To general to address individual 

needs 
 Positive Experiences 

 Necessary part of regular care 

 Brochures 
 Interaction with care professionals 

 Trust 
 Affinity with psychosocial concerns  
 Take some time  
 Familiarity of patient with care 

professional 
 Familiarity with the patient and the 

total health file, work with 
multidisciplinary collaboration and 
referral 

 Inform the patient 
 Communication style 

THEME Care needs and expectations 

 Involvement in care choices and 
decisions 

 Clarity on personal(medical) situation & 
on treatment and supportive care 
options 

 Dependent on disease and treatment 
phase 

 Dependent on individual 

 Recognition as an (ex)cancer patient 
 Detection of and initiation about 

psychosocial topic by care professionals 
 Support in rehabilitation 
 Central contact for questions and needs 
 Need for optimization of care 

 

 

 

THEME Experiences with cancer care  

Medical care and psychosocial care 

According to past and current experiences of participants, cancer care has 

evolved positively. Progress in knowledge and skills has improved medical 

treatment and care. Despite several positive experiences with psychosocial care, 

attention for the psychosocial topic still is lagging behind and the ideal of 

comprehensive care seems to be an aspirational target rather than a fact.  

“If you take into account the psychosocial aspect in hospital care and then the medical 
... that's ... the two worlds do not intertwine “(FG-13) 

“The experience I have as a patient… I must admit that there is an enormous progress 
technically ... but from the patients I have spoken, no one is satisfied with the 
support…the human aspect, how  they are treated as patient” (FG-25) 

 

There are several barriers experienced with psychosocial care. The psychosocial 

care offer often is unclear and in case of needs patients have to ask for 

information and referral explicitly or search for existing initiatives themselves.  
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“You don’t know what kind of supportive care exists. Meanwhile I now it all, but I have 
encountered that you have to search for it yourself. If you sit on the fence, there will be 
no one helping you” (FG-07)  

“….. more like… support for social concerns and so on, that is not offered 
spontaneously. You have to ask for it yourself” (FG-13) 

“It’s bad that you must be assertive like that to get appropriate care, why aren’t 
psychosocial concerns addressed standardly?” (FG-21) 

 

When psychosocial support is offered, a bad timing and lack of continuity is 

experienced, making it hard for cancer patients to make use of it when they are 

in need. 

“Actually in the beginning  they overwhelm you with everything…when you’re only just 
coping with your treatment and the fact that you have cancer. But when that phase has 
passed you expect them to return to you again with their care offer, but then… they 
don’t come”  (FG-11)  

“They give you information and ask during your chemo-treatment if you want support 
….but that is too soon, at that point you are not in need of  it.  If you have a consult for 
follow-up there should be someone saying ‘Look you can go there, find support here,…’ 
At this point, at the stage I’m in right now,…I sometimes think ‘Actually, now I really 
want to do something about it’” (FG-02) 

 

During treatment, psychosocial care in the hospitals is mostly integrated in the 

hospital costs. However, when problems and needs arise for a longer time after 

active treatment, the cost of psychological support outside the hospital can 

represent a barrier. 

“Since I’m still in treatment in the hospital the support from the psychologist for me is 
for free. That is luxury for me compared to others that have to pay 50 euro’s for one 
time. I thing that is a large difference, I can imagine that it is not possible for everyone 
to be able to make use of that kind of support” (FG-16)  

 

Brochures are seen as valuable sources of information on medical and 

psychosocial support options, but not appropriate for everyone and insufficient 

as a tool for cross-disciplinary referral. 

“The hallway here is full of leaflets and there is a list of support groups hanging on the 
wall ... so there is an offer. Yet, everywhere you hear that people have the feeling that 
their needs are not met” (FG-01) 

“It is surely a sign that leaflets do not always reach people, isn’t it…” (FG-06) 

“In the beginning I thought 'I'm not going to read them, I don’t need that’. But after 
session three or four of the chemo I thought: 'Oh yeah, maybe I should read those 
leaflets, because now they could apply to me’.” (FG-10)  
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“In my opinion it is difficult…you have a leaflet with support information and contacts on 
it, but to take it and call someone …at that point when you are struggling… I can 
understand that there are people who don’t use it, there is still a threshold “(FG-21)  

 

Interaction with professional care givers 

The existence, continuity, clarity, cost and communication of concrete care 

initiatives or specialized disciplines is important. On the other hand, the 

interaction with professional care givers is critical. There are several aspects that 

contribute to good and bad experiences in that regard. 

The feeling that one can trust a care giver is important to have good experiences 

with care. 

“You have trust them fully, but sometimes like with those medications…they damage 
your confidence. You are scared, worried and you feel disappointed…and yet next time 
you go back you have to trust them again” (FG-26)  

 

The sense of comprehensiveness of care can be influenced by the extent to 

which care givers have affinity with psychosocial concerns and discuss them 

spontaneously. 

“The second time I went to my doctor… when she came to get me out of the waiting 
room, she said “you are scared”. I said “How do you know that?”. “I see it in your 
eyes…scared for all that is to come”. And then she also asked me “Do you want to talk 
to a psychologist?” and I immediately said yes” (FG-20)  

“Last year I went to the gynecologist for a normal gynecological examination…and he 
asked me “How are you?” and I said ‘Fine, I come for my examination”. Then he said 
“No no… I’m asking how you are doing? You have been through a lot so…?’. He took his 
time and started asking me how I coped with the cancer psychologically and how I dealt 
with it” (FG-11) 

“If they would have had attention for my deepest fear at the time I was sick to death of 
my chemo…the fear that said ‘What if something goes wrong with me, what with my 
two sons?’…I think I would have been a lot more resilient to cope with the chemo” (FG-
26) 

 

Participants are more comfortable with a care giver who not only discusses the 

specific affected organ, the course of treatment and prognosis, but who can take 

some time for the patient as a person as well. 

“Once in Leuven I had a very emotional morning. I don’t know…I can’t tell exactly why. 
One of the nurses noticed and took some time for me. That was fantastic!” (FG-21) 

“There was no time for questions. I stood there with the door handle in my hand and uh 
... had to dress quickly and the next patient was already there.” (FG-24) 
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“…for example, I still have to go to the physiotherapist for my arms and for lymphatic 
drainage. For me that is a more suitable person to talk to about my worries, because he 
is treating me for half an hour.” (FG-16) 

“The doctor who did my surgery…I saw him once before the surgery and…never again. I 
was in the hospital for a week, went home and had to go back to the hospital for 
another week because of  an inflammation … my doctor didn’t come…that was difficult 
for me because I had so many questions.” (FG-08) 

 

The degree to which care givers are familiar with the patient and the total health 

file, the degree to which they work with multidisciplinary collaboration and 

referral is determining patients’ well-being and satisfaction with care.  

“I had an onco-coach (navigator). She discussed some information with me, gave a 
brochure with the information and she also gave me her phone number. She had a 
center position in the hospital team and she instantly knew “ah yes you have that 
problem so I refer you to that person' and 'this is available, that is available,…" (FG-22) 

“Even physical complaints were not taken seriously. I suffered a lot from nausea and 
that was dismissed as…’well it was not possible’. But I was in follow-up with an 
assistant in the department of radiology and at the same time I got chemotherapy. The 
nausea was a consequence of the chemo…but the radiology assistant didn’t thought 
about that. I went to another hospital for my further follow-up and thank god it is 
totally different there. The intestinal specialist is my attending physician and he knows 
my whole file.” (FG-21) 

 

Participants feel less comfortable without clear explanations; they want to be 

informed about their personal situation and what they can expect later on.   

“The thing she told me on the credit insurance for example, that was something 
practical but…when I consulted her for follow-up she said ‘In the next time there will be 
a lot of things coming your way confronting you with the fact that you had cancer.’ 
…with that she in a way prepared me for ‘what is next’. I experienced it as something 
really positive.” (FG-10) 

“The nurse who accompanied me said “you are only getting an echography”. But, that 
turned out to be incorrect, yet it was a different kind of examination. Well and I was 
driving home for 14 kilometers and…suddenly it started leaking at my bottom. It was 
terrible. ..when I came home I was wet to the skin…and they didn’t tell me that that 
could happen.” (FG-17)  

 

Care givers communication style is of great importance for the experience 

patients have with care as well. 

“…the second option was to bring me into the menopause , which would shut down 
everything for a while.  They were not sure what effect it would have on me and 
well…the oncologist said “It’s that option or the other…you don’t have to start whining 
how you will feel about it. We have to start with the chemo so …decide.” (FG-10)  

“They removed a part of the small intestine, what was in fact a tumor and he didn’t say 
‘cancer’…that’s what I asked him and then he said ‘Yes in fact, that is what it is’” (FG-
17) 
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“Yes well….I had two consultations with a psychologist, but for me this was not a 
positive experience. She was saying like “I can’t help you”…it didn’t feel good and I 
didn’t schedule any further appointments. “You have to figure it out for yourself” she 
said….bud you contact them just because you cannot cope with it yourself…isn’t it?” 
(FG-24) 

 

THEME Care needs and expectations 

Participants agree that concerns and needs differ according to one’s personal 

situation, personality and the phase of disease and treatment one is going 

through. 

Getting clear information on medical, psychological and social aspects could help 

patients in coping with their situation.   

“…so that you know ‘oh what I experience is normal’…I….sometimes you almost feel 
abnormal, but if you know that there are a lot of people experiencing those thoughts 
and feelings, you already feel much better. So in that respect there also should be given 
more information, it’s always the medical things they talk about “(FG-11)  

“We don’t know much about the medication we have to take for so long (hormones) and 
about side-effects…if you used it for six years and you can stop…what then? To who do 
you have to turn to with questions?” (FG-14) 

 

Next to being informed some patients want to be involved in their care 

management and decision making as well. Not only technical and medical data 

are guiding elements; likewise emotional and personal preferences are 

important in making care choices.  

“The things they suggested to do…there was no consultation of our opinion. We had our 
doubts, but they wouldn’t listen to that, they were God almighty and could do 
everything…until it went wrong…our doubts and fear turned out to be relevant.” (FG-21) 

“At the moment you get sick, the doctors expect you to follow them slavishly, that 
you…euhm…agree with what they propose. You have to remain mute; setting your 
limits and standing on principle seems to be difficult for them to handle” (FG-26)  

 

Patients have better experiences when care is characterized by 

comprehensiveness and continuity. The initiative of care givers to introduce the 

psychosocial topic and support next to the physical is desirable to disclose and 

detect psychosocial concerns and problems. Participants emphasize the 

importance of support in rehabilitation after the active treatment phase, and 

believe that a central contact to turn to in case of questions or needs could 

facilitate reintegration in society and workplace.     
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“The psychological support at that moment is not what it should be…you have to ask for 
it yourself….there should be someone…a bodyguard who frequently passes by to check 
how you are doing.” (FG-13) 

“Health care professionals should be educated to be alert for patients psychosocial well-
being, and then it is the choice of the patient if he wants to reveal things or not.” (FG-
01) 

“You give the wrong signal…you want help, but it’s a difficult thing. If someone 
introduces himself you think “what do you do? I don’t need that, you can leave again.”. 
I didn’t want to get all kinds of explanations and brochures and so you give the wrong 
signal.”  (FG-12). 

“In my case….there was a point in time  when I didn’t realize myself how much I was 
struggling …but maybe if others would have had more attention for that, they would 
have detected this concluding I was in need for help.” (FG-24) 

“Next time I want more to be done about….or more attention for support in the period 
afterwards. Even so going back to work…it’s all very difficult.” (FG-11) 

“….taking that step if you need that kind of support…you don’t …you are so down and 
then it’s even harder….It’s very difficult…you’re sometimes thinking  'am I crazy in my 
head or what ...do I really need a psychologist to be able to handle this? ‘ and so you 
don’t apply for that kind of help…the threshold is so high.  They should contact the 
patient spontaneously.” (FG-11) 

 

Both participants who are still struggling in coping with their situation, and the 

ones that have the feeling they went on with their lives again seem to have the 

need to be acknowledged as an (ex-) cancer patient. They are sensitive to 

statements and judgments about cancer patients made by others. 

“I have difficulties with my own brother in law…who even lives very close to me…not 
knowing anymore I had breast cancer a few years ago” (FG-05) 

“You almost would be jealous not having breast cancer. I had the feeling…I’ve had three 
types of cancer and no one speaks about that.” (FG-07) 

 (when colleagues at work are talking about breast cancer as a disease that is easy to 
handle and to treat) “…when they are talking like that I’m really annoyed, 
because…than… I feel like they are talking about me…”  (FG-12) 

 

 

DISCUSSION 

The results of this study support the importance of attention for psychosocial 

aspects in cancer care. This is why psychosocial care guidelines are included in 

the national cancer plans [55]. However, according to our participants and their 

peers in other research, the integration of psychosocial support in cancer care is 

still incomplete and care does not always match the experienced needs of 

patients [159].  
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Our participants often experience the psychosocial care offer as being unclear, 

badly timed or only available in a certain part of the care trajectory. Similar to 

other studies, cost, inaudibility, a lack of communication and multidisciplinary 

collaboration can be a threshold for cancer patients to get support for their 

psychosocial concerns [160, 161]. The positive and negative experiences with 

care were often determined by characteristics in the interaction with their 

professional care givers. Trust, affinity with the psychosocial topic, available 

time, familiarity with the patients’ situation and health file, multidisciplinary 

collaboration, clarity of information and communication style play an important 

role. Patients long for comprehensiveness and continuity of care. These are 

important determinants in realizing quality cancer care [161, 162]. 

There are a few  methodological considerations in this study that can be 

discussed . Firstly, the recruitment our FG participants in the sample of a larger 

quantitative study and  via a call in the local media provides opportunity for the 

emergence of a self-selection bias. This could have comprised the 

representativeness of the sample. However, the  results on the socio-

demographic and medical characteristics show that the study population is 

comparable to the Belgian population of cancer patients and to other research 

populations in this field [129]. Proportionally, more women than men 

participated in our FG study. Besides, the group of breast cancer patients was 

strongly represented. Both this seemingly over-representation of females and 

breast cancer is also observed in other studies [16, 153, 163]. In all likelihood 

findings can be applicable for the broader population. Secondly, patients with a 

low proficiency in Dutch were excluded for participating in the FG for practical 

reasons in the application of this qualitative study method, yet these people 

represent a significant proportion of our Belgian society. 

 

 

CONCLUSION 

The interactions of patients with health care professionals play a major role in 

the experienced quality of cancer care, and consequently in patients’ well-being. 

Despite positive experiences participants had the impression that psychosocial 

concerns and care needs frequently go unnoticed, since the psychosocial topic is 

not systematically addressed in daily cancer care. According to participants the 
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opportunities for psychosocial support are often unclear, fragmented, lacking 

continuity, and depending on the affinity of the health care professional with the 

psychosocial topic. This way patients psychosocial concerns and needs are not 

always adequately addressed. Insight from this study, obtained from patient-

perspective, could serve as points of attention in the further pursuit of 

organizing patient-centered, comprehensive of cancer care.  
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ABSTRACT  

 

OBJECTIVE  This cross-sectional survey of healthcare professionals involved 

in intra- and outpatient care for cancer patients explores the professionals’ 

perspective on the prevalence of psychosocial topics in their contacts with 

cancer patients and the way these are approached in practice. 

METHODS  Participants were recruited through coordinators in hospitals, 

outpatient professional associations and discipline-specific networks. All 

participants were invited through an e-mail containing the weblink to the online 

survey with multiple choice and open-ended questions. 

RESULTS  The survey was completed by 368 healthcare professionals. The 

majority do not use a systematic approach to discuss psychosocial concerns with 

patients, 37.5%  use the general question ’How are you?’, and  65.0% percent 

spontaneously address various psychosocial aspects. A range of psychosocial 

topics are regularly discussed. Sexuality and return to work are rarely 

mentioned. About 50% of the participants are convinced that enough attention 

is paid to the psychosocial well-being of cancer patients: by merely listening, 

engaging in a deeper conversation, providing advice, and through referral. 

Patients are usually referred to a psychologist, a general practitioner, a social 

worker, a specialized nurse, or a center for well-being and mental health. The 

barriers that healthcare professionals experience in providing psychosocial 

support can be attributed to the patients, to themselves or other healthcare 

professionals, and the healthcare system itself. 

CONCLUSIONS  This study provides data on professionals’ perspective on 

psychosocial aspects in current cancer care, and on the barriers that 

professionals need to overcome to make a better match with patients’ needs.  

 

KEYWORDS: Oncology, cancer care, psychosocial, multidisciplinary, health 

care professionals. 
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BACKGROUND 

Although the survival rate of cancer has been increasing year after year, the 

cancer diagnosis is still confrontational for patients and their relatives. Cancer 

patients can experience physical, cognitive, emotional, relational, and social 

problems and needs. These emerge — with a large individual variation — at 

each stage of the treatment process, and even after treatment completion [15, 

18, 164]. A wide variety of healthcare professionals (HCP) are involved. 

Oncologists, hematologists, and nurses are customarily involved throughout the 

inpatient cancer care trajectory. In many countries, the general practitioner (GP) 

plays a key role in the outpatient field [165]. Services from other paramedical 

and psychosocial disciplines are integrated to reduce patients’ suffering, help 

patients adhere to prescribed treatments, and/or to support recovery and 

rehabilitation [166, 167, 168, 169, 170, 171, 172]. Since cancer and related 

treatments have a bio-psycho-social impact, patients’ experiences and needs 

can only be adequately addressed through ‘Cancer Care for the Whole Patient’ 

[38]. Hence, multidisciplinary cooperation between all these disciplines is 

essential to achieve an effective cancer care policy that matches with patients’ 

experiences and care needs [173].  

Over the past decade, national cancer plans have been launched to optimize 

cancer care, including  the integration of the psychosocial approach [55, 174]. It 

is not the sole responsibility of psychosocial care professionals to reinforce this 

approach. All HCP involved in the cancer care trajectory must be alert to 

psychosocial and other concerns to achieve comprehensive, patient-centered 

care. Though providing psychosocial care is not part of each HCP’s role, 

providing a certain degree of spontaneous psychosocial support has proven to be 

valuable for patients [74]. 

To optimize and further improve the integration of psychosocial aspects in 

cancer care, it is also important to hear the voice of the HCP involved. 

Therefore, a cross-sectional survey was conducted to explore the prevalence and 

management of psychosocial issues and barriers experienced in the 

multidisciplinary transmural care context of cancer patients. 
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METHODS 

Design, setting and participants 

A cross-sectional survey study design was used to collect both quantitative and 

qualitative data. A multidisciplinary sample of HCP was recruited in the inpatient 

and outpatient healthcare context. Medical doctors, nurses, healthcare 

assistants, psychologists, social and spiritual workers, dieticians, pharmacists, 

physical, occupational, and lymphedema therapists were invited to participate 

(recruitment details in Appendix 6.1.).  

HCP working with cancer patients in the inpatient context were recruited from 

five medium to small acute care hospitals. Medical directors and heads of 

departments were contacted to obtain the permission to recruit participants from 

their hospital, and to plan the distribution of the survey.  

HCP working in the outpatient field were recruited trough professional 

associations and discipline-specific networks. We obtained the cooperation of 

GP- and physical therapist  circuits, home care and home nursing services, 

health insurance services and discipline- specific professional associations. 

Regional coordinators and chairpersons assisted in distributing the survey.  

There were no restrictions on age, gender, professional discipline, duration of 

career or job time spent working with the cancer patient population, as these 

were all included as variables in the study. 

 

Material 

Participants were queried on a wide range of psychosocial topics, with a 

subdivision based on the Cancer Rehabilitation Evaluation System (CARES) [85, 

144] (for survey questionnaire see Appendix 6.2.). Multiple choice (MPC), matrix 

table, and open-ended questions were used to collect data on the following five 

topics:  

1. Socio-demographic and professional characteristics;   

2. Prevalence of psychosocial topics being addressed in contacts with 

cancer patients;  

3. Care offered to cancer patients in case of psychosocial problems;  

4. Referral policy for psychosocial problems;  
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5. Potential barriers experienced in the delivery of psychosocial care or 

support for cancer patients. 

The questionnaire was pilot-tested in a group of 10 HCP from eight disciplines. 

Based on their feedback, adjustments and linguistic refinements were made. 

 

Procedure 

All HCP received the same e-mail explaining the study objective, information on 

the informed consent procedure, and a Qualtrics-weblink to complete the 

survey. A time frame of 14 days was provided to complete the survey. 

Participants were actively recruited in October and November 2016. In early 

December, a reminder was sent with a request for non-responders to indicate 

why they chose not to participate. The online survey was closed at the end of 

December 2017. 

 

Data-analysis 

Descriptive statistics were used to summarize participant characteristics and 

responses to MPC and ordinal items. Data from open-answer options was 

subjected to thematic analysis in NVivo.  

 

Ethical considerations  

The research protocol and study materials were approved by the Medical Ethics 

Committee of Hasselt University and the ethical committees of all participating 

hospitals (Jessa ziekenhuis, Ziekenhuis Oost-Limburg, Sint-Fransiscus 

ziekenhuis, Regionaal ziekenhuis Sint-Trudo, Mariaziekenhuis Noord-Limburg).  

 

 

RESULTS 

Participants 

An invitation to participate in the study was sent to 4965 HCP (608 inpatient, 

and 4357 outpatient), of which  583 responded (12% response rate), and 368 

surveys were fully completed.  
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Some of the invited HCP provided a reason for not participating in the study: ‘no 

interest in participating’ (8.6%); ‘lack of time’ (22.9%); ‘not applicable to me, 

since I never or rarely work with cancer patients’ (54.3%); another not specified 

reason (14.3%).  

The mean age in the sample was 43 years (sd 11.51, 21-81), the mean years of 

professional experience was 18 years (sd 11.39, <1-47), and 23.9 percent of 

the participants was male. Further information on socio-demographic and 

professional characteristics is displayed in Table 1. 
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Table 1. Socio-demographic and professional characteristics sample 

 Participants (N=368) 

Characteristics n % 

Professional context  
Inpatient  
Outpatient  
Both inpatient and outpatient 

 
124 
219 
25 

 
33.7 
59.5 
6.8 

Timing of HCP involvement in the care trajectory 
In the diagnostic phase 
Between diagnosis and start of treatment 
During intensive treatment (S, CT, RT,…) 
During follow-up or maintenance 

 
196 
227 
277 
273 

 
53.3 
61.7 
75.3 
74.2 

Inpatient professional discipline  
Medical doctor specialized in cancer treatment 
Medical doctor with other specialty 
Nurse 
Nurse specialist 
Healthcare assistant 
Psychologist 
Social worker 
Pastoral worker 
Dietician 
Physical therapist 
Lymphedema therapist 
Occupational therapist 
Other 

 
7 
13 
66 
15 
1 
16 
8 
3 
7 
4 
3 
4 
4 

 
1.9 
3.5 
17.9 
4.1 
0.3 
4.3 
2.2 
0.8 
1.9 
1.1 
0.8 
1.1 
1.1 

Outpatient professional discipline  
General practitioner 
Medical doctor with other specialty 
Home nurse 
Healthcare assistant 
Psychologist 
Dietician 
Physical therapist 
Occupational therapist 
Lymphedema therapist 
Pharmacist 
Health insurance service (social work,…) 
Centre for social welfare (social work,…) 
Other 

 
41 
1 
76 
40 
7 
3 
27 
3 
7 
2 
23 
8 
6 

 
11.1 
0.3 
20.7 
10.9 
1.9 
0.8 
7.3 
0.8 
1.9 
0.5 
6.3 
2.2 
1.6 

Abbreviations: number of participants (N), surgery (S), chemotherapy (CT), radiotherapy (RT). 
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Prevalence and addressing of psychosocial topics in 
patient-professional contact  

The majority of HCP indicated that most of the psychosocial topics were 

‘sometimes’ or ‘often’ addressed in contact with cancer patients (Figure 1). 

There were three topics that deviated from this tendency. Thoughts about the 

disease, treatment, and recovery were more frequently discussed with patients. 

In contrast, sexuality, and resumption of work were clearly less often discussed. 

Similar response tendencies were found when comparing the answers from HCP 

providing inpatient and outpatient care.  

A minority of the participants (1.9%) use a systematic approach to address 

psychosocial concerns: checklists to assess patients’ well-being (n=5) and 

patient-reported outcome tools (n=2) are used. The vast majority of HCP do not 

use a systematic approach. A minority (2.7%) believe that addressing 

psychosocial issues is not part of their job; 37.5% percent use the general 

question ’How are you?’, so patients can bring up any psychosocial problems 

themselves if desired; 56.0% percent spontaneously address various 

psychosocial aspects when exploring cancer patients’ well-being. 
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Figure 1 Prevalence of psychosocial topics in patient-healthcare professional 

contacts  
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Psychosocial support or care provided 

Half of the HCP (51.9%) believe he or she ’usually’ provides enough attention to 

the psychosocial needs of cancer patients. Nine percent indicated they ‘always’ 

do so, 29.6 percent ‘sometimes’. A small portion of the HCP (9%) reported 

‘never’ giving sufficient attention to the psychosocial needs of patients.  

The three most prevalent types of care and support offered are: listening 

(38.5%), a more in-depth conversation or advice (29.4%), and referral 

(19.3%). The use of brochures (written information) in response to psychosocial 

concerns or problems is limited (4.0%). Other care or support actions — as 

questioned — are used even less. A similar response tendency was found when 

comparing the answers from HCP in inpatient and outpatient care. Further 

details are displayed in Appendix 6.3. 

 

Referral policy 

All tables with quantitative referral details are listed in Appendix 6.4., the main 

findings are discussed below and displayed in Table 2. 

 

Referral towards inpatient HCP or services 

In the inpatient field, patients are most frequently referred to a hospital-based 

psychologist (20.7%), social worker (17.4%), or specialized nurse (10.8%). The 

options ‘Inpatient referral is not applicable to me’ (18.0%) and ‘I do not refer, I 

provide care or support for this aspect myself’ (9.0%) complete the top five.  

 

Referral to outpatient HCP or services 

In the outpatient field, patients expressing psychosocial concerns or problems 

are mostly referred to the GP (18.3%), psychologist (14.5%), or centers for 

well-being and mental health (12.6%). The options to ‘I do not refer, I provide 

care or support for this aspect myself’ (11.2%) and ‘Outpatient referral is not 

applicable to me’ (11.0%) complete the top five.  
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Table 2. Referral of intra- and outpatient healthcare professionals for several 

psychosocial issues 

Referrals to inpatient HCP or servicea  Referrals to outpatient HCP or servicea  

 By 
Int. 
HCPb 

n 
(rank) 

By 
Ext. 
HCPc 

n 
(rank) 

 By 
Int. 
HCPb 

n 
(rank) 

By 
Ext. 
HCPc 

n 
(rank) 

MD cancer treatment 142 
(7th) 

136 
(6th) 

  General practitioner 361 
(1st) 

599 
(1st) 

MD other specialty 48 
(8th) 

24 
(12th) 

  MD with other specialty 22 
(12th) 

45 
(11th) 

Nurse 180 
(6th) 

101 
(8th) 

  Home nurse 144 
(7th) 

198 
(8th) 

Specialist nurse 350 
(3rd) 

200 
(5th) 

  Physical therapist 16 
(13th) 

45 
(11th) 

Psychologist 648 
(1st) 

418 
(2nd) 

  Lymphedema therapist - 5 

(13th) 

Social worker 494 
(2nd) 

394 
(3rd) 

  Dietician - 6 

(14th) 

Pastoral worker 234 
(4th) 

118 
(7th) 

  Psychologist 280 
(3rd) 

473 
(4th) 

Dietician 21 
(11th) 

21 
(13th) 

  Pharmacist 29 
(11th) 

11 
(12th) 

Physical therapist 16 
(12th) 

32 
(11th) 

  Centre for well-being and  
  MH 

190 
(4th) 

498 
(2nd) 

Lymphedema therapist 3 
(14th) 

3 
(14th) 

  Medical insurance service 171 
(5th) 

271 
(6th) 

     Centre for social welfare 147 
(6th) 

258 
(7th) 

Other discipline 26 
(10th) 

62 
(10th) 

  Other discipline 57 

(9th) 

180 
(9th) 

No referral, own care 
offer 

195 
(5th) 

271 
(4th) 

  No referral, own care  
  offer 

124 
(8th) 

487 
(3rd) 

Not applicable for me to 
refer 

40 

(9th) 

914 
(1st) 

  Not applicable for me to   
  refer 

289 
(2nd) 

297 
(5th) 

No referral, issue not a 
point of attention for 
my discipline 
 

10 
(13th) 

90 
(9th) 

  No referral, issue not a  
  point of attention for my  
  discipline 

51 
(10th) 

103 
(10th) 

Abbreviations: HCP healthcare professional; Int. inpatient, Ext. outpatient; MD medical doctor; MH mental health. 
a The order of the HCP in this table corresponds to the sequence of the multiple choice options in the survey. 
b For inpatient HCP:  N = 124. 

c For outpatient HCP:  N = 219.
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Shortcomings or barriers in the provision of 

psychosocial support or care 

The open-ended questions show that 51.4% of the sample experience 

shortcomings and barriers in the provision of psychosocial care or support to 

cancer patients. Some are specific to the HCP, others can be attributed to the 

healthcare system. Sometimes patients have no need for extra help — or are in 

denial — and do not accept psychosocial or supportive care. 

 

Healthcare professionals’ shortcomings      

HCP often experience a lack of opportunity to discuss psychosocial aspects with 

their patients. Limited contact, lack of privacy, and lack of time and workload 

play a major role in this.  

“Not enough time, too much workload, not enough experience… it's not pleasant to 
start a conversation with a patient and then after 2 minutes you have to interrupt the 
conversation to react on the call of another patient.”   

 

Participants expressed feeling having insufficient knowledge or education to 

effectively meet the psychosocial needs of cancer patients. Medical, oncological, 

and psychological knowledge is mentioned, as well as knowledge of emotional, 

financial, palliative aspects, and return to work.  

“Help for emotional pain, coping with the diagnosis...often I don’t know how to help 
patients with this.”  

 

Consequently, participants think that more HCP with the appropriate education 

and training are needed to optimally support cancer patients in the care process. 

 

Problems with communication are frequently mentioned as a barrier for good 

supportive care provision. Sometimes patients are not consulted and informed 

enough by HCP about the diagnosis, implications of treatment or prognosis. HCP 

themselves also experience poor information transfer, limited multidisciplinary 

and transmural consultation and cooperation.  

 “Patients are insufficiently informed about their disease and prognosis. For poor 
prognosis, sometimes the ‘truth-communication’ is inadequate.”  

“Sometimes I don’t get enough information on the patient’s situation: mostly only the 
referral for the physical aspect without information on the psychosocial well-being” 
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HCP experience several barriers in the referral for psychosocial or supportive 

care. Referral is complicated by a limited awareness of referral options. Hence, 

patients often receive insufficient information regarding the available care or 

support options. When a referral to psychosocial services is made, there are long 

waiting times before patients receive actual care. Some HCP felt that their own 

psychosocial or paramedical care offer is not recognized and valued by other 

HCP, resulting in  limited referral of patients. 

“Ignorance about offered services that would be useful for a patient to be referred to” 

“Sometimes referral does not go smoothly, or there is a waiting time, which can be 
very stressful for people” 

 

Some participants experience their own emotional vulnerability as a difficulty. As 

cancer patients are often supported by HCP over several years, there can be a 

strong inter-human relationship. The feeling of impotency is also mentioned, as 

well as the fear that one can never fulfil the expectations related to psychosocial 

concerns. 

"The feeling sometimes to be powerless in situations…that you cannot do enough for 

clients. " 

 

A lack of empathy for the patients’ situation is experienced by some HCP, who 

believe they could provide better psychosocial support had they had a personal 

experience with cancer.  

 “It is difficult to understand patients’ needs. Only when you are confronted with it 
yourself you can better indulge yourself in the thoughts and experience of the patient” 

 

Barriers in the healthcare system 

Participants indicate that the healthcare financing system is mainly based on a 

‘fee for service system’, and the time available for patients is sometimes limited. 

There is no funding for certain psychosocial care aspects, so patients need to 

pay for it themselves. It is conceivable that this has an impact on the 

accessibility of the care needed.  

 “There is no opportunity for me as a doctor to take sufficient time .... in fact I do most 

of the work (in time ...) for free, in between…and this with the following consideration: 
although without financial compensation, there is a lot of gratitude from patients for 
the time that I spend on it.” 
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“Often I want to refer to a psychologist, but patients have to pay the full costs 
themselves” 

In several areas, the psychosocial or supportive care offer is experienced as 

limited or unclear. To HCP, there seems to be no general systematic approach in 

cancer care for topics like emotional and sexual functioning, pain relief, social, 

financial, spiritual issues, rehabilitation, and return to work. Participants 

experience a limited access, availability  or continuity in psychosocial or 

supportive care across the different phases in the care process. Sometimes the 

opposite is experienced: an oversupply and competition in supportive care 

options offered by several disciplines or patient advocacy organizations.  

“There is a lack of understanding by the National Health Service concerning the 
resumption of work, the psychological burden of the disease is often underestimated.“ 

“There is sufficient psychological support during admission for surgery in the hospital 
(nursing, psychologist, social worker, breast nurse) but too little follow-up post-
surgery, usually this is done at the request of the patient and not systematically.” 

 

HCP mention several shortcomings in follow-up of patients. There is too little 

attention for home support, information on financial consequences and 

reimbursements, contact with buddies, and support for patients’ relatives and 

minor children. Some participants speak of the need for a permanent care 

coordinator, who patients, but also the different HCP involved, can address in 

case of questions, discussion and organization of care. 

 “ Concerning the financial aspect…often people don’t know where they stand and what 
they can do. Also concerning care and support people usually don’t know what the 
possibilities are and where they can request it." 

 “Care for minor children of cancer patients seems insufficiently structurally embedded 
to me. And aftercare, after the death of the parent. I think there is too little attention 
for this ...” 

 

The paperwork that needs to be done when supportive care is applied for is 

often perceived as burdensome and time-consuming, both for patients and for 

HCP. 

“All the hassle of paperwork that long or serious illness entails.” 
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DISCUSSION   

In this study, a multidisciplinary group of HCP was surveyed regarding their 

perspective on the prevalence of psychosocial issues in patient - HCP 

interactions, the types of care they provide themselves, their referral policy, and 

potential barriers in the delivery of psychosocial care. 

According to respondents, a variety of psychosocial topics are addressed in HCP-

patient contacts. This is done rather spontaneously and not according to a 

systematic approach. However, without a systematic approach, attention for, 

and detection of patients’ psychosocial problems will vary [175]. Previous 

studies have demonstrated that HCP do not always make a good estimate of 

patients’ psychosocial distress or needs [24]. Patients on their part, often wait 

for the HCP’s initiative to discuss certain topics [176]. We found that sexuality 

and return to work issues are rarely covered. Other studies suggest that 

sexuality issues are discussed less because of taboo or feelings of shame related 

to the topic [177]. Return to work issues are less prominent during the active 

treatment phase, yet become an important issue later in the phase of cancer 

survivorship [178]. 

The majority of respondents (67.9%) provide spontaneous psychosocial support 

to cancer patients by listening, engaging in a more in-depth conversation, or 

giving advice. Further they refer mainly to psychologists, social workers, 

specialized nurses, centers for well-being and mental health, and the GP. In this 

study, as well as in other studies, the GP is perceived as a central figure in 

primary care — with an important role in the follow-up of cancer care [165]. A 

considerable proportion of the HCP working in the inpatient field have indicated 

that referral to outpatient care options was not applicable for them. The same 

idea exists amongst in the outpatient field working HCP regarding inpatient 

referral. In other words, participating HCP do not seem to be inclined to do 

transmural referrals.  

Our findings regarding experienced barriers are in line with other studies. Lack 

of time and resources, inadequate interdisciplinary communication and 

cooperation, limited knowledge of and familiarity with psychosocial well-being 

and care options were found to be barriers for HCP to integrate the psychosocial 

approach in routine care [160, 179, 180]. As found in the study of Travado et al. 

[181], HCP feel that the existing financing system of cancer care, and the (lack 
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of) coordination in the psychosocial approach induce thresholds. Nurses could, 

for example, have a more explicit role in detecting, working with, and referring 

for psychosocial needs of cancer patients, integrated in a multidisciplinary team 

approach [182]. However, for this the task allocation and inter-disciplinary 

attunement need to be discussed. The challenges integrating the psychosocial 

approach are not specific to cancer care, these could partly be explained by the 

fragmentation in primary care and limited transdisciplinary communication and 

collaboration [183].  

This study had some limitations. Firstly, the response rate (12%) was low. To 

obtain a representative sample, we tried to recruit all HCP serving the population 

of cancer patients to a greater or lesser extent. After all, each HCP is a care 

provider and potential referrer for these patients. Recruitment was especially 

difficult in the outpatient field because of the fragmentation that characterizes 

primary care, and the lack of visibility regarding specializations. Our exhaustive 

approach in recruitment probably led to the invitation of HCP for whom our 

study topic was not relevant, since they rarely or never work with cancer 

patients. This presumption is confirmed as 54.3% of the non-responders, of 

whom we have information, indicated not participating for this reason. Secondly, 

as most surveys, our survey has the potential for selection bias. We used an 

exhaustive approach to prevent bias in recruitment, however self-selection bias 

cannot be prevented. HCP who have more affinity with the psychosocial topic 

could have been more inclined to participate in this survey [184]. 

 

 

CONCLUSION  

Listening to the voice of HCP is needed to further improve care for cancer 

patients. A variety of psychosocial topics are discusses during patient - HCP 

interactions, and often care is given in line with the patient’s needs. However, 

half the HCP believe that not enough attention is paid to the psychosocial needs 

of cancer patients — for some leading to feelings of impotency. The main 

barriers in providing psychosocial support to cancer patients are: limited 

knowledge in order to optimally support the patient in coping with their 

experiences, inadequate (interdisciplinary) communication and collaboration, 

and a lack of time and resources to integrate the psychosocial approach in 
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routine inpatient and outpatient care. The psychosocial approach in cancer care 

seems to depend more on the individual approach of HCP than on the healthcare 

system. As a result of the financing system, the accessibility of specific 

psychosocial care aspects could be under pressure. Explicit detection of 

psychosocial needs is missing and the response to those needs, from a team 

perspective and an integrated approach, is not yet common practice. A more 

explicit approach of psychosocial needs for cancer patients can also provide 

important insights for training, continuing education and support of the involved 

HCP. 
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Appendix 6.1. 

Table A6.1.1. Recruitment details In-hospital care context 

Hospitals DOC NUR SNU HCA PSY SOC PAS DIE PHY LYM OCC 
Un-

specified* 

Jessa Ziekenhuis            273 

Ziekenhuis Oost-Limburg            81 

St.-Franciscusziekenhuis 14 102 3 8 1 1 2 1 5 0 0  

St-Trudo ziekenhuis 10 16 0 0 3 1 1 1 3 0 0  

Mariaziekenhuis Noord-
Limburg 

20 43 4 0 5 3 2 3 2 0 0  

 44 161 7 8 9 5 5 5 10 0 0 354 

608: TOTAL NUMBER OF IN-HOSPITAL HCP INVITED 

Abbreviations: DOC (doctors involved in treatment and follow-up of cancer patients), NUR (nurse), SNU (specialized 
nurse: e.g. onco-coach, breast nurse,…), HCA (healthcare assistant), PSY (psychologist), SOC (social worker), PAS 

(pastoral worker), DIE (dietician), PHY (physical therapist), LYM (lymphedema therapist), OCC (occupational therapist). 

* Some hospitals did not respond to our request to mention the number of potential participants for each discipline 

separately, and only gave the total number of HCP that received our invitation to participate in the survey. 
 

 

Table A6.1.2. Recruitment details Ambulatory care context 

Recruitment source GP HNU PHY OCC LYM DIE SOC PSY PHA HCA 

17 GP networks  658 
         

4 home nursing organizations 
 

1220 
        

7 networks of physical therapists 
  

368 
       

1 professional association for 

occupational therapists    
850 

      

3 organizations for orthopedics 

and bandagistry     
14 

     

8 local networks with dieticians 
     

107 
    

4 mutuality/medical insurance 

organizations       
156 

   

3 professional associations for 

psychologists        
142 

  

3 organizations for healthcare 
assistance         

122 
 

1 professional association for 

pharmacists          
720 

 
658 1220 368 850 14 107 156 142 122 720 

4357: TOTAL NUMBER OF AMBULATORY HCP INVITED 

Abbreviations: GP (general practitioner), HNU (home nurse), PHY (physical therapist), OCC (occupational therapist), LYM 

(lymphedema therapist), DIE (dietician), SOC (social worker), PSY (psychologist), PHA (pharmacist), HCA (healthcare 

assistant). 
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Appendix 6.2 

Survey Questionnaire healthcare professionals 

SOCIO-DEMOGRAPHIC CHARACTERISTICS 
 

Your sex:    Ο man    Ο woman                 Your age:                   years      

      

Years of job experience :                           years 

 

Your work with patients is situated in:    Ο the inpatient field 

                                                                      Ο the outpatient field 

                                                                      Ο both, you work in the inpatient and outpatient 

field 

 

Please specify your function/discipline: 

 If you are working in the inpatient field     
    Ο  Physician specialized in cancer treatment (oncologist, hematologist,…) 

    Ο  Physician with other specialization   

    Ο  Nurse 

    Ο  Specialized nurse   

    Ο  Healthcare assistant 

    Ο  Hospital based psychologist 

    Ο  Social worker 

    Ο  Pastoral worker 

    Ο  Dietician 

    Ο  Physiotherapist 

    Ο  Lymphedema therapist 

    Ο  Occupational therapist 

    Ο  Other   

     

 If you are working in the outpatient field 

    Ο  General practitioner  

    Ο  Physician with other specialization  

    Ο  Home nurse 

    Ο  Healthcare assistant 

    Ο  Physiotherapist 

    Ο  Occupational therapist 

    Ο  Lymphedema therapist 

    Ο  Dietician 

    Ο  Pharmacist 

    Ο  Ambulatory working psychologist 

    Ο  Centre for well-being and mental health  

    Ο  Health insurance service (social worker,…) 

    Ο  Centre for social welfare (social worker,…) 

    Ο  Other    
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In which phase of the patients’ care pathway do your interventions take place?    
(more options possible)                                   
    Ο around the time of clinical testing and diagnosis 

    Ο between diagnosis and start of treatment 

    Ο during the phase of active treatment (surgery, chemotherapy, radiation,…) 

    Ο during the phase of follow-up and/or after treatment (hormonal therapy or other)  
 

 

 

PSYCHOSOCIAL ASPECTS IN THE CARE FOR CANCER PATIENTS 
All the following questions relate to your personal contact with patients, please answer the questions 

from your personal perspective and not from the perspective or offer of the setting you work. 

 

1. To what extent are the following psychosocial aspects addressed 

during  your contacts with oncology patients? 
  

Never 

 

Sometimes 

 

Often 

 

Always 
 

PSYCHOLOGICAL IMPACT 
    

 

Mentally 

Difficulties with concentration and memory,… 

Thoughts about disease, treatment and recovery. 
Self-appreciation, self-image. 

Resilience, being able to relativize, keep courage 
 

Emotionally 

Anxiety, sadness, anger, impotence,… 
 

Spiritually 

Concerns about the meaning of life, about death and 'life after 
death', satisfaction with life. 

 
 

Ο 

Ο 
Ο 

Ο 
 

Ο 

 

Ο 

 

 
 

Ο 

Ο 
Ο 

Ο 
 

Ο 

 

Ο 

 

 
 

Ο 

Ο 
Ο 

Ο 
 

Ο 

 

Ο 

 

 
 

Ο 

Ο 
Ο 

Ο 
 

Ο 

 

Ο 

 

 

SOCIAL IMPACT 
    

Social roles  

Relationship with partner: 

- Communication 

- Support 

- Sexuality 
 

Relationship with the children: 

- Explaining about the disease 

- Taking care of them 
 

Relations with family members, friends, acquaintances: 

- Telling about the disease 

- Doing things together 

 

Hobbies, leisure activities 

 

Work 

- Keeping the own job 

- Resuming work 

- Searching for a new job 
 

Financial and insurance issues 

 

 

Ο 
Ο 

Ο 

 
 

Ο 

Ο 
 

 

Ο 
Ο 

 

 
Ο 

 

Ο 
 

Ο 

Ο 
 

Ο 

 

 

Ο 
Ο 

Ο 

 
 

Ο 

Ο 
 

 

Ο 
Ο 

 

 
Ο 

 

Ο 
 

Ο 

Ο 
 

Ο 

 

 

Ο 
Ο 

Ο 

 
 

Ο 

Ο 
 

 

Ο 
Ο 

 

 
Ο 

 

Ο 
 

Ο 

Ο 
 

Ο 

 

 

Ο 
Ο 

Ο 

 
 

Ο 

Ο 
 

 

Ο 
Ο 

 

 
Ο 

 

Ο 
 

Ο 

Ο 
 

Ο 
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2. Is the discussion of psychosocial aspects systematically addressed in 

your contacts with the patient? 
Ο  No, this is not part of my car services or follow-up of the patient. 

Ο  Yes, I always ask patients the general question "How are you?" And then they can tell about any     

      difficulties themselves if they want to. 

Ο  Yes, I always ask patients about their well-being regarding various psychosocial aspects:   

      emotional, mental, social, relational. This is done spontaneously and not systematically. 

Ο  Yes, I use a checklist on psychosocial al overall well-being to discuss this systematically.  

Ο  Yes, I ask patients to complete a questionnaire on their psychosocial and overall well-being, I use  

      the results for discussion with the patients in my consultations.  

 

Ο  Other   

…………………………………………………………………………………………………………… 

 

 

3. If psychosocial concerns are discussed in your contacts with patients, 

what kind of support do you offer for concerns in the following areas? 
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se
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In
fo

rm
at
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 b
ro

ch
u
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R
ef
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O
th
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PSYCHOLOGICAL IMPACT 
 

       

 

Mentally 
Difficulties with concentration and memory,… 

Thoughts about disease, treatment and recovery. 

Self-appreciation, self-image. 

Resilience, being able to relativize, keep courage 

 

Emotionally 
Anxiety, sadness, anger, impotence,… 

 

Spiritually 
Concerns about the meaning of life, about death and 
'life after death', satisfaction with life. 

 
 

Ο 

Ο 

Ο 

Ο 

 

 

 

Ο 

 

Ο 

 

 
 

Ο 

Ο 

Ο 

Ο 

 

 

 

Ο 

 

Ο 

 

 
 

Ο 

Ο 

Ο 

Ο 

 

 

 

Ο 

 

Ο 

 

 
 

Ο 

Ο 

Ο 

Ο 

 

 

 

Ο 

 

Ο 

 

 
 

Ο 

Ο 

Ο 

Ο 

 

 

 

Ο 

 

Ο 

 

 
 

Ο 

Ο 

Ο 

Ο 

 

 

 

Ο 

 

Ο 

 

 
 

Ο 

Ο 

Ο 

Ο 

 

 

 

Ο 

 

Ο 

 

 
 

Ο 

Ο 

Ο 

Ο 

 

 

 

Ο 

 

Ο 

 

 

SOCIAL IMPACT 
 

       

      

Social roles  
Relationship with partner: 

- Communication 

- Support 

- Sexuality 

 
 

Ο 

Ο 
Ο 

 
 

Ο 
Ο 

Ο 

 
 

Ο 
Ο 

Ο 

 
 

Ο 
Ο 

Ο 

 
 

Ο 
Ο 

Ο 

 
 

Ο 
Ο 

Ο 

 
 

Ο 
Ο 

Ο 

 
 

Ο 
Ο 

Ο 
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Relationship with the children: 

- Explaining about the disease 

- Taking care of them 

 

Relations with family members, friends, 
acquaintances: 

- Telling about the disease 

- Doing things together 

 

Hobbies, leisure activities 

 

Work 

- Keeping the own job 

- Resuming work 

- Searching for a new job 

 

Financial and insurance issues 

 

 

 
 

Ο 

Ο 
 

 

 
Ο 

Ο 

 
Ο 

 
 

Ο 
Ο 

Ο 

 
Ο 

 

 
 

Ο 

Ο 
 

 

 
Ο 

Ο 

 
Ο 

 
 

Ο 
Ο 

Ο 

 
Ο 

 

 
 

Ο 

Ο 
 

 

 
Ο 

Ο 

 
Ο 

 
 

Ο 
Ο 

Ο 

 
Ο 

 

 
 

Ο 

Ο 
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Ο 
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Ο 
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Ο 
 

 

 
Ο 

Ο 

 
Ο 
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Ο 

 

 
 

Ο 

Ο 
 

 

 
Ο 

Ο 

 
Ο 

 
 

Ο 
Ο 

Ο 

 
Ο 

 

 
 

Ο 

Ο 
 

 

 
Ο 

Ο 

 
Ο 

 
 

Ο 
Ο 

Ο 

 
Ο 

 

 
 

Ο 

Ο 
 

 

 
Ο 

Ο 

 
Ο 

 
 

Ο 
Ο 

Ο 

 
Ο 

 

Specify if you have indicated ‘other’: 

 

……………………………………………………………………………………………………………                                                                                                                  

 

 

 

4. What discipline(s) or initiative(s) do you refer to in the inpatient field 

when patients experience problems in the following life domains? 
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PSY. IMPACT Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Mentally Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Emotionally Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Spiritually Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

SOC. IMPACT Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Social roles Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Relationship with 

partner 
Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 
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Relationship with 
the children 

Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Relations with 

family members, 
friends, 

acquaintances 

Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Hobbies, leisure 

activities 
Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Work Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Financial and 

insurance issues 
Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

 

5. What discipline(s) or initiative(s) do you refer to in the outpatient 

field when patients experience problems in the following life domains? 
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PSY. IMPACT Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Mentally Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Emotionally Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Spiritually Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

SOC. IMPACT Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Social roles Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Relationship with 
partner 

Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Relationship with 

the children 
Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Relations with 

family members, 

friends, 
acquaintances 

Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Hobbies, leisure 

activities 
Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Work Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 

Financial and 

insurance issues 
Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο Ο 
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6. Do you feel like giving enough attention to the psychosocial needs of patients with 

cancer? 
Ο  never 

Ο  sometimes 

Ο  often 

Ο  always 

 

7. In which area (s) do you have the idea that you may be deficient? 
 

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

…………………………………………………………………………………… 
 

8. Are there any other shortcomings or problems (not related to yourself) that you 

experience, that make it difficult to provide appropriate care for patients psychosocial 

needs?  
Ο  yes 

Ο  no 

If yes, which? 
 

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

…………………………………………………………………………………… 
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Appendix 6.3 
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Appendix 6.4 

INTRAMURAL REFERRAL 

 

In the answer-category ‘other’ participants indicated to refer to: palliative support; sexologist; revalidation program; other 
type of cultural/spiritual worker; patients’ family/personal context; brochures; groups for self-help, buddies, or patient 

advocacy.  
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EXTRAMURAL REFERRAL 

 
 

In the answer-category ‘other’  participants indicated to refer to: out-patient mental healthcare; patients’ family/personal 
context; palliative support; groups for self-help, buddies or patient advocacy; specific cultural/spiritual worker; relaxation 

therapist; sexologist; relation therapist; books;  the school of patients’ children or a student’s counselling center; leisure 
organizations; occupational physician; employer; trade union; public employment service; bank or insurance agency; 
notary;  health insurance service; home healthcare service. 
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This chapter is based on: 

Schouten, Bojoura; Bekkering, Geertruida; Vankrunkelsven, Patrick; Mebis, Jeroen; Van Hoof, Elke; 

Hellings, Johan & Van Hecke, Ann (2016) Systematic screening and assessment of psychosocial well-

being and care needs of people with cancer [Protocol]. In: Cochrane Database of Systematic Reviews, 

10 (Art N° CD012387). 

Schouten, Bojoura; Avau, Bert; Bekkering, Geertruida; Vankrunkelsven, Patrick; Mebis, Jeroen; 

Hellings, Johan & Van Hecke, Ann (2016) Systematic screening and assessment of psychosocial well-

being and care needs of people with cancer [Review]. – Under review 

The effect of systematic screening 

and assessment of psychosocial well-

being and care needs in cancer 

patients: A Cochrane Review 
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ABSTRACT   

BACKGROUND  A diagnosis of cancer and related treatments can have a 

significant impact on patients’ physical, and psychosocial well-being. To ensure 

that cancer care addresses all aspects of patients’ well-being, systematic 

screening for distress and supportive care needs is recommended. This could 

support the integration of the psychosocial approach in daily routine, in order to 

achieve holistic cancer care. Moreover, a better match between specific care 

needs of patients with cancer and the organization of cancer care will improve 

patient centeredness of care. 

OBJECTIVES  To examine the effectiveness of screening and assessment of 

psychosocial well-being and care needs on the well-being of cancer patients, and 

to explore the intervention characteristics of these screening and assessment 

interventions. 

SEARCH METHODS  We searched five electronic data bases (CENTRAL, 

MEDLINE, PsycINFO, Embase, CINAHL), and five trial registers (Clinical Trials 

Gov., the National Research Register, the ISRCTN registry, the Dutch trial 

register, and the RePORT Expenditures and Results query tool) from inception to 

December 2016. Additionally, we searched the tables of contents from the 

journals Psycho-Oncology and Supportive Care in Cancer, and the abstract 

proceedings of the IPOS World Congresses from 2010 to 2016, as well as the 

reference lists of all included records, relevant reviews or clinical guidelines, to 

find published and unpublished trials. 

SELECTION CRITERIA  We included randomized controlled trials (RCT) 

and non-randomized controlled trials (NRCT) that studied the effect of screening 

interventions addressing the psychosocial well-being and care needs of cancer 

patients. These interventions could involve self-report of patients with a patient-

reported outcome measure (PROM), or a semi-structured interview with a 

screening interventionist. Only studies measuring (health-related) quality of life 

((HR)QOL), distress, care needs, patient satisfaction, other forms of 

psychosocial well-being (e.g. psychosocial adjustment, marital functioning, 

anxiety), and adverse events were included. 



Chapter 7. A Cochrane Review  

 

179 
 

DATA COLLECTION AND ANALYSIS  For each included study two 

review authors independently extracted the data and assessed methodological 

quality. Study authors were contacted if additional information or data was 

needed. Due to a high level of heterogeneity in included studies, only three were 

included in meta-synthesis. For the remaining 21 studies, the evidence on 

outcomes of interest was included in a narrative synthesis. 

MAIN RESULTS  We included 24 studies involving 6532 participants in the 

review, of which 16 RCT and eight NRCT. We judged five, six, and five RCT to 

have low, high, and unclear risk of bias, respectively. Six NRCT were judged to 

have a serious risk of bias, one to have critical risk of bias, and for one there 

was not enough information to make a judgement. 

Due to large heterogeneity in intervention characteristics, outcome measures 

and time points pooling of all studies was not appropriate. The meta-analysis of 

three studies revealed no beneficial effect of the studied intervention on cancer 

patients’ (HR)QOL, distress or care needs. In the narrative synthesis of the 

remaining 21 studies, limited evidence of a positive effect of the screening on 

(some subdomains of) cancer patients’ (HR)QOL was found in seven studies, on 

their distress in two studies, on care needs in two studies, on patients’ 

satisfaction in one study. However, negative effects were also observed. In one 

study patients’ (HR)QOL was lower in the intervention condition, compared to 

the control condition. In one study intervention patients experienced more 

distress. Intervention patients’ satisfaction (for some subdomains) was lower 

than in the control condition of one study, and in one study they expressed 

relatively more needs. In none of the studies an effect on other domains of 

patients’ psychosocial well-being was found. 

In the studies where some effects could be identified, no recurring relationships 

were found between intervention characteristics and effectiveness of screening 

interventions. 

AUTHORS' CONCLUSIONS  The evidence found with this systematic 

review does not support the effectiveness of screening and assessment of 

psychosocial well-being and care needs on cancer patients’ well-being, neither 

on the intervention characteristics that could be determinative in the 

effectiveness of the intervention.  
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PLAIN LANGUAGE SUMMARY  

Systematic screening and assessment of psychosocial 

well-being and care needs of people with cancer. 

Although cancer is a medical condition, the disease and related treatments can 

affect the physical, psychological, emotional, sexual, social, practical and 

occupational functioning of patients’ and their relatives. The experienced 

problems and care needs have a strong individual variation, and can occur in the 

short and/or long term. In order to address the biopsychosocial impact on 

patients’ well-being, cancer care should be comprehensive, with an integration 

of psychosocial concerns in follow-up. In order to achieve this ‘Cancer Care for 

the Whole Patient’, as the leading Institute Of Medicine named it, focusing on 

patients’ distress and supportive care needs was recommended. Simultaneously 

guidelines on systematic screening for distress were written, and efforts were 

made to implement this intervention in studies and clinical practice. As a result 

several adjustments in healthcare delivery were found (e.g. increased detection 

of, communication on, and referral for psychosocial concerns). It’s assumed that 

this systematic screening or assessment will also benefit patients’ well-being. To 

verify this assumption, this systematic review was conducted with the objective 

to examine the effectiveness of screening and assessment of psychosocial well-

being and care needs on the well-being of cancer patients, and to explore 

characteristics of the intervention.  

We found 16 RCT and eight NRCT to be eligible for inclusion in this review. 

These 24 studies involved 6532 adult cancer patients. With only five studies 

receiving a low risk of bias judgement the overall quality of evidence was 

limited. Individual study results showed some beneficial effects of the screening 

interventions on subdomains of health-related quality of life (HR)QOL, on 

distress, on care needs, and on patient satisfaction. However, negative effects 

on (HR)QOL, care needs, and patient satisfaction were as well observed in some 

studies. There was a large variation in screening content ((HR)QOL, distress, 

care needs, psychosocial and physical well-being), mode of screening (patient 

reported outcome measure or screening interventionist), timing and frequency 

of screening (1 to 12 times), outcome measures, and outcome time points. Only 

three studies could be included in the meta-analysis, which did not detect a 

beneficial effect of the intervention of interest. 
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In conclusion, the good-quality evidence in this area is limited. However, the 

evidence found with this review does not support the effectiveness of screening 

and assessment of cancer patients’ psychosocial well-being and care needs. 

More research is needed. We recommend for future studies to work with core 

outcome sets (COS) to stimulate homogeneity in outcomes, to use intervention 

description guidelines (e.g. TIDieR, CReDECI 2) to increase the possibility of 

replication, and to combine subjective PRO outcomes with objective outcomes. 

Potentially, studies focusing on subpopulations with elevated risk of high levels 

of QOL disruption, distress, and care needs, may give clearer insights into the 

effectiveness of the interventions of interest in this review. 
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BACKGROUND   

Description of the condition   

Cancer is one of the leading causes of mortality and morbidity worldwide. 

According to the latest global statistics, there were 14.1 million new cancer 

cases in 2012 and this number is expected to increase to 24 million by 2035 [1]. 

Cancer accounted for 8.2 million deaths in 2012. With the increase of more 

successful therapeutic approaches, life expectancy of cancer patients is 

increasing, resulting in a growing population of cancer patients and survivors. In 

2012, there were 32.6 million people living with cancer (within five years of 

diagnosis) worldwide [1]. 

Cancer and related treatments have a biopsychosocial impact on patients’ health 

and well-being. Cancer patients may experience physical consequences such as 

pain, hair loss, nausea, weight gain/loss, fatigue, and sleeping difficulties 

varying from short to long term in nature [8, 9, 10]. Their psychosocial health is 

put to the test by emotional distress, fear of recurrence, memory changes, 

worries about the well-being of relatives, sexual problems, social issues, 

employment and financial difficulties, often resulting in supportive care needs 

[11, 15, 16, 17, 18]. 

The term ‘Psychosocial well-being’ is used in this review as an umbrella term 

comprising the experience of psychological, emotional, cognitive, spiritual, 

existential, relational, familial and social role functioning of a person. In clinical 

practice and research, the psychosocial well-being of patients, or the disruption 

of it, is measured on the basis of these components and with the degree to 

which supportive care needs are experienced. It is often also conceptualized and 

measured as a whole in terms of ‘Quality of Life’ (QOL) [30], ‘Health-Related 

Quality of Life’ (HRQOL) [100, 138], or ‘distress’ [41]. The resulting ‘care needs’ 

can be defined as “the requirement of some action or resource in care that is 

necessary, desirable, or useful to attain optimal well-being” for the person 

[115]. 

Depending on the studies and participating populations, the prevalence of 

distress within cancer patients varies from 35% to 55% [8]. The experienced 

distress can result in supportive care needs with a high individual variability for 

all life domains, ranging from 1% to 93% patients who desire extra support 
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[130]. Thus, cancer patients who experience high levels of distress or 

psychosocial burden do not necessarily desire extra supportive care. We believe, 

this is an important finding that indicates the need of a quality cancer care that 

is organized and driven by patient-centered initiatives in order to spend the 

limited healthcare budgets as efficiently as possible. 

In order to address the biopsychosocial impact on patients’ well-being, cancer 

care should be comprehensive, as well as integrating psychosocial concerns in 

follow-up [38, 185]. The Institute of Medicine (IOM) stated that care should be 

patient-centered, respectful of, and responsive to, patients’ experiences, needs, 

preferences and values, and that patients’ input on these should guide all clinical 

decisions [33]. National cancer plans were launched to integrate the 

psychosocial approach in cancer care [55], and routine screening of distress and 

needs is recommended as good practice across international cancer systems and 

in guidelines [38, 40, 42, 43, 44, 110, 111]. 

 

Description of the intervention   

In this review, the intervention of interest is screening and assessment of 

psychosocial well-being and care needs in cancer patients. A literature search 

showed wide variation in screening terms and definitions, as well as in the scope 

of the used instruments, the timing of assessment and the participants [46, 186, 

187]. We defined screening of psychosocial well-being as a concise 

measurement of psychosocial well-being using a patient-reported outcome 

measure (PROM), or a structured interview. An assessment was seen as a more 

extended or profound form of screening. 

 

How the intervention might work   

Screening for distress and supportive care needs in cancer care is primarily 

recommended to integrate the psychosocial topic in daily routine to achieve 

‘Cancer Care for the Whole Patient’ [38]. This screening and assessment of 

psychosocial well-being and care needs can stimulate (1) detection of, (2) 

communication on, and (3) tailored referral for psychosocial concerns [114, 188, 

189], increasing the chance that patients with psychosocial difficulties receive 

the appropriate treatment to support them. If the application of interventions for 

screening and assessment of patients’ psychosocial well-being and care needs 
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contributes to a more efficient and effective healthcare delivery, it is expected 

that it consequently can improve cancer patients’ well-being [190, 191]. 

Likewise, actively querying patients’ experiences and needs could stimulate 

patients to fulfil a more active role in their own care trajectory [192]. This 

induces the patient-centeredness that is needed to create a good match 

between patients’ care needs and the delivered care. Comprehensiveness, 

efficiency, and patient-centeredness are essential components in achieving high-

quality cancer care [161, 193]. 

 

Why it is important to do this review   

Several Cochrane systematic reviews focused on the effect of psychological and 

psychosocial interventions for cancer patients [194, 195, 196, 197]. However, 

results were inconclusive. A significant variation in participants, mode of 

intervention delivery, discipline of the involved care professionals and 

intervention content was observed [194, 197]. To respond to these findings, we 

chose to focus on a specific type of psychosocial intervention, namely the 

screening and assessment of patients’ psychosocial well-being and care needs. It 

is expected that these interventions bring an added value to the organization of 

health care, and have a positive impact on the well-being of patients. This type 

of screening in cancer care is widely recommended. However, this is often based 

on consensus of professionals and policy makers. The existence of evidence-

based data, collected in earlier reviews, seemed to be scarce and was quite 

often contradictory [46, 187, 198]. 

Thus, the question remained whether systematic screening and assessment of 

psychosocial well-being and care needs has a positive effect on cancer patients’ 

well-being. We are aware that there are many factors that contribute to the 

psychosocial well-being and care needs of cancer patients. Both patients’ socio-

demographic, as well as medical characteristics such as age, gender, 

socioeconomic and other social factors, health status , tumor and treatment type 

are important [15, 153, 154, 199, 200]. We assume that the characteristics of 

care interventions as well can have an important role. Therefore, we also 

explored the characteristics of psychosocial screening and assessment 

interventions that were implemented in international practice and research. This 

with the assumption that it could provide insights in the extent to which 
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differences in these characteristics contributed to the effect that the screening 

interventions had on the psychosocial well-being and care needs of the target 

audience. Consequently, we addressed the following two research questions in 

this systematic review: 

 What is the effect of screening and assessment of psychosocial well-being 

and care needs on the well-being of people with cancer? 

 What are important intervention characteristics in screening and 

assessment of cancer patients’ psychosocial well-being and care needs? 

We expected this systematic review to add value compared to earlier reviews on 

this topic and related topics. Firstly, we relied on a more extensive collection of 

sources for the search of studies. Secondly, we included randomized clinical 

trials (RCT) as well as non-randomized controlled trials (NRCT). RCT designs are 

seen as the most reliable and bias-resistant research designs, and several of 

previous reviews have only focused on this type of study design. However, the 

nature of the clinical field and interventions make it hard to only evaluate 

evidence with RCT [201]. Thirdly, in our search strategy we focused on a wide 

range of outcomes that are used in research focusing on patients’ psychosocial 

well-being, wider than some other reviews. Fourthly, we did not only focus on 

the final effect of the specific psychosocial screening and assessment 

interventions. Like Ranchor and colleagues [202], we intended to describe the 

specific characteristics and components of these interventions (e.g. the 

instruments used, the procedures undertaken, the conditions set, as well as the 

care professionals that are involved in the intervention). Fifthly, calls for 

screening intervention research [46] and study protocol papers [203] suggested 

that there would be more recent evidence-based data. 

This systematic review provides a complete summary of international studies on 

this topic, relevant for research, policy and practice. Shortcomings in research 

were identified and provide information for future research into the composition 

of, or conditions for effective screening and assessment of psychosocial well-

being and care needs. Policy makers can be provided with comprehensive 

evidence-based data. Likewise, the findings of studies in this review clarify the 

effects or value of psychosocial screening and assessment for clinical practice. 
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OBJECTIVES   

 To assess the effectiveness of screening and assessment of psychosocial 

well-being and care needs on the well-being of cancer patients. 

 To explore the intervention characteristics of these screening and 

assessment interventions (interventionists, instruments, procedures, 

implementation conditions). 

 

 

METHODS   

Criteria for considering studies for this review   

We included studies described in English, French and Dutch. Publication status 

was not an exclusion criterion. 

 

Types of studies   

We included RCT on screening interventions. RCT are considered as the golden 

standard to evaluate intervention effects. However, RCT are often not available 

to address questions about the effects of health system interventions and 

implementation strategies, due to the nature of the field [201]. Consequently, 

we also included NRCT, such as controlled before-after studies (CBAs), 

interrupted-time-series studies (ITS), repeated measures studies (RMS) and 

historically-controlled studies (HCTs). 

 

Types of participants   

Adult cancer patients, at any time point of their care trajectory (at diagnosis, in 

active treatment, at completion of treatment, in follow-up or survivorship) were 

included. We excluded research literature specifically on children, teenagers and 

adolescents. The minimum age was 18 years. References were excluded when 

the study authors appointed their study population specifically with the term 

‘children’, 'teenagers', 'adolescents', or related terms. 

 

Types of interventions   

In this review, the intervention of interest was the screening and assessment of 

psychosocial well-being and care needs in cancer patients. The term 
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‘psychosocial’ screening and assessment in this review should be interpreted in 

terms of screening and assessment of psychosocial, psychological, emotional or 

social well-being, quality of life, distress, anxiety or depression, or supportive 

care needs. 

We expected to find studies that focused on the evaluation of rather solitary or 

simple screening interventions (e.g. PROM- or face-to-face-screening, followed 

by availability of screening-results for healthcare professionals with no further 

instructions), and to find studies with screening or assessment interventions that 

were part of a larger intervention combining the screening with co-interventions 

actively using the screening results (e.g. PROM- or face-to-face-screening, 

followed by use of screening results according to previously described guidelines 

on results discussion, interdisciplinary referral, computer generated care 

algorithms,…).  

The studies of interest at least had to compare a psychosocial screening or 

assessment condition with a standard care condition. We considered standard 

care as the condition which is described by the study authors as ‘standard care’ 

or ‘usual care', and did not contain any form of screening or assessment of 

psychosocial well-being and care needs 

Interventions that reported only combined outcomes after screening plus more 

complex interventions (e.g. therapy, coaching, full care pathways or care 

programs) were excluded, as it would be impossible to disentangle the effects of 

screening from the full intervention. 

 

Types of outcome measures   

Outcomes had to be collected with self-report questionnaires, and potentially 

through interviews with use of PROM. 

 

Primary outcomes   

Cancer patients’ psychosocial well-being and care needs had to be measured in 

terms of: 

 (HR)QOL: e.g. measured with the European Organization for Research 

and Treatment of Cancer Quality of Life Questionnaire Core 30 (EORTC-

QLQ-C30) [100], or the Short Form Health Survey (SF-36) [204]; 
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 Distress: e.g. measured with the Hospital Anxiety and Depression Scale 

(HADS) [91]; the Beck Depression Inventory (BDI) [205], or the 

Distress Thermometer (DT) [101]; 

 Supportive care needs: e.g. measured with the Supportive Care Needs 

Survey (SCNS) [115], or the Cancer Survivors' Unmet Needs measure 

(CaSUN) [206]. 

 Adverse events: overburdening of patients by screening procedures, or 

induced fear or stress by discussing potential concerns and care needs 

with patients who normally might prefer to use an avoidance-coping 

strategy. 

 

Secondary outcomes   

 Psychosocial well-being measured by contributing components, defined 

by study authors as follows: cognitive, emotional, psychological, social 

or spiritual well-being; mental health; and symptoms of anxiety or 

depression’. 

 Patients’ satisfaction: e.g. measured with the EORTC cancer in-patient 

satisfaction with care measure (EORTC IN-PATSAT32) [207, 208], or the 

Patient Satisfaction and Quality in Oncological Care (PASQOC) [209, 

210]. 

 

Search methods for identification of studies   

To identify records for inclusion in this systematic review, we used several 

resources.   

 

Electronic searches   

The following databases were searched from their inception to 16th November 

2016: 

 The Cochrane Central Register of Controlled Trials (CENTRAL);  

 MEDLINE (through Ovid); 

 PsycINFO (through Ovid); 

 Embase (through Ovid); 

 CINAHL (through EBSCO); 
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The search strategies consisted of a combination of controlled vocabulary and 

free text terms for ‘cancer’, ‘care model’, ‘psychosocial’, ‘screening’ and 

‘assessment’. The initial search strategy was developed for MEDLINE, and was 

subsequently adjusted for the other databases (Appendix 7.1.). 

 

Searching other resources   

Reference lists 

We screened reference lists of all included records, as well as reference lists of 

relevant reviews or clinical guidelines for relevant records. 

 

Focused literature search 

We searched the tables of contents of the last six years (2010 to 2016) in the 

journals Psycho-Oncology and Supportive Care in Cancer. 

 

Trial registers 

We also searched the following trial registers in an attempt to identify 

unpublished screening studies: Clinical Trials Gov. (https://clinicaltrials.gov), the 

National Research Register (http://webarchive.nationalarchives.gov.uk); the 

ISRCTN registry (http://www.isrctn.com/), the Dutch trial register (NRT) 

(http://www.trialregister.nl/trialreg/index), and the RePORT Expenditures and 

Results (RePORTER) query tool (http://report.nih.gov). These registers were 

consulted with a search combining ‘cancer’ with ‘care model’, ‘psychosocial’ and 

‘screening’ or ‘assessment’ (Appendix 7.2.). 

 

Conference abstracts 

We searched relevant research initiatives presented on the World Congress of 

Psycho-Oncology by screening the abstract proceedings of the World Congresses 

organized from 2010 to 2016. This search, and the trial registers search were 

introduced to minimize the risk of publication bias. 

 

Data collection and analysis   

Data collection and analysis was carried out in accordance with the guidelines 

published in the Cochrane Handbook for Systematic Reviews of Interventions 

[211]. 
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Selection of studies   

All records retrieved from the electronic search in the databases, were imported 

in Covidence, systematic review software developed in collaboration with 

Cochrane (Covidence systematic review software, Veritas Health Innovation, 

Melbourne, Australia. Available at www.covidence.org), and duplicates were 

removed. Two review authors independently screened titles and abstracts for 

relevancy (BS paired by AVH, BA, TB, JM, PV). Two review authors inspected the 

full texts of the relevant records independently (BS paired by AVH or BA), to 

judge on the eligibility according to the inclusion and exclusion criteria. Reasons 

for exclusion were documented. Possible cases of disagreement between the two 

review authors were resolved by discussion or by involving a third independent 

review author (AVH or BA). We included a PRISMA flow-diagram in the results 

section to display the screening process [212]. 

 

Data extraction and management   

Two review authors (BS, paired by AVH and BA) independently extracted data 

from the included studies. Hereto, a data extraction file was constructed in 

accordance with the checklist proposed by Cochrane [211] and the CReDECI 2-

guideline [213] (Appendix 7.3.). Where possible, the following data was 

obtained from every study: 

 Study information: authors, publication year, source of publication, 

funding of studies and any conflicts of interest reported by authors; 

 Methods: study design, study duration; 

 Participants: country of recruitment, description of patient population, 

setting of recruitment, inclusion criteria, exclusion criteria; 

 Intervention: type of randomization, aim of the study, content of 

screening or assessment, interventionist or executor of the concrete 

screening intervention, description of the screening or assessment 

intervention procedure (defined as ‘solitary screening intervention’ or 

‘screening intervention with co-intervention to use screening results’ 

added with a description of the intervention procedure), conditions for 

intervention implementation (e.g. necessary equipment for the screening, 

training for involved professionals, developed guidelines or handbooks, 

care or referral protocols, scheduled inter- or multidisciplinary meetings), 
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theoretical basis of the studied screening or assessment intervention, 

description of the procedure for the comparative condition(s), protocol 

adherence, length of follow-up; 

 Outcomes: primary and secondary outcome(s) defined by study authors, 

outcome time points; 

 Study results: sample size, number of participants on which the analysis 

is based, mean age of sample, ratio of gender in sample, results of 

primary outcomes relevant to the review focus, results of secondary 

outcomes relevant to the review focus; 

 Review authors’ conclusion: conclusion on the results of the primary and 

secondary outcomes belonging to the scope of this review;  

 Evaluation of potential bias: sample size calculation, sequence generation, 

allocation concealment, blinding of personnel and patients, blinding of 

outcome assessors, completeness of outcome data, reporting on outcome 

data, other sources of bias. 

In case of disagreement, discussion took place to reach consensus, or an 

additional review author was involved (AVH or BA). When any of the record 

information was missing or unclear, BS made multiple attempts to contact the 

study authors to obtain further details. 

 

Assessment of risk of bias in included studies   

RANDOMISED STUDIES (RCT) 

Two review authors (BS, paired by AVH and BA) independently assessed the risk 

of bias of included RCT by using Cochrane's tool for assessing the risk of bias 

[211]. Each of the domains of potential bias were labelled as ‘high risk’, ‘low 

risk’ or ‘unclear risk’. Possible disagreements between the two review authors 

were resolved by discussion or involvement of a third review author (AVH or 

BA). 

We based the overall bias judgement of included RCT on the following three 

domains of Cochrane's tool for assessing the risk of bias [211]: ‘adequate 

sequence generation’, ‘blinding of outcome assessors’, and ‘selective outcome 

reporting’. In case of low risk on all of these domains, the RCT was labelled as a 

‘low-risk study’. In case of high risk on one of these domains, the RCT was 

labelled as a ‘high-risk study’. We indicated that the risk of bias in a study was 
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‘unclear’ if there was no clear information on the risk of bias for one or more key 

domains, but no high risk for any domain. 

 

Selection bias 

Sequence generation 

We assessed the method used to allocate participants to the conditions to check 

whether it could produce comparable groups. We assessed the methods as ‘low 

risk’ if random components were used (coin-tossing; throwing dice; random 

computer assignment), ‘high risk’ if allocation was predictable (alternation; 

assignment based on date of birth; case record number and date of 

presentation), or ‘risk unclear’ if there was insufficient information to judge 

sequence generation. 

 

Allocation concealment 

We evaluated the methods used to conceal the allocation sequence to determine 

whether condition allocation could be foreseen. We labeled methods as ‘low risk’ 

if allocation could not have been foreseen (central or telephone randomization; 

consecutively numbered sealed envelopes), ‘high risk’ if it could have been 

foreseen (printed lists of computer randomized allocation; unsealed envelopes; 

date of birth ), or ‘unclear risk’ if there was insufficient information to judge 

allocation concealment. 

 

Performance bias 

We assessed the methods used, if any, for blinding of study participants and 

personal from knowledge of the received intervention. These were assessed as 

‘low risk’ (participants and personnel blinded, or if we judged that not blinding 

could not have affected the results), ‘high risk’ (no or incomplete blinding), or 

‘unclear risk’ if there was insufficient information on potential blinding. 

 

Detection bias 

All outcomes in the scope of this review were subjective outcomes queried with 

self-report measures or in interviews, and thus -strictly seen- were sensitive to 

potential bias (influence of social desirability in answering). However, there were 

differences between studies in the efforts made to blind interviewers or other 
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outcome assessors, to prevent an extra person inducing potential bias by 

knowledge of condition allocation. And so we used this domain of detection bias 

to evaluate the blinding of outcome assessors from knowledge of condition 

allocation. Methods were labelled as ‘high risk’ (outcome assessor was familiar 

with the intervention the participant received), ‘low risk’ (outcome assessor not 

aware of the intervention the participant received, or outcomes were retrieved 

by self-report of patients), or ‘unclear risk’ if there was insufficient information 

to assess potential detection bias. 

 

Attrition bias 

We assessed the amount, nature, or handling of incomplete data to assess the 

attrition bias. We assessed methods as ‘low risk’ (e.g. no missing outcome data; 

missing outcome data balanced across groups), ‘high risk’ (e.g. missing data for 

one or more of the primary outcome measures, numbers or reasons for missing 

data unbalanced across groups), or ‘risk unclear’ if there was insufficient 

information to asses potential attrition bias. We felt the need to determine a cut-

off for judging drop-out rates to be high or low. In reference to the literature we 

chose to judge rates above 15% as ‘high dropout rate’ [214, 215], resulting in 

high risk of attrition bias. 

 

Reporting bias 

We evaluated the data that support the assessment of selective outcome 

reporting. For this domain, we coded studies as ‘low risk’ (study protocol is 

available and all of the study’s pre-specified outcomes are reported in a pre-

specified way, or the study protocol is not available, but it is clear that all the 

published reports include all expected outcomes including those that were pre-

specified), ‘high risk’ (not all the pre-specified primary outcomes have been 

reported), or ‘unclear risk’ (insufficient information to evaluate reporting bias). 

 

NON-RANDOMISED CONTROLLED TRIALS (NRCT) 

Two review authors (BS, paired by AVH and BA) independently assessed the risk 

of bias of the included NRCT by using the Cochrane tool for bias assessment in 

NRCT, the Risk Of Bias In Non-randomized Studies - of Interventions (ROBINS-
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I) [216]. With the ROBINS-I, studies were assessed for their risk of bias on the 

following seven domains: 

 Bias due to confounding; 

 Bias in selection of participants into the study; 

 Bias in classification of interventions; 

 Bias due to deviations from intended intervention; 

 Bias due to missing data; 

 Bias in measurement of outcomes; 

 Bias in selection of the reported result. 

 

 

Table 1. Reaching risk of bias judgements in ROBINS-I: pre-intervention and 
at-intervention domains 

Judgement  Bias due to 
confounding  

Bias in selection of 
participants into the study  

Bias in classification 
of interventions  

Low risk of 

bias (the 

study is 

comparable 

to a well-

performed 

RCT with 

regard to this 
domain). 

No confounding 

expected. 

All participants who would have 

been eligible for the target trial 

were included in the study and 

start of follow-up and start of 

intervention coincide for all 

participants. 

Intervention status is well-

defined and based solely on 

information collected at the 

time of intervention 

Moderate risk 
of bias (the 

study is 

sound for a 

NRCT with 

regard to this 

domain but 

cannot be 

considered 

comparable 
to a well-

performed 

RCT.) 

Confounding 
expected, all 

known important 

confounding 

domains 

appropriately 

measured and 

controlled for; 

and 

reliability and 
validity of 

measurement of 

important 

domains were 

sufficient, such 

that we do not 

expect serious 

residual 

confounding. 

Selection into the study may have 
been related to intervention and 

outcome, but the authors used 

appropriate methods to adjust for 

the selection bias; 

or 

start of follow-up and start of 

intervention do not coincide for all 

participants, but (a) the 

proportion of participants for 
which this was the case was too 

low to induce important bias; (b) 

the authors used appropriate 

methods to adjust for the 

selection bias; or (c) the review 

authors are confident that the 

rate (hazard) ratio for the effect 

of intervention remains constant 

over time. 

Intervention status is well-
defined but some aspects of 

the assignments of 

intervention status were 

determined retrospectively. 

Serious risk 

of bias (the 
study has 

some 

important 

problems). 

Switches in 

treatment, co-
interventions, or 

problems with 

implementation 

fidelity are 

apparent and 

are not adjusted 

for in the 

analyses. 

Proportions of missing participants 

differ substantially across 
interventions; 

or 

reasons for missingness differ 

substantially across interventions; 

and 

missing data were addressed 

inappropriately in the analysis; 

or 

the nature of the missing data 

The methods of outcome 

assessment were not 
comparable across 

intervention groups; 

or 

the outcome measure was 

subjective (i.e. likely to be 

influenced by knowledge of 

the intervention received by 

study participants) and was 

assessed by outcome 
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means that the risk of bias cannot 

be removed through appropriate 

analysis. 

assessors aware of the 

intervention received by 

study participants; 

or 
error in measuring the 

outcome was related to 

intervention status. 

Critical risk of 

bias (the 

study is too 

problematic 

to provide 

any useful 

evidence on 

the effects of 
intervention). 

Substantial 

deviations from 

the intended 

intervention are 

present and are 

not adjusted for 

in the analysis. 

(Unusual) There were critical 

differences between interventions 

in participants with missing data 

that were not, or could not, be 

addressed through appropriate 

analysis. 

The methods of outcome 

assessment were so 

different that they cannot 

reasonably be compared 

across intervention groups. 

No 

information 

on which to 

base a 

judgement 

about risk of 

bias for this 

domain. 

No information 

is reported on 

whether there is 

deviation from 

the intended 

intervention. 

No information is reported about 

missing data or the potential for 

data to be missing. 

No information is reported 

about the methods of 

outcome assessment. 

Source: Sterne 2016. 

 

 

'Risk of bias' judgements led to labelling the studies on these domains as ‘critical 

risk’, ‘serious risk’, ‘moderate risk’, ‘low risk’ or ‘no information’. Potential risk of 

bias for the pre-intervention and at-intervention domains this is displayed in 

Table 1. Table 2 shows the way to reach 'Risk of bias' judgements for post-

intervention domains. Possible disagreements between the two review authors 

were resolved by discussion or involvement of a third review author (AVH or 

BA). 

 

 

Table 2. Reaching risk of bias judgements in ROBINS-I: post-intervention 
domains 

Judgement 

Bias due to 
dev.                
from 

intended 
interv. 

Bias due to 
missing data 

Bias in 
measurement                         
of outcomes 

Bias in 
selection                                  

of the 
reported 

result 
Low risk of 

bias (the 
study is 

comparable 

to a well-

performed 

RCT with 

regard to this 

domain). 

No bias due to 

deviation from 
the intended 

intervention is 

expected, for 

example, if 

both the 

intervention 

and 

Data were 

reasonably 
complete; 

or 

proportions of and 

reasons for missing 

participants were 

similar across 

intervention groups; 

The methods of 

outcome assessment 
were comparable 

across intervention 

groups; 

and 

the outcome measure 

was unlikely to be 

influenced by 

There is clear 

evidence (usually 
through 

examination of a 

pre-registered 

protocol or 

statistical 

analysis plan) 

that all reported 
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comparator are 

implemented 

over a short 

time period, 
and 

subsequent 

interventions 

are part of 

routine medical 

care, or if the 

specified 

comparison 

relates to 
initiation of 

intervention 

regardless of 

whether it is 

continued. 

or 

analyses that 

addressed missing 

data are likely to 
have removed any 

risk of bias. 

knowledge of the 

intervention received 

by study participants 

(i.e. is objective) or 
the outcome assessors 

were unaware of the 

intervention received 

by study participants; 

and 

any error in measuring 

the outcome is 

unrelated to 

intervention status. 

results 

correspond to all 

intended 

outcomes, 
analyses and 

sub-cohorts. 

Moderate risk 

of bias (the 

study is 

sound for a 

NRCT with 

regard to this 
domain but 

cannot be 

considered 

comparable 

to a well-

performed 

RCT). 

Bias due to 

deviation from 

the intended 

intervention is 

expected, and 

switches, co-
interventions, 

and some 

problems with 

intervention 

fidelity are 

appropriately 

measured and 

adjusted for in 

the analyses. 

Alternatively, 
most (but not 

all) deviations 

from intended 

intervention 

reflect the 

natural course 

of events after 

initiation of 

intervention. 

Proportions of 

missing participants 

differ across 

interventions; 

or 

reasons for 
missingness differ 

minimally across 

interventions; 

and 

missing data were 

not addressed in 

the analysis. 

The methods of 

outcome assessment 

were comparable 

across intervention 

groups; 

and 
the outcome measure 

is only minimally 

influenced by 

knowledge of the 

intervention received 

by study participants; 

and 

any error in measuring 

the outcome is only 

minimally related to 
intervention status. 

The outcome 

measurements 

and analyses are 

consistent with 

an a priori plan; 

or are clearly 
defined and both 

internally and 

externally 

consistent; 

and 

There is no 

indication of 

selection of the 

reported analysis 

from among 
multiple 

analyses; 

and 

there is no 

indication of 

selection of the 

cohort or 

subgroups for 

analysis and 
reporting on the 

basis of the 

results. 

Serious risk 

of bias (the 

study has 

some 

important 

problems). 

Switches in 

treatment, co-

interventions, 

or problems 

with 

implementation 

fidelity are 

apparent and 
are not 

adjusted for in 

the analyses. 

Proportions of 

missing participants 

differ substantially 

across 

interventions; 

or 

reasons for 

missingness differ 
substantially across 

interventions; 

and 

missing data were 

addressed 

inappropriately in 

the analysis; 

or 

the nature of the 

missing data means 
that the risk of bias 

cannot be removed 

The methods of 

outcome assessment 

were not comparable 

across intervention 

groups; 

or 

the outcome measure 

was subjective (i.e. 
likely to be influenced 

by knowledge of the 

intervention received 

by study participants) 

and was assessed by 

outcome assessors 

aware of the 

intervention received 

by study participants; 

or 
error in measuring the 

outcome was related 

Outcome 

measurements or 

analyses are 

internally or 

externally 

inconsistent; 

or 

there is a high 
risk of selective 

reporting from 

among multiple 

analyses; 

or 

the cohort or 

subgroup is 

selected from a 

larger study for 

analysis and 
appears to be 

reported on the 
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through appropriate 

analysis. 

to intervention status. basis of the 

results. 

Critical risk of 

bias (the 

study is too 
problematic 

to provide 

any useful 

evidence on 

the effects of 

intervention). 

Substantial 

deviations from 

the intended 
intervention 

are present 

and are not 

adjusted for in 

the analysis. 

(Unusual) There 

were critical 

differences between 
interventions in 

participants with 

missing data that 

were not, or could 

not, be addressed 

through appropriate 

analysis. 

The methods of 

outcome assessment 

were so different that 
they cannot 

reasonably be 

compared across 

intervention groups. 

There is evidence 

or strong 

suspicion of 
selective 

reporting of 

results, and the 

unreported 

results are likely 

to be 

substantially 

different from the 

reported results. 

No 

information 
on which to 

base a 

judgement 

about risk of 

bias for this 

domain. 

No information 

is reported on 
whether there 

is deviation 

from the 

intended 

intervention. 

No information is 

reported about 
missing data or the 

potential for data to 

be missing. 

No information is 

reported about the 
methods of outcome 

assessment. 

There is too little 

information to 
make a 

judgement (for 

example, if only 

an abstract is 

available for the 

study). 

Source: Sterne 2016. 

 

 

As prescribed in the manual of the ROBINS-I, we labelled a NRCT as a ‘low-risk 

study’ if the study was judged to be at low risk of bias for all domains; as a 

‘moderate-risk study’ if the study was judged to be at low or moderate risk of 

bias for all domains; as a ‘serious-risk study’ if the study was judged to be at 

serious risk of bias in at least one domain, but not at critical risk of bias in any 

domain; as a ‘critical risk study’ if the study was judged to be at critical risk of 

bias in at least one domain; and we indicated that there was ‘no information on 

a NRCT‘ if there was no clear indication that the study was at serious or critical 

risk of bias, and there was a lack of information in one or more key domains. 

For the NRCT, we checked if covariance analyses were performed. Doing this, 

there was a correction of the results in function of potential influences from 

other variables than the intervention of interest, and the risk of bias in results 

was reduced. 

 

Measures of treatment effect   

Continuous data of similar measures were analyzed with the mean difference 

(MD) and used standardized mean difference (SMD) when measures were 

different. For dichotomous data, we used risk ratio (RR) for presentation of 

results. The method for handling ordinary scales depended on the length of the 

scale. We used the RR for scales that could be dichotomized, and for five-point 
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Likert scales or longer, we calculated the MD. For all measures of treatment 

effect, we determined the 95% confidence intervals (CIs). 

According to the recommendations in the Cochrane Handbook of Systematic 

Reviews of Interventions [211], we have corrected the direction of the scales in 

case similar outcomes were reported with different scales, but with a different 

direction of magnitude. This allowed correct meta-analyses, and facilitated 

interpretation of data presented in an evidence summary in case meta-analyses 

were not possible. The symptom subscales of the quality of life tools FLIC 

(Functional Living Index-Cancer), SF-36, FACT-C (Functional Assessment of 

Cancer Therapy-Colorectal) and PCQoL (Prostate Cancer-Related Quality of Life 

Scales) all represent less symptoms with higher scores, while the EORTC 

symptom subscales represent more symptoms with higher scores. Therefore, 

the reported symptom scales of the EORTC were adjusted by subtracting the 

reported score from the maximal score possible (100). We made similar 

adjustments to two scales used for measuring psychosocial well-being: the 

Locke-Wallace marital adjustment scale (LWMAS) (reported data subtracted 

from the maximal score of 158) and the Dyadic Adjustment Scale (DAS) 

(reported data multiplied by -1, as data were presented as a change from 

baseline). 

 

Unit of analysis issues   

If possible cluster-RCT was used to examine the effect of screening and 

assessment on the psychosocial well-being and care needs of cancer patients. In 

the meta-analysis that was conducted, the results were analyzed together with 

the results from the individually-randomized trial after adjustment of the sample 

sizes as described in the Cochrane Handbook of Systematic Reviews of 

Interventions [211]. For this purpose, an estimate of the intra-cluster correlation 

coefficient (ICC) was used, preferably from a similar trial. If no such estimate 

was available, a conservative ICC of 0.05 was used. We assessed the impact of 

cluster-RCT on the results in a sensitivity analysis if applicable. 

 

Dealing with missing data   

Dropout rates of all included studies were evaluated if possible. In case of 

ambiguity or incompleteness of data, one of the authors (BA) undertook multiple 
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attempts to contact the study authors for additional information. In the absence 

of response, the lack of data for the Evidence Summary (Appendix 7.8.) was 

indicated with N/A (not available) and N/E (not estimable). 

 

Assessment of heterogeneity   

In concordance with the Cochrane guidelines we decided to only perform a 

meta-analysis when a group of studies was sufficiently homogeneous to provide 

a meaningful summary; if not we decided to perform a narrative data synthesis. 

In our meta-analysis, we used the Chi2 test included in the forest plots to 

examine heterogeneity in intervention effects. We calculated the I2 statistic to 

quantify inconsistency of the observed effects. With this, the percentage of the 

variability in effect estimates that is due to heterogeneity rather than sampling 

error (chance) was calculated. We adopted the guide for interpretation 

suggested by the Cochrane Handbook of Systematic Reviews of Interventions 

[211]: 

 0% to 40%: might not be important; 

 30% to 60%: may represent moderate heterogeneity; 

 50% to 90%: may represent substantial heterogeneity; 

 75% to 100%: considerable heterogeneity. 

The significance of the observed value was interpreted in the context of the 

magnitude and direction of effects, and on the strength of evidence for 

heterogeneity (e.g. P value from the Chi2 test). 

 

Assessment of reporting biases   

In order to assess publication bias, we planned to produce funnel plots 

(estimated treatment effects against their standard error), if more than 10 

studies would be included in the meta-analyses. 

 

Data synthesis   

If two or more eligible studies were identified and found to be sufficiently 

homogeneous, we performed a meta-analysis using Review Manager 5.3 [217]. 

A random-effects model was used as we expected at least some heterogeneity 

between the studies.  
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We performed a narrative data description of the study results of each individual 

study, in case studies were too heterogeneous. All available data from these 

studies are presented in the Evidence Summary Table (Appendix 7.8.). 

 

Subgroup analysis and investigation of heterogeneity   

Studies with a RCT design and studies with a NRCT design were seen as two 

subgroups in the analysis of results. If there was agreement in the conclusions 

resulting from RCT and NRCT, one final conclusion on the effect of screening and 

assessment of psychosocial well-being and care needs was formulated. If 

considerable heterogeneity in outcome was found (I2 > 75%) within these two 

subgroups of studies, we tried to explain the heterogeneity by assessing 

potential differences in clinical characteristics. We imagined that potential 

heterogeneity in outcomes could be induced by clinical and methodological 

characteristics: patient characteristics (e.g. age group, gender), medical 

characteristics (e.g. cancer type, disease prognosis or stage, type and degree of 

(pre-) treatment), or characteristics of the intervention of interest (e.g. simple 

or complex screening of psychosocial well-being and care needs, studies that 

address more than one relevant intervention condition). If we found that several 

studies were focused on these specific characteristics, we performed subgroup-

analyses. 

 

Sensitivity analysis   

We conducted a sensitivity analysis to assess the robustness of our findings. 

After all, intervention effects could be larger in NRCT and RCT of less quality by 

overestimation. However, this could equally be the other way around and effects 

could be underestimated in RCT studies [201] We conducted a meta-analysis 

including the eligible RCT and NRCT. Subsequently, we repeated meta-analysis 

for both separately to explore the impact on the final results. With this we could 

explore the effect of including NRCT in this review. 

 

 

 

 

 



Chapter 7. A Cochrane Review  

 

201 
 

RESULTS 

Description of studies 

Results of the search 

Figure 1 illustrates the process of record screening and study selection for the 

review.  

The electronic search of databases identified 5.781 records for MEDLINE, 9.087 

records for CENTRAL, 1.152 records for PsychInfo, 2.457 records for CINAHL, 

and 6.967 records for Embase. After deduplication in Covidence, 17.866 

database records were left for screening. The search in trial registers identified 

33 records for ClinicalTrialsGov., 300 records for the ISRCTN Registry, 182 

records for the NRT, 74 for RePORTER, 87 for the UK National Research 

Register.  

Six duplicates, incorrectly retained after deduplication in Covidence, were 

deleted. The screening of the electronic records, and the records found through 

screening of the two selected journals, conference abstracts, and reference lists 

resulted in 183 records that were potentially relevant. We assessed these 

remaining records for full-text eligibility. Ninety eight studies were excluded due 

to the reasons specified in the excluded studies section (Appendix 7.5.). We 

classified five studies as ‘ongoing’ (Appendix 7.6.), and five as ‘awaiting 

classification’, since there was not enough information to judge on eligibility 

(Appendix 7.7.). We deemed 24 studies suitable for inclusion in the review 

(Appendix 7.4). 
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Figure 1 Study flow 
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Included studies 

Details of all included studies are presented in the Characteristics of included 

studies tables (Appendix 7.4.).  

Six studies were conducted in The Netherlands [218, 219, 220, 221, 222, 223], 

seven in Australia [151, 224, 225, 226, 227, 228, 229], five in the United States 

[230, 231, 232, 233, 234], three in the United Kingdom [235, 236, 237], two in 

Canada [238, 239], and one in Denmark [240]. All studies took place between 

1990 and 2017, and were described in English. 

For 12 studies we contacted the study authors multiple times with the request 

for more information or data. Three did not respond. Of the nine others, only 

four provided us with extra data. 

 

Design  

We included 16 studies with a RCT-design. Of these, Detmar et al. (2002) [221] 

used a longitudinal randomized crossover design, and Giesler et al. (2005)[230] 

used a prospective multisite RCT. Six studies were based on a RCT design with 

two [222, 224, 226, 231, 235, 238], and three studies on a design with three 

groups [233, 236, 237]. Four studies were based on a cluster RCT design with 

two [218, 229, 232, 240] or three groups [225].  

We included eight studies with an NRCT-design. Waller worked with a 

interrupted time series design [151], and Williams et al. (2013) [234] conducted 

a historically controlled study. Two other studies performed a prospective non-

randomized controlled study [220, 228]. Four studies used a sequential cohort 

design with repeated measures [219, 223, 227, 239]. 

 

Settings 

Participants were recruited in general hospitals [223, 224, 228, 229, 230, 235, 

240], university medical centers [219, 222, 230], radiotherapy and oncology 

departments of academic medical centers [218, 233], specialized cancer clinics 

[151, 220, 226, 235, 237, 238], tertiary medicine and care clinics [225, 234, 

236], and outpatient clinics of cancer hospitals [221, 227, 232, 239]. Given 

described the settings in which patients were recruited as ‘institutions’. The 

nature of the institutions remained unclear. 

 



Chapter 7. A Cochrane Review 

 

204 
 

Participants 

For all studies, adult cancer patients were recruited, mostly of both sexes. 

Maunsel et al. (1996)[238] recruited only women, Giesler et al. (2005)[230] and 

Livingston et al. (2010) [225] recruited only men. Twelve studies focused on 

one or only some specific cancer types, namely: breast cancer [238]; lung 

cancer [222, 226, 236, 239]; head-and-neck cancer [220]; colorectal cancer 

[224, 228, 229]; prostate cancer [230]; prostate and colorectal cancer [225]; 

breast, lung and colorectal cancer [233]. The other 12 studies defined a broader 

range of pathologies or made no specifications on type of cancer. In seven 

studies, patients with metastases or palliative treatment were excluded [218, 

220, 222, 230, 231, 235, 238]. However, in four other studies advanced 

diagnosis or palliative treatment was explicitly part of the inclusion criteria [151, 

221, 226, 233]. Nimako et al. (2015) [236] recruited participants after 

treatment completion. In all other studies patients were recruited at the start of 

or during active treatment. In 11 studies the eligible types of treatment were 

specified [218, 221, 222, 223, 226, 228, 229, 230, 231, 233, 234, 235], chemo- 

and radiotherapy were the most prevalent. Research samples counted between 

41 [228] and 955 [240] participants, and a total of 6532 participants was 

included in this review. A detailed description of participants in each study can 

be found in the Characteristics of included studies table (Appendix 7.4.). 

 

Interventions 

A theoretical basis for the studied intervention was reported for five studies. 

Giesler et al. (2005) [230] based their assessment of well-being on the 

proximal-distal framework [241]. Given et al. (2004) [231] used the cognitive 

behavioral model and Bandura’s theory of Self-efficacy to develop their 

screening intervention [242]. The self-regulation model of adjustment to illness 

[243] was the theoretical starting point that Young et al. (2010,2013) [224, 

228, 229] used for the development of their telephone screening intervention. 

For two other studies [227, 230], results of a review, written recommendations 

and guidelines on screening were the basis for the intervention studied. 
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Intervention content and tools 

For eight included studies the content of the screening intervention was 

(HR)QOL. In five of these the EORTC-QLQ-C30 was used as intervention tool, 

sometimes with the addition of a cancer type specific module [221, 223, 236, 

237, 239]. Rosenbloom et al. (2007) [233] used the Functional Assessment of 

Cancer Therapy-General (FACT-G), and in the studies of Giesler et al. (2005) 

[230] and Given et al. (2004) [231] the content was described without a specific 

QOL-tool name.  

Four studies described their intervention as distress screening. In three of them 

the DT was deployed for this purpose, solely [227], together with the Problem 

list (PL) [235], or with the PL and the ‘referral wish question’ [222]. Maunsell et 

al. (1996)[238] conducted the distress screening with the 20 item-General 

Health Questionnaire (20-GHQ). 

Needs assessment was applied in eight studies. In six of them no specific 

instrument was used for this purpose, but the content was described [220, 224, 

228, 229, 232, 240]. Schofield et al. (2013) [226] used the 38-item Needs 

Assessment for Advanced Lung Cancer Patients, and Waller et al. (2012) [151] 

used the Needs Assessment Tool: Progressive Diseased Cancer (NAT:PD-C). 

In five studies (bio-)psychosocial symptoms or overall well-being formed the 

content for the screening intervention. Braeken et al. (2013)[218] used the The 

Dutch Screening Inventory of Psychosocial Problems (SIPP), Williams et al. 

(2013) [234] the Therapy-Related Symptom Checklist (TRSC), and in the other 

three studies no specific instrument was used, but the content of the screening 

intervention was described.  

 

Intervention mode, frequency and follow-up 

In 11 of the included studies the screening intervention took place in the form of 

self-completion of a screening tool [218, 221, 222, 223, 226, 227, 232, 234, 

236, 237, 239], whereas in the other 13 studies an interventionist conducted the 

screening or assessment. Nurses fulfilled this role in 10 studies [220, 224, 225, 

228, 229, 230, 231, 233, 235, 240]. Other interventionists mentioned were 

psychologists or social workers [219], radiographers [235], and research 

assistants [238]. In the study of Waller et al. (2012) [151] healthcare 

professionals of several disciplines used the NAT:PD-C during consultation. 
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Ten studies explored the effect of a ‘solitary screening intervention’ of which the 

insights on patients’ well-being were communicated to a treating healthcare 

professional, to use in further follow-up of the patient [151, 218, 221, 223, 227, 

232, 234, 236, 237]. In the other studies [219, 220, 222, 224, 225, 226, 228, 

229, 230, 231, 233, 235, 238, 240] the screening intervention was combined 

with a co-intervention to actively use and respond to screening results: active 

results-discussion with patients, further assessment of certain problem areas, 

generation of respond formats, or specified intervention and referral strategies.  

There was considerable heterogeneity regarding the number of times that the 

screening intervention was applied, ranging from one to 12 times. In the 

intervention of Taenzer et al. (2000) [239] and Kutner et al. (1999) [232] there 

was no further follow-up of patients after screening. In all other studies follow-

up varied between four weeks and 18 months. 

Further details on intervention procedures for each study separately are 

described in the Characteristics of included studies tables (Appendix 7.4.). 

 

Conditions for implementation 

A wide variation in conditions was set to implement the screening and 

assessment interventions studied in the included studies. 

In 18 studies training or educational sessions for involved care professionals 

were provided, to become familiar with the screening instrument and/or the 

intervention procedures [151, 218, 220, 221, 223, 224, 225, 226, 227, 228, 

229, 230, 231, 234, 235, 236, 237, 239]. Staffing was a requirement to be able 

to implement the face-to-face and telephone screenings in 11 of the included 

studies [151, 219, 224, 225, 228, 229, 230, 231, 233, 238, 240]. In the 11 

studies that worked with a PROM-completion for their screening intervention 

[218, 221, 222, 223, 226, 227, 232, 234, 236, 237, 239] a person or system for 

questionnaire management (giving to patient, collecting, data-analysis, giving 

result-reports to patients and/or healthcare professionals) was needed. Authors 

of  seven studies stated that special documents were developed, like interview 

manuals, a source directory, standardized clinical protocols, or written material 

for patients [151, 221, 223, 226, 229, 235, 240]. Detmar et al. (2002) [221] 

and Taenzer et al. (2000) [239] provided a person (assistant, volunteer) 

available for patients in case there was a need for extra information.   
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For detailed information on all of the conditions for implementation in each 

included study, we refer to the Characteristics of included studies tables 

(Appendix 7.4.). 

 

Comparative conditions 

In 20 of the included studies the intervention of interest was only compared to a 

usual care control group [151, 218, 219, 220, 221, 222, 223, 224, 226, 227, 

228, 229, 230, 231, 232, 234, 235, 238, 239, 240]. In two studies a third 

condition or ‘attention control group’ was created, with participants completing 

screening questionnaires, differing from the intervention condition because the 

screening results were not shared with the treating doctors [236, 237]. 

Rosenbloom et al. (2007) [233] used a third condition, called ‘assessment 

control group’ with screening and sharing of screening results, but without a 

structured interview that followed the HRQOL-assessment in the intervention 

condition. Livingston et al. (2010) [225] also introduced an extra condition in 

addition to the intervention and control condition, with a less intensive version of 

the intervention of interest (1 vs 4 outcalls from the Cancer Helpline).  

 

Outcomes 

Most of the included studies measured several of the primary and secondary 

outcomes of our interest.  

 

Outcomes of primary interest 

(HR)QOL 

Eighteen studies focused on our primary outcome, (HR)QOL, using a wide 

variety of measurement tools such as the EORTC-QLQ-C30, its subscales or 

individual items and its cancer type specific modules [151, 218, 219, 220, 222, 

226, 235, 236, 240], the SF-36 [221, 223, 230], the EuroQol 5D (EQ-5D) [222, 

235], the FLIC [233], the FACT-G or its disease specific versions [223, 224, 228, 

229, 237], and two lesser-known tools: the Health-Related Quality of Life Linear 

Analogue Self-assessment (HRQOL-LASA) [234], and the PCQoL [230]. 
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Distress 

The effect of the screening intervention on patients’ distress was measured in 14 

studies. For this purpose following instruments were used: the Profile of Mood 

States (POMS) [233, 235, 240]; the HADS [151, 218, 222, 225, 226]; the 

General Health Questionnaire 12 items version (GHQ-12) [218, 219]; the Center 

for Epidemiological Studies Depression Scale (CES-D) [230, 231]; the 

Psychiatric Symptom Index (PSI) [238]; the DT [226, 228, 229]; a modified 

version of an existing distress-tool for breast cancer patients [225].  

 

Care needs 

Care needs were outcomes in seven studies. The SCNS was used to measure 

these in five studies [151, 224, 227, 228, 229]. In addition, Waller et al. (2012) 

[151] also used the questions on spiritual needs from the Needs assessment for 

advanced cancer patients (NA-ACP). Further, care needs were assessed with the 

CaSUN [224], the Needs Assessment for Advanced Lung Cancer Patients (NA-

ALCP) [226], or did not specify a tool for needs assessment, but described the 

content [240]   

 

Adverse events 

None of the included studies specified adverse events as an outcome in their 

study. 
 

Outcomes of secondary interest 

Satisfaction 

Satisfaction was measured in ten of the included studies. This concerned 

satisfaction with the quality of care in general or care from a specific healthcare 

professional, satisfaction with professional-patient communication, their active 

involvement,  addressment of needs, information and emotional support 

received. Patients’ satisfaction was surveyed with self-constructed questions 

[218, 237, 240] or with existing tools. The Danish Patients Evaluate General 

Practice (Dan-PEP) [240], the Patient Satisfaction Questionnaire (PSQ) [221, 

222, 223, 233], the Trent patient Views of Cancer Services Questionnaire 

(TPVCSQ) [235], the five item Medical Outcomes Study Patient Visit Rating 

Questionnaire [232], and the Patient-Doctor Interaction Scale (PDIS) [239] were 

used for this purpose. 
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Psychosocial well-being 

Other elements of psychosocial well-being that were addressed in the outcomes 

of included studies were marital well-being [230, 238], health and activity 

limitation [238], impact of stressful life events [219], and psychosocial 

adjustment [220]. 

 

Time points 

Frequency of outcome measurement in the included studies varied from one to 

four times for each condition. Following time points for outcome assessment 

were used: baseline; one week; one month; six weeks; seven weeks; eight 

weeks; 10 weeks; 12 weeks; three months; four months; 20 weeks; 25 weeks; 

six, seven, 12 and 14 months. In the interrupted time series study that was 

included, outcomes were measured seven times, three times before intervention 

implementation, at baseline, and four times after implementation [151]. The 

timing of outcome assessment in the study of Williams et al. (2013) [234] was 

variable, linked to the treatment cycles of radio- and chemotherapy patients’ 

received. 

 

Excluded studies 

Ninety-eight studies were excluded for the following reasons:  

 Wrong intervention: no psychosocial screening intervention-effect studied;  

 Wrong comparison: no usual-care condition without screening to compare 

with; 

 Complex intervention: screening part of complex intervention, not possible 

to distinguish effect of screening intervention; 

 Wrong type of paper: no original research paper, but paper with review, 

recommendations or letter to the editor; 

 Wrong population: no adult cancer patients; 

 Wrong study design: other than RCT and controlled NRCT; 

 Wrong outcomes, but interesting and related: care outcomes; 

 Wrong language: record not in English, French or Dutch. 

Several examples of excluded studies are displayed in the Characteristics of 

excluded studies table (Appendix 7.5.). 
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Risk of bias in included studies 

Risk of bias judgement is described separately for RCT and NRCT, presented for 

each study in the Risk of Bias tables (Appendix 7.4.) and visualized in the Risk of 

Bias Summaries (Figure 2 and Figure 3). Subsequently, our judgements about 

each risk of bias domain, presented as percentages across all included studies, is  

displayed in the Risk of Bias Graphs (Figure 4). 

 

RANDOMIZED CONTROLLED TRIALS 

Results of the Cochrane tool for assessing risk of bias of the 16 included RCT are 

presented in the Risk of Bias tables (Appendix 7.4.) and Figure 2. Based on 

'sequence generation', 'blinding outcome assessors', and 'reporting on 

outcomes', we labelled six studies as ‘high risk of bias study’ [225, 231, 232, 

236, 237, 240], and five as ‘low risk of bias study’ [222, 224, 226, 229, 235]. 

For five of the included RCT no general risk of bias judgement could be made 

due to unclear risk of bias for several domains [218, 221, 230, 233, 238].  

 

Allocation (selection bias) 

Sequence generation 
The generation of random sequences was specified for ten RCT. Maunsell et al. 

(1996) [238] and Velikova et al. (2004) [237] generated the sequence with a 

random number table. In seven other studies computer generated 

randomization schedules were used [222, 224, 225, 226, 229, 235, 240]. For 

the other six studies the method for sequence generation was unclear. 

 
Allocation to conditions 
In four studies condition allocation was done by an independent researcher or 

administrative worker, not involved in the clinical care [222, 224, 237, 238]. In 

the study of Livingston et al. (2010) [225] there was a risk of bias in allocation, 

since the study coordinator and referring specialist were aware of group 

allocation. For the other 11 studies allocation concealment was not specified. 

 

Blinding (performance bias and detection bias) 

Blinding of participants and personnel 
Due to the nature of the intervention it was difficult to blind participants and 

personnel, consequently there was high risk of performance bias in all studies. 
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In three studies [218, 221, 237] patients were blinded, personnel was not. In 

the other 13 studies patients, neither healthcare professionals were blinded. 

 
Blinding of outcome assessors 
Thirteen studies clearly stated the blinding of outcome assessors, or used self-

report measures to collect outcome data from patients directly. We labeled these 

studies with a low risk of detection bias, since there was no extra person aware 

of the condition that could bias the outcome assessment. Three studies did not 

provide clear information on blinding of outcome assessors [231, 233, 236]. 

 

Incomplete outcome data (attrition bias) 

Kutner et al. (1999) [232] did not provide sufficient information to judge on 

attrition bias. In seven other studies, rated to have a low risk of attrition bias, 

drop-out rates were low (≤15%) and comparable in both conditions, reasons for 

drop-out were reported [218, 225, 229, 235, 236, 237, 238]. We considered 

eight studies to be at high risk of attrition bias due to high drop-out (>15%) 

[221, 222, 224, 226, 230, 231, 233, 240]. 

 

Selective reporting (reporting bias) 

In nine studies, judged to have a low risk of reporting bias, all pre-specified 

outcomes are reported in the results paper or in supplementary files. For several 

outcomes Kutner et al. [232] and Velikova et al. (1999) [237] only reported on 

significant subscales with p-values without further information on group 

outcomes, or spread of data, and were therefore judged as having high risk of 

bias. Due to the lack of reporting on certain outcomes for one or more 

conditions, we found indications for selective reporting in four studies [225, 236, 

238, 240], which were therefore considered at high risk of reporting bias. In 

Given et al. (2004) [231] the data on patient-characteristics was limited, there 

is no clear presentation of the concrete data on patients’ depression or severity 

of problems, and is therefore judged to have a high risk of reporting bias. 

 

Other potential sources of bias 

We identified three studies as having other potential sources of bias. In Giesler 

et al. (2005) [230] no adjustments for multiple testings were made, what 

implicates that the few positive results have a high risk to be type-I errors. It is 
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not clear whether the different models composed in Given et al. (2004) [231] 

are post-hoc analyses, or were rather planned in advance. In case of the first, 

this induced high risk of bias for this study. Kutner et al. (1999) [232]reported 

that adjusted p-values were reported to adjust for clustering. However, no 

information is given on how this adjustment was done. There is a huge 

difference in baseline characteristics, which are the result of clustering at the 

physician level according to study authors. These differences become non-

significant when clustering is taken into account. In our opinion this is 

problematic and potentially induces bias. 
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               Figure 2 Risk of bias summary: review authors' judgements                                                                   
about each risk of bias item for each included RCT 
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NON-RANDOMIZED CONTROLLED TRIALS 

Results of the ROBINS-I to assess the risk of bias in the eight included NRCT are 

presented in the Risk of Bias Tables (Appendix 7.4.) and Figure 3. Based on the 

criteria formulated in the methods section, we labelled one study as ‘critical risk 

study’ [151], and six as ‘serious risk study’ [219, 220, 223, 227, 228, 234]. For 

the remaining NRCT there was not enough information available to make an 

overall risk of bias judgement about the study [239].  

 

Bias due to confounding  

We labelled only Williams et al. (2013) [234] as a study with low risk of bias due 

to confounding, since no real confounding was expected and the study design 

thoroughly controlled for potentially confounding factors. Four studies were 

judged to have moderate risk since confounding was possible, but not more than 

we would expect in a RCT on this topic [219, 223, 228, 239]. In de Leeuw et al. 

(2013) [220] QOL-scores at baseline differed strongly between conditions, 

making the chance for confounding likely.  All nursing and psychosocial staff in 

Thewes et al. (2009) [227]participated in training sessions before the study 

started. This potentially influenced the alertness to and management of 

psychosocial concerns in both conditions. In one study we found evidence for 

critical risk of bias due to confounding [151]: substantial deviations from the 

intended intervention are present, and not adjusted for in the analysis; baseline 

characteristics between the control group and intervention groups differ 

significantly. 

 

Bias in selection of participants into the study  

All included NRCT were judged to have low risk of bias in selection of 

participants. Sequential recruitment designs were used to include eligible 

participants. Each time, the same approach for inclusion was used in the 

intervention and control phase of the studies. 

 

Bias in classification of interventions  

Four studies reported no information on whether there is deviation from the 

intended intervention [219, 220, 223, 239] and were therefore classified as 

having an unclear risk of bias due to deviations from intended intervention. In 
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two studies a certain percentage of participants did not receive the screening 

intervention as planned [151, 227]. Therefore, these studies were judged to 

have a moderate risk of bias due to deviations from the intended intervention. 

We found evidence for serious risk of bias in Williams et al. (2013) [234], since 

problems with implementation fidelity are apparent (amount of screening 

interventions/outcome measurements ranged from 2 to 11). 

 

Bias due to deviations from intended intervention  

Young et al. (2010) [228] did not provide sufficient information to judge on bias 

due to missing data and was therefore classified as having an unclear risk. In 

two other studies drop-out rates were low (≤15%) and comparable in both 

conditions, reasons for drop-out were reported [234, 239]. These studies were 

judged to have a low risk of bias due to missing data. We considered five NRCT 

studies to be at high risk of attrition bias due to high drop-out (>15%) [151, 

219, 220, 223, 227]. 

 

Bias due to missing data  

Young et al. (2010) [228] did not provide sufficient information to judge on bias 

due to missing data and was therefore classified as having an unclear risk. In 

two other studies drop-out rates were low (≤15%) and comparable in both 

conditions, reasons for drop-out were reported [234, 239]. These studies were 

judged to have a low risk of bias due to missing data. We considered five NRCT 

studies to be at high risk of attrition bias due to high drop-out (>15%) [151, 

219, 220, 223, 227]. 

 

Bias in measurement of outcomes  

The information given on outcome assessment in Williams et al. (2013) [234] 

and Young et al. (2010) [228] is not clear enough to evaluate risk of this type of 

bias. Six studies used validated PRO’s or trained interviewers (not part of the 

clinical team) to measure outcomes, leading to a low risk of bias in outcome 

measurement [151, 219, 220, 223, 227, 239]. 
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Bias in selection of the reported results  

In seven studies the outcome measurements, and analyses were clearly defined: 

there were no indications of selective reporting, data dredging, nor biased 

selection of the study cohort or subgroups [219, 220, 223, 227, 228, 239]. For 

Waller et al. (2012) [151] there is concrete evidence that the reporting of 

results is complete. All these studies were therefore considered to have a low 

risk of bias for selection of the reporting results. Results of generalized 

estimating equations analysis of HRQOL-LASA on covariates were mentioned in 

Williams et al (2013) [234], however, no information about the scores of the 

HRQOL-LASA items itself was presented, leading to a serious risk of bias in 

selection for the reported results. 
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             Figure 3 Risk of bias summary: review authors' judgements                                                                     
about each risk of bias item for each included NRCT 
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Figure 4 Risk of bias graph: review authors' judgements about each risk of bias item presented as a percentage across all 
included studies 
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Effects of interventions 

In this section we describe the evidence that resulted from quantitative and 

qualitative analysis of the included studies. Additionally, we made an Evidence 

Summary with all the results of these studies for the outcomes that fall within 

the scope of this review (Appendix 7.8).  

 

Results of meta-analysis  

A meta-analysis with all included studies was not possible, due to considerable 

heterogeneity in intervention characteristics, outcome measures, outcome time 

points, and variation in methodological quality. Only two RCT studies and one 

NRCT [224, 228, 229] were considered to be sufficient homogeneous in order to 

pool.  

 

The studies of which we considered the results eligible to be combined into a 

meta-analysis concerned a nurse-led intervention where patients who received 

surgery for colorectal cancer were contacted on a regular basis by phone to 

discuss their supportive care needs, the so-called CONNECT intervention. The 

first paper by this research group reports a non-randomized feasibility study 

[228], followed by a single-center pilot RCT [224], and a large scale multi-center 

RCT [229]. The outcomes that were investigated in these studies were (HR)QOL 

(measured with the FACT-C scale in all 3 studies), distress (measured with the 

distress thermometer in Young et al. (2010) [228] and Young et al. (2013) 

[229] and supportive care needs (measured with the SCNS in all 3 studies, and 

at 6 months with the Cancer survivor’s unmet needs survey in Harrison et al. 

(2011) [224]). The NRCT [228] had follow-up measurements at 1 and 3 months 

after surgery, while the RCT [224, 229] measured their outcomes at 1, 3 and 6 

months after surgery. 

Unfortunately, due to differences between studies in reporting (e.g. only 

subscale scores for SCNS reported in the NRCT vs only total scores in the RCT) 

and timing of outcome measurements (e.g. supportive care needs measured at 

1, 3 and 6 months in Harrison et al. (2011) [224] vs only at 3 and 6 months in 

Young et al. (2013) [229], we were not able to combine all reported outcomes. 

Therefore, we refer to the Evidence Summary (Appendix 7.8) for full details of 

all results. 
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(HR)QOL 

All three studies did not find a significant effect of the intervention on global 

health status, 1 month after surgery, leading to an overall MD of 0.37 (95%CI -

2.13 to 2.88; p=0.77; 3 trials; 816 participants – Analysis 1.1) (Figure 5). No 

important heterogeneity was present (I² = 24.9%). Also at 3 months after 

surgery, we did not find a significant difference in global health status, between 

the screening intervention and usual care, with a MD of  3.78 (95%CI -3.58 to 

11.14; p=0.31; 3 trials, 791 participants – Analysis 1.2) (Figure 6). However, 

substantial heterogeneity was found (I² = 63%), and the subgroup analysis 

revealed that there was a significant difference between the NRCT and RCT 

(p=0.02, I² = 81.6%), with the NRCT [228] showing a beneficial effect of the 

screening, while the RCT [224, 229] did not. 

(HR)QOL was assessed at 6 months after surgery by the RCT [224, 229] only, 

and no significant effect of the screening intervention was found, with a MD of 

1.65 (95%CI -4.83 to 8.12; p=0.62; 2 trials; 730 participants – Analysis 1.3) 

(Figure 7). Heterogeneity between the two RCT was moderate (I² = 43%). 

 

 

Analysis 1.1. Forest plot of comparison: 1 Screening vs Usual care, 
outcome: 1.1 (HR)-QOL: Global health status (1 month). 

 

 

Figure 5 Analysis 1.1 
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Analysis 1.2. Forest plot of comparison: 1 Screening vs Usual care, 

outcome: 1.2 (HR)-QOL: Global health status (3 months). 

 

Figure 6 Analysis 1.2 

 

 

Analysis 1.3. Forest plot of comparison: 1 Screening vs Usual care, 
outcome: 1.3 (HR)-QOL: Global health status (6 months). 
 

 
Figure 7 Analysis 1.3 

 

 

Distress 

Psychological distress was assessed by the NRCT [228] and the multi-center RCT 

[228] and did not differ at 1 month after surgery between the screening 

intervention and usual care, with a MD in distress thermometer score of -0.14 

(95%CI -0.49 to 0.21; p=0.44; 2 trials; 750 participants – Analysis 1.4) (Figure 

8), without heterogeneity between studies (I² = 0%). Distress was also not 

different at 3 months, with a MD of 0.0 (95%CI -0.36 to 0.36; p=1; 1 trial; 687 

participants – Analysis 1.5) (Figure 9), nor at 6 months, with a MD of 0.0 

(95%CI -0.42 to 0.42; p=1; 1 trial; 672 participants – Additional Table 2). 
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Analysis 1.4. Forest plot of comparison: 1 Screening vs Usual care, 

outcome: 1.4 Psychological distress (1 month). 

 

Figure 8 Analysis 1.4 
 

 

Analysis 1.5. Forest plot of comparison: 1 Screening vs Usual care, 

outcome: 1.5 Psychological distress (3 months).

 

Figure 9 Analysis 1.5 
 

 

Supportive care needs 

The NRCT [228] included in the meta-analysis only reported SCNS sub scores, 

and could not be pooled with the other two studies. Supportive care needs, 

assessed 3 months after surgery with the SCNS, were reported as a global level 

of unmet needs in the two RCT [224, 229], and this level did not differ between 

screening and usual care, with a MD of 2.32 (95%CI -7.49 to 12.14; p=0.64; 2 

trials; 748 participants – Analysis 1.6) (Figure 10). There was no important 

heterogeneity (I² = 0%). At 6 months this global level of unmet needs was 
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measured with the CaSUN in the pilot RCT [224] and with the SCNS in the multi-

center RCT [229], leading to a standardized MD of 0.00 (95%CI -0.22 to 0.22; 

p=0.99; 2 trials; 732 participants – Analysis 1.7) (Figure 11), without important 

heterogeneity between studies (I² = 19%). 

 

 

Analysis 1.6. Forest plot of comparison: 1 Screening vs Usual care, 
outcome: 1.6 Supportive care needs: General unmet needs (3 months). 

 
Figure 10 Analysis 1.6 

 

 
Analysis 1.7. Forest plot of comparison: 1 Screening vs Usual care, outcome: 1.7 
Supportive care needs: General unmet needs (6 months). 

 
Figure 11 Analysis 1.7 

 

 

Adverse events 

None of the included studies specified adverse events as an outcome, no 

spontaneous findings on this were reported. However, evidence from the 

included NRCT [228] shows an unfavorable effect of the intervention on patients’ 

care needs. At 3 months after surgery the intervention group had more unmet 

care needs in the domains of ‘health and system information’ (MD14.60; 95%CI 

9.12 to 20.08; p= <0.001 ), and ‘patient care and support’ (MD9.00; 95%CI 

4.09 to 13.91; p= 0.002)  
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Narrative description of further evidence  

The evidence on the studied screening and assessment interventions of the 

remaining 21 studies is narratively described for all the outcomes of primary and 

secondary interest for this review (qualitative analysis).  

 

Evidence on outcomes of primary interest 

(HR)QOL 

Of the 15 studies that focused on (HR)QOL, seven did not detect an effect from 

the screening intervention on patients’ (HR)QOL [151, 221, 222, 223, 233, 236, 

240]. Eight other studies did find evidence for negative and/or positive effects 

on one or more domains of (HR)QOL.  

In the study of Braeken et al. (2013) [218] a negative effect was found for ‘role 

functioning’ (one of the five EORTC-QLQ-C30 functional scales).  

No group difference was found by de Leeuw et al. (2013) [220] in the EORTC-

QLQ-C30 and QLQ-H&N36 data at six and 12 months. Nevertheless, study 

authors claimed to have found a beneficial effect, since changes in time 

compared to baseline were significantly larger in the intervention group for three 

out of five functional scales (‘physical functioning’, ‘role functioning’, ‘social 

functioning’), for ‘global health status/QOL’, for six out of nine symptom scales 

(‘fatigue’, ‘nausea’, ‘vomiting’, ‘pain’, ‘dyspnea’, ‘appetite loss’, ‘constipation’), 

and nine out of 18 H&N scales (‘pain’, ‘swallowing’, ‘senses, speech’, ‘social 

eating’, ‘opening mouth’, ‘coughing’, ‘use of nutritional supplements’, ‘weight 

loss’) at six and 12 months. However, the intervention condition had 

significantly worse scores than the control condition at baseline, compromising 

comparability between groups. 

Giesler et al. (2005) [230] found no evidence for effects with the SF-36. 

However, in the same study positive effects were detected with the PCQOL in 

one out of 10 domains at each time point: ‘sexual functioning’ at four months, 

‘sexual limitations’ at seven months, and ‘sexual limitations’ and ‘cancer worry’ 

at 12 months.  

A positive effect on ‘physical functioning’ was measured with the EORTC in the 

study of Hollingsworth (1 of the 5 EORTC functioning scales). With the EQ-5D-3L 

no evidence for effects was found. 
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The tests of group differences on the five EORTC functional scales at follow-up 

assessments were not significant in the study of Schofield et al. (2013) [226]. 

Yet, analysis of change scores indicated between group differences on the 

‘physical functioning scale’ at T2, on ‘social functioning’ at T3, and on ‘role 

functioning’ at T3, in favor of the intervention condition. 

Velikova et al. (2004) [237] observed positive effects of their screening 

intervention on the FACT-G total, and on three of four subscales: the physical, 

emotional, and functional well-being scales.  

The EORTC-QLQ-C30 assessment in Bramsen et al. (2008) [219] revealed 

positive effects for the domain of ‘role functioning’ (1 out of 5 functioning scales) 

and ‘pain’ (1 out of 9 symptom scales) at four weeks post baseline.  

Williams et al. (2013) [234] detected a positive effect on (HR)QOL measured 

with the HRQOL-LASA after four months. 

For detailed information we refer to the Evidence Summary (Appendix 7.8). 

 

Distress 

In 10 of the 12 studies that included distress as an outcome measure no effect 

of the intervention on this outcome was detected [151, 218, 222, 225, 230, 

231, 233, 235, 238, 240]. 

At four weeks post baseline Bramsen et al. (2008) [219] found a significant 

higher score in the intervention condition on the ‘positive subscale’ of the GHQ-

12. No difference in score was found for the ‘negative subscale’ or the GHQ Total 

score. 

There were no significant group differences on the HADS-Total and DT at follow-

up assessments in the study of Schofield et al. (2013) [226]. However, change 

score analysis indicated better scores for the intervention condition at T2 in both 

measures. 

For detailed information we refer to the Evidence Summary (Appendix 7.8). 

 

Care needs 

Of the 4 studies that assessed care needs as an outcome, one did not present 

any data on this outcome [240], and the remaining three studies detected 

positive or negative effects of the screening intervention they studied. 
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The study of Thewes et al (2009) [227] revealed negative effects, since the 

intervention group reported higher levels of ‘overall unmet needs’, and of 

‘psychological needs’, ‘information needs’, and ‘physical and daily living needs’(3 

out of 5 SCNS-SF scales) compared to the control group after 6 months. 

With the same outcome measure Waller et al. (2012) [151] found a positive 

effect of their intervention in terms of a lower proportion of patients scoring at 

least one moderate or high need on two out of five subscales: ‘health system 

and information needs’,  and ‘patient care and support needs’ after 

approximately six months of follow-up.  

In the study of Schofield et al. (2013) [226] change score analysis of the NA-

ALCP data indicated a relative benefit from the intervention for unmet ‘symptom 

needs’ at eight and 12 weeks post-assessment (1 out of 6 subscales).  

For detailed information we refer to the Evidence Summary (Appendix 7.8). 

 

Adverse events 

None of the included studies specified adverse events as an outcome, no 

spontaneous findings on this were reported. However, evidence from three of 

the included studies shows an unfavorable effect of the intervention on certain 

components of (HR)QOL [218], patients’ care needs [227], and patients’ 

satisfaction [232]. 

 

Evidence on outcomes of secondary interest 

Satisfaction 

No evidence for an effect of the screening interventions on patients’ satisfaction 

was found in eight of the 10 studies that focused on this outcome [218, 222, 

223, 233, 235, 237, 239, 240]. The two remaining studies showed positive or 

negative effects. 

With the PSQ Detmar et al. (2002) [221] detected more ‘satisfaction with 

emotional support received’ in the intervention group at the fourth follow-up 

visit (1 out of 5 domains). 

Compared to the control group, the intervention group in the study of Kutner 

experienced significantly lower levels of ‘satisfaction on time spend with the 

physician’, and ‘satisfaction on physicians’ explanation what was done for the 
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patient’ (The five item Medical Outcomes Study Patient Visit Rating 

Questionnaire). 

For detailed information we refer to the Evidence Summary (Appendix 7.8). 

 

Psychosocial well-being 

For other concepts of psychosocial well-being addressed in the included studies, 

namely marital well-being [230, 238], health and activity limitation [238], 

impact of stressful life events [219], and psychosocial adjustment [220], no 

effects of the screening interventions were found. 

For detailed information we refer to the Evidence Summary (Appendix 7.8). 

 

Intervention effects and intervention characteristics 

From the included studies that found any positive effect of the systematic 

screening or assessment intervention on one or more of the outcomes of interest 

in this review (n=9): 

 (HR)QOL, distress, care needs, psychosocial problems, and overall well-

being was the focus of the screening intervention for three, two, three, 

one and two of these studies, respectively; 

 five had an interventionist for the screening intervention, four worked 

with patients’ completion of a PROM; 

 four studied a solitary screening intervention, and five studied the effect 

of a screening intervention coupled with a co-intervention to use the 

screening results; 

 seven provided training for screening interventionists and/or clinic staff 

to work interpret or work with the screening results, two did not;  

 four were RCT, five were NRCT. 

 

From the included studies that found any negative effect of the systematic 

screening or assessment intervention on one or more of the outcomes of interest 

in this review (n=4): 

 distress, care needs, and psychosocial problems was the focus in the 

screening intervention for one, two, and one of these studies 

respectively; 
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 one had an interventionist for the screening intervention, three worked 

with patients’ completion of a PROM; 

 three studied a solitary screening intervention, and one studied the 

effect of a screening intervention coupled with a co-intervention to use 

the screening results; 

 three provided training for screening interventionists and/or clinic staff 

to work interpret or work with the screening results, one did not; 

 two were RCT, two were NRCT. 

 

 

DISCUSSION  

Summary of main results 

The objective of this review was to assess the effect of screening and 

assessment of psychosocial well-being and care needs on the well-being of 

people with cancer. We found 24 studies that were eligible for inclusion in the 

review, of which 16 RCT and eight NRCT. Five outcomes falling within the scope 

of this review ((HR)QOL, distress, needs, satisfaction, psychosocial well-being) 

were addressed in several studies. However, there was considerable 

heterogeneity in intervention characteristics, measures and time points for 

outcome assessment. Only three studies could be included in a meta-analysis, 

and their pooled estimates did not find evidence for the effectiveness of 

screening and assessment of psychosocial well-being and care needs in cancer 

patients. The results of the 21 individual studies not suitable for meta-analysis 

varied (Evidence Summary - Appendix 7.8). Some study authors spoke of 

clinical significance, however, no statistically significant effects of the screening 

and assessment interventions were found in 11 studies. The results of 10 studies 

suggest beneficial effects of screening of cancer patients’ psychosocial well-

being and care needs on their well-being. Importantly, although none of the 

studies reported adverse events, four studies reported negative effects of 

screening such as decreased (HR)QOL, more unmet care needs, and lower 

patient satisfaction. Five RCT were judged to have low risk of bias. For the 

remaining studies the risk of bias was judged to be ‘high’, ‘serious’ or ‘critical’, 
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or there was insufficient information to judge the methodological quality of the 

study. This undermines the reliability of the results. 

Consequently, the evidence found with this review does not support the 

effectiveness of the studied screening interventions. 

Rather than simply asking ‘Are psychosocial screening and assessment 

interventions effective?’, we had the objective to identify the circumstances in 

which these interventions were effective. However, we could not detect 

systematic consistency of intervention characteristics and intervention results. 

Also the study designs did not seem to coincide with the evidence found. 

 

Overall completeness and applicability of evidence 

Our broad search led to the inclusion of a wide variation of screening 

interventions, populations and outcomes. Overall, limited indications for positive 

effects were found.  

Firstly, this could mean that the used interventions were not effective. Several 

reasons could be considered for this. In several studies the adherence to the 

intervention protocol was verified, in the other studies this did not seem to be 

the case. Were all interventions performed as intended? Where in all included 

studies intervention conditions were compared to a usual care condition without 

any form of psychosocial screening, it often was not clear what ‘usual care’ 

implied. There can be a wide variation of ‘usual care’ in clinical practice. The 

question arises to what extent the intervention yielded more to psychosocial 

focus and care actions than already applied in the routine care of the study 

settings. 

Secondly, it could also mean that the interventions need to be targeted to risk 

populations for experiencing elevated levels of distress or needs. We believe that 

the results of this review could be a correct reflection of the effectiveness of 

psychosocial screening interventions in the general population of cancer 

patients. The included studies recruited newly diagnosed and advanced cancer 

patients, patients undergoing surgery, chemotherapy, and radiation, or one 

recruited patients with a specific type of cancer. However, earlier studies 

demonstrated that patients that were younger, single, female, and patients that 

had a worse clinical status, lower QOL and socio economic status relatively 

experienced higher levels of distress and care needs [22, 104, 200, 244, 245, 
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246]. Application of the studied screening and assessment interventions in these 

risk populations may provide more insight into the effectiveness of the 

intervention. This could clarify why de Leeuw et al. (2013) [220] did not found 

significant difference between both conditions in the mean outcome scores at six 

and 12 months, but, on the other hand, noted that the change score from 

baseline was significantly higher for the intervention group: patients in the 

intervention group initially had a worse clinical status at baseline. We see that 

only Kutner et al. (1999) [232] recruited a relative young sample of participants 

(mean 42years). However, no positive effect of the intervention was found in 

this study. In all the other included studies the mean age was above 50 years, 

for the majority even above 60 years. Several of the other  ‘risk characteristics’ 

appear in the description of the study samples, however no subgroup analyses 

were conducted to study the effect of the intervention in the subgroups of 

younger females, singles, patients with lower SES,… 

Thirdly, it could also mean that the appropriateness of outcome measures 

(subjective) should be reconsidered. As stated earlier, the use of subjective 

outcomes can introduce bias. Therefore, it could be valuable to include objective 

outcomes in the study, in addition to the subjective outcomes. In 11 of the 

included studies this was done in terms of number and/or types of referral [218, 

219], patient-professional communication content and/or length [221, 237, 

239], information on psychosocial well-being in patient file [221, 223, 239], 

healthcare professionals’ awareness of the patient’s well-being [221, 223], and 

health service utilization [224, 229, 235, 236, 238]. In several studies evidence 

was found for a beneficial effect of psychosocial screening on one or more of 

these aspects [219, 221, 223, 238, 239].   

 

Quality of the evidence 

We identified 24 studies with a total of 6532 participants. Due to the nature of 

the studied intervention blinding of patients was difficult, and the effect of the 

interventions on subjective outcomes was explored. Both are sensitive to 

response bias, and so all studies were prone to bias because of this aspect. 

Another key domain of quality weakness in RCT as well as NRCT was ‘bias due to 

missing data’ (>40% of the studies) (Figure 4). In RCT there was a lot of 
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unclearity on ‘selection bias’ (>40% of the studies), and for 50% of the NRCT 

the ‘bias due to deviations from intended intervention’ was unclear.  

Based on the criteria set, only five included studies (RCT) were labelled as ‘low 

risk study’ [222, 224, 226, 229, 235]. Six RCT were labelled as ‘high risk study’ 

[225, 231, 232, 236, 237, 240], six NRCT as ‘serious risk study’ [219, 220, 223, 

227, 228, 234], and one NRCT as ‘critical risk study’ [151]. For five RCT [218, 

221, 230, 233, 236, 238] and one NRCT [239] there was not enough 

information to give an overall risk of bias judgement. Consequently, we can 

state that a slight majority of the studies included in this review (13/24) was of 

low methodological quality. The results from the five studies with low risk of bias 

do not provide convincing evidence to support the beneficial value of screening 

and assessment of cancer patients’ psychosocial well-being and care needs on 

their well-being. 

 

Potential biases in the review process 

We conducted a thorough search for this review, in sources of published and 

unpublished studies, reducing the chance of publication bias. Also a wide range 

of terms to define psychosocial well-being or distress in the search was used to 

prevent missing relevant studies.  

For the screening of database records one author (BS) screened all records, and 

was doubled by five other screeners (AVH, BA, GB, JM, PV) for different numbers 

of records. That not all records were screened by the same two authors could 

have caused bias, however was necessary because of the large number of 

database records that needed to be screened. The review authors that were 

involved in the screening of records often had contact to assure that they were 

mutually well-tuned with regard of the inclusion and exclusion criteria, in order 

to limit the risk of bias.  

We contacted study authors multiple times in the title-abstract-screening phase 

for extra information or full texts, to decide on eligibility of studies. In the phase 

of data-collection we approached study authors multiple times to request 

additional data where necessary. In this way, for most studies we obtained all 

the information needed to study them in this review. 

The quality of included studies was assessed with the risk of bias tool for RCT 

[211], and with the ROBINS-I  for NRCT [216], both Cochrane tools. The latter 
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was recommended by the Cochrane review group, and gave the opportunity to 

assess NRCT’ quality in a nuanced way with ‘low risk’, ‘moderate risk’, ‘serious 

risk’, ‘critical risk’ and ‘no information’, in comparison with the ‘low’, ‘high’ and 

‘unclear’ rating of the risk of bias tool for RCT. However, we noticed that by 

following the ROBINS-I strictly, NRCT were assessed more stringently then RCT 

with Cochrane’s standard risk of bias tool [211] (e.g. a RCT did not fulfil the 

‘high-risk’ criteria of the tool and so received a ‘low risk’ or positive rating, while 

a NRCT with similar characteristics fulfilled the ‘moderate-risk’ criteria of the 

ROBINS-I and so received a more negative rating). Potentially, this has led to 

bias in the quality judgements of the included studies. We received permission 

to combine studies with RCT and NRCT design in this review. However, to make 

general conclusions it should be possible to generate comparable quality 

evaluations with both Cochrane tools. 

Originally, we wanted to study the effect of screening and assessment of 

psychosocial well-being and care needs on the well-being of cancer patients and 

on quality of care (measures with care aspects like: referral; consultation 

length; discussion of problems;…). As this would have resulted in a complex 

variation of outcomes, we decided to narrow the scope to patients psychosocial 

well-being. On second thought, it may have been more interesting to work with 

the double scope, since this would have entailed subjective as well as objective 

outcomes, of which the latter are not prone to reporting bias. 

 

Agreements and disagreements with other studies or 

reviews 

Prior to our work, several other reviews already studied the effectiveness of 

screening for distress and care needs on cancer patients outcomes [46, 187, 

198, 247, 248]. In contrast to these reviews, our search was more thorough, 

consulting more sources to find eligible studies in the published as well as the 

grey literature [46, 198]. We included RCT as well as NRCT based on the belief 

that RCT are often not available to address questions about the effects of health 

system interventions and implementation strategies, due to the nature of the 

field [201], while three other reviews only focused on RCT [187, 198, 248]. We 

believe that these differences, and the fact that our review was undertaken 

three to seven years later, resulted in finding more studies eligible for inclusion 
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in the review. In the current review, we included 24 studies, where Lucket 

(2009)[248], Bidsdrup (2011)[198], Carlson (2012)[46], Howell (2012)[247] 

and Meijer (2013)[187] included six, seven, 14, 14 and one, respectively. 

However, the latter was criticized for its rationale and methodology [249, 250], 

resulting in very narrow inclusion criteria that enabled them to include relevant 

studies to answer their research questions. 

To confine the heterogeneity in included studies we only included studies with a 

real usual care condition without screening. This was in contrast to four other 

reviews [46, 198, 247, 248] that included studies with a control group that 

underwent screening without the screening results being shared with physicians 

or nurses (e.g. Boyes (2006)[251]; Carlson (2010)[113]; Grassi (2011)[252]; 

McLachlan (2001)[253]; Sarna (1998)[254]). In our opinion these studies 

explored evidence on the effect of making screening results available to care 

professionals, and not on the effect of the screening on its own.  

In previous reviews it was concluded that, due to the lack of unambiguous 

evidence, it was impossible to draw conclusions on the effect of systematic 

screening and assessment of psychosocial well-being and care needs in cancer 

care. Bidsdrup et al. (2001)[198] stated “We find it too early to conclude 

whether psychological screening improves the psychological well-being of cancer 

patients”. However, now, six years later the evidence is moving into the 

direction of ‘no effect’.  

 

 

AUTHORS' CONCLUSIONS 

Implications for practice 

During the last decade several calls have been launched to stimulate the design 

of psychosocial screening programs in clinical practice, and -to support this- 

consensus-based guidelines were written [46, 247, 248]. With these guidelines 

one sought to meet several questions from clinical practice:  ‘What should be the 

exact content of the screening or assessment?’, ‘What tool should be used?’, 

‘What are the appropriate timing and frequency of assessments?’, ‘Who should 

conduct these interventions?’. With this review we not only attempted to explore 

the effect of the interventions. Additionally, we set the objective to add 
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evidence-based input to the earlier formulated consensus-based 

recommendations on intervention characteristics which showed consistency with 

the effectiveness of the screening interventions. Although some of the included 

studies suggested some benefits of systematic screening (for (HR)QOL, distress, 

care needs, patients’ satisfaction, and psychosocial well-being), some other 

studies reported no or negative effects. Based on the results of this review, 

screening of cancer patients’ psychosocial well-being and care needs in general 

does not seem to be meaningful for patients’ well-being. Possibly, attention 

should be paid to more specific forms of screening in risk populations, or by 

certain healthcare disciplines. Likewise, we did not find any systematic patterns 

of cohesion between individual study effects and intervention characteristics. 

Therefore, on the basis of the evidence found, it is difficult to state which 

intervention elements and characteristics should be used in the development of 

these interventions. Further research is needed to support the guidelines and 

recommendations for clinical practice with evidence-based data. 

 

Implications for research 

The results of this review plea for more uniformity in outcomes and reporting, 

for the use of intervention description guidelines, for further improvement of 

methodological quality in studies, and for combining subjective PRO outcomes 

with objective outcomes.  

We advise researchers to use validated, internationally frequently used tools 

such as the EORTC-QLQ-C30, SF-36, FACT-G, GHQ-12, HADS, DT, SCNS, and 

PSQ to measure patients’ psychosocial well-being, care needs, and satisfaction. 

In recent years, there has been pleading for the development of core outcome 

sets (COS). These are agreed standardized collections of outcomes that should 

be measured and reported in all trials within a specific field of research [255]. 

The development, and use of COS could reduce heterogeneity in outcomes. 

As well, it is important that study authors clearly describe the intervention 

content, tools, procedure, and conditions for implementation, so that other 

researcher could construct and study comparable interventions in other patient 

populations. This way homogeneity can be pursued, and meta-analysis could be 

possible in the future. For example, the TIDieR [256], and the CReDECI 2-

guidelines [213] were developed to support this. 
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Although improvement is already being seen, we believe further efforts should 

be made to improve the methodological quality of studies, to reduce the risk of 

bias and obtain more reliable and less ambiguous evidence. This review provides 

several points of attention for this purpose. We believe that well developed RCT 

as well as NRCT can have a valuable role in future research on the effectiveness 

of screening and assessment of psychosocial well-being and care needs in 

cancer patients. 

Finally, we recommend for future studies to include the subjective PROM 

together with more objective outcomes, such as biomedical indicators of 

distress, or care outcomes to detect possible effects in care processes. The latter 

are less prone to response bias, and care outcomes have shown promising 

results in several studies [219, 221, 223, 238, 239]. At the same time, the use 

of PROM ensures that insights from patient-perspective are obtained, which is of 

great importance to support the patient-centered approach in care and research 

[257].  

 

The evidence of the studies that took place so far did not result in conclusive 

evidence on the effect of the studied intervention, but suggest the absence of a 

general intervention effect. We think that future studies in this field should focus 

on patients that belong to risk populations for experiencing increased levels of 

distress and care needs (e.g. younger, single, female, worse clinical status, 

lower QOL, lower socio economic status). In this way, it can be studied whether 

the intervention may have an effect in vulnerable subgroups.  

As well, we wonder why some of the interventions in the included studies 

resulted in negative effects on patients (HR)QOL, care needs and satisfaction. 

No explanation for this could be found in the intervention characteristics. 

Possibly, the intervention makes some patients more dependent, resulting in an 

increased expression of problems and care needs. In future studies, more 

attention needs to be paid to the ‘how’ and ‘why’ of negative intervention effects 

in case they occur. 
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DIFFERENCES BETWEEN PROTOCOL & REVIEW 

DT out of search strategy 

Protocol: The abbreviation for the distress tool Distress Thermometer (DT) was 

included in the MEDLINE search strategy published in the Cochrane Protocol. 

Review: The abbreviation for distress thermometer (DT)  was not used as a 

search term in the search strategy for the databases. 

Explanation: When the search in Embase was conducted , we noticed that in a 

large number of records ‘DT’ was not used as an abbreviation of ‘distress 

thermometer’, but of something not related to our review. Following the advice 

of the Cochrane Gynaecological, Neuro-oncology and Orphan Cancers Review 

Group, we did not include ‘DT’ in our search strategy at the time the review was 

conducted.   

 

Outcome (HR)QOL 

Protocol: We specified QOL and HRQOL as separate primary outcomes.  

Review: We addressed both in one outcome, namely (HR)QOL). 

Explanation: In the included studies, both terms were used by each other 

alternately, even when the same outcome instruments were used. We chose to 

take them together in one outcome. 

 

Time span studied 

Protocol: We described that we would include records up to the end of 2015. 

Review: we included records up to the end of 2016. 



Chapter 7. A Cochrane Review 

 

238 
 

Explanation: Due to the length of time passed over the submission, review, 

revision and acceptance of our Cochrane Protocol, it was possible to add an 

additional year to the search. 

 

Management database records 

Protocol: We planned to import and screen all database records in Endote X6.  

Review: We imported and screened all database records in Covidence. 

Explanation: Covidence was introduced to Cochrane members as a new and 

promising tool that would facilitate screening and data extraction. Covidence 

was chosen, considering that we would be screening with multiple review 

authors at the same time, and with Covidence a good overview could be 

maintained. 

 

More than two screeners 

Protocol: We described that all the screening work would be done by the two 

same screeners (BS and AVH). 

Review: Six review authors were involved in the Title & Abstract-screening of 

database records. BS screened all records, and was doubled for different 

numbers of records by a second independent screener (AVH, BA, TB, JM, PV). 

Explanation: Because of the large number of database records it was not 

possible for AVH to screen all records, so more review authors were involved in 

this phase of screening. 

 

More than two data extractors 

Protocol: We described that all the data extraction would be done by the two 

same authors (BS and AVH). 

Review: Three review authors were involved in the activities of data extraction 

and management (BS, AVH, BA). 

Explanation: Compared to the Cochrane Protocol, an extra review author was 

involved (BA). He participated in data extraction and management. 

 

Dropout rates calculation 

Protocol: We had no specific plan to compute the dropout rates for all included 

studies. 
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Review: We computed the dropout rates for all included studies. 

Explanation: The dropout rates were important in estimating the extent of 

missing data in the studies, and so these were computed. Based on the 

literature a dropout of 15% was set as cut-off to distinguish between low 

(≤15%) and high dropout (>15%). 
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Appendix 7.1.  

Search strategy MEDLINE (Ovid) 

1. exp Neoplasms/  
2. (cancer* or tumor* or tumour* or neoplas* or carcinoma* or adenocarcinoma* or 
malignan* or oncolog* or psycho-oncolog*).mp.  
3. 1 or 2  
4. "Quality of Life"/  
5. exp Health Status/  
6. Stress, Psychological/  
7. exp Adaptation, Psychological/  
8. exp Anxiety/  
9. Depression/  
10. Social Support/  
11. (quality of life or QOL or HQOL or HRQOL).mp.  
12. (cope or coping).mp.  
13. (social support or care need*).mp.  
14. ((psychosocial or psycho-social or psychological or social or emotion* or cogniti* or 
marital or relational or sexual or financial or spiritual or famil*) adj5 (wellbeing or well-
being or difficult* or function* or dysfunction*)).mp.  
15. (health adj status).mp.  
16. (distress* or stress* or anxiety or anxious* or depress*).mp.  
17. ((psychiat* or adjustment) adj5 disorder).mp.  
18. 4 or 5 or 6 or 7 or 8 or 9 or 10 or 11 or 12 or 13 or 14 or 15 or 16 or 17  
19. "Outcome Assessment (Health Care)"/  
20. patient outcome assessment/  
21. (PROM or PRO).mp.  
22. patient reported outcome*.mp.  
23. interview/  
24. Interview, Psychological/  
25. exp Questionnaires/  
26. (questionnaire* or interview*).mp.  
27. ((psychosocial or psycho-social or psychological) adj5 (screen* or assess* or report* 
or survey* or scale* or instrument*)).mp.  
28. exp Psychiatric status rating scales/  
29. (systemat* adj5 assess*).mp.  
30. Screen*.mp.  
31. (European Organisation for Research and Treatment of Cancer Quality of Life 
Questionnaire Core 30).mp.  
32. EORTC-QLQ-C30.mp.  
33. (Short Form Health Survey or SF36).mp.  
34. ((Hospital Anxiety and Depression Scale) or HADS).mp.  

35. (Distress Thermometer ).mp.  
36. (Beck Depression Inventory or BDI).mp.  
37. (Supportive Care Needs Survey or Cancer Survivors Unmet Needs or CaSUN).mp.  
38. EORTC IN-PATSAT32.mp.  
39. ((Patient Satisfaction and Quality in Oncological Care) or PASQOC).mp.  
40. 19 or 20 or 21 or 22 or 23 or 24 or 25 or 26 or 27 or 28 or 29 or 30 or 31 or 32 or 33 
or 34 or 35 or 36 or 37 or 38 or 39 
41. 3 and 18 and 40  
42. randomized controlled trial.pt.  
43. controlled clinical trial.pt.  
44. randomized.ab.  
45. placebo.ab.  
46. clinical trials as topic.sh.  
47. randomly.ab.  
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48. trial.ti.  
49. ((before-after or (before and after)) adj (study or studies)).mp.  
50. (CBA adj (study or studies)).mp.  
51. interrupted time series.mp.  
52. (ITS adj (study or studies)).mp.  
53. (repeated measure adj (study or studies)).mp.  
54. ((RMS or rms) adj (study or studies)).mp.  
55. (historical* control* adj5 (study or studies)).mp.  
56. ((HCT or hct) adj (study or studies)).mp.  
57. 42 or 43 or 44 or 45 or 46 or 47 or 48 or 49 or 50 or 51 or 52 or 53 or 54 or 55 or 56 
58. 41 and 57  
59. exp animals/ not humans.sh.  
60. 58 not 59 

 
 

Search strategy CENTRAL 
#1. MeSH descriptor: [Neoplasms] explode all trees  
#2. cancer* or tumor* or tumour* or neoplas* or carcinoma* or adenocarcinoma* or 
malignan* or oncolog* or psycho-oncolog*  
#3. #1 or #2  
#4. MeSH descriptor: [Quality of Life] this term only 
#5. MeSH descriptor: [Health Status] explode all trees 
#6.MeSH descriptor: [Stress, Psychological] this term only 
#7. MeSH descriptor: [Adaptation, Psychological] explode all trees  
#8. MeSH descriptor: [Anxiety] explode all trees  
#9. MeSH descriptor: [Depression] this term only  
#10. MeSH descriptor: [Social Support] this term only  
#11. quality of life or QOL or HQOL or HRQOL  
#12. cope or coping  
#13. social support or care need* 
#14. ((psychosocial or psycho-social or psychological or social or emotion* or cogniti* or 
marital or relational or sexual or financial or spiritual or famil*) near/5 (wellbeing or well-
being or difficult* or function* or dysfunction*)) 
#15. health near/2 status  
#16. distress* or stress* or anxiety or anxious* or depress* 
#17. ((psychiat* or adjustment) near/5 disorder)  
#18. #4 or #5 or #6 or #7 or #8 or #9 or #10 or #11 or #12 or #13 or #14 or #15 or 
#16 or #17  
#19. MeSH descriptor: [Outcome Assessment (Health Care)] this term only  
#20. MeSH descriptor: [Patient Outcome Assessment] this term only  
#21. PROM or PRO 
#22. patient reported outcome* 
#23. MeSH descriptor: [Interview] this term only  
#24. MeSH descriptor: [Interview, Psychological] this term only  
#25. MeSH descriptor: [Surveys and Questionnaires] explode all trees 
#26. questionnaire* or interview* 
#27. ((psychosocial or psycho-social or psychological) near/5 (screen* or assess* or 
report* or survey* or scale* or instrument*)) 

#28. MeSH descriptor: [Psychiatric Status Rating Scales] explode all trees  
#29. systemat* near/5 assess*  
#30. Screen*  
#31. European Organisation for Research and Treatment of Cancer Quality of Life 
Questionnaire Core 30 
#32. EORTC-QLQ-C30  
#33. Short Form Health Survey or SF36 
#34. ((Hospital Anxiety and Depression Scale) or HADS)  
#35. (Distress Thermometer)  
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#36. (Beck Depression Inventory or BDI)  
#37. (Supportive Care Needs Survey or Cancer Survivors Unmet Needs or CaSUN)  
#38. EORTC IN-PATSAT32  
#39. ((Patient Satisfaction and Quality in Oncological Care) or PASQOC)  
#40. #19 or #20 or #21 or #22 or #23 or #24 or #25 or #26 or #27 or #28 or #29 or 
#30 or #31 or #32 or #33 or #34 or #35 or #36 or #37 or #38 or #39  
#41. #3 and #18 and #40  

 
 

Search strategy Embase (Ovid) 
1. exp neoplasm/  
2. (cancer* or tumor* or tumour* or neoplas* or carcinoma* or adenocarcinoma* or 
malignan* or oncolog* or psycho-oncolog*).mp.  
3. 1 or 2  
4. "quality of life"/  
5. exp health status/  
6. mental stress/  
7. exp adaptive behavior/  
8. exp anxiety/  
9. depression/  
10. social support/  
11. (quality of life or QOL or HQOL or HRQOL).mp.  
12. (cope or coping).mp.  
13. (social support or care need*).mp.  
14. ((psychosocial or psycho-social or psychological or social or emotion* or cogniti* or 
marital or relational or sexual or financial or spiritual or famil*) adj5 (wellbeing or well-
being or difficult* or function* or dysfunction*)).mp.  
15. (health adj status).mp.  
16. (distress* or stress* or anxiety or anxious* or depress*).mp.  
17. ((psychiat* or adjustment) adj5 disorder).mp.  
18. 4 or 5 or 6 or 7 or 8 or 9 or 10 or 11 or 12 or 13 or 14 or 15 or 16 or 17  
19. outcome assessment/  
20. patient outcome assessment.mp.  
21. (PROM or PRO).mp.  
22. patient reported outcome*.mp.  
23. interview/  
24. psychologic test/  
25. exp questionnaire/  
26. (questionnaire* or interview*).mp.  
27. ((psychosocial or psycho-social or psychological) adj5 (screen* or assess* or report* 
or survey* or scale* or instrument*)).mp.  
28. exp psychological rating scale/  
29. (systemat* adj5 assess*).mp.  
30. Screen*.mp.  
31. (European Organisation for Research and Treatment of Cancer Quality of Life 
Questionnaire Core 30).mp.  
32. EORTC-QLQ-C30.mp.  
33. (Short Form Health Survey or SF36).mp.  

34. ((Hospital Anxiety and Depression Scale) or HADS).mp.  
35. Distress Thermometer.mp.  
36. (Beck Depression Inventory or BDI).mp.  
37. (Supportive Care Needs Survey or Cancer Survivors Unmet Needs or CaSUN).mp.  
38. EORTC IN-PATSAT32.mp.  
39. ((Patient Satisfaction and Quality in Oncological Care) or PASQOC).mp.  
40. 19 or 20 or 21 or 22 or 23 or 24 or 25 or 26 or 27 or 28 or 29 or 30 or 31 or 32 or 33 
or 34 or 35 or 36 or 37 or 38 or 39 
41. 3 and 18 and 40  
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42. crossover procedure/  
43. double-blind procedure/  
44. randomized controlled trial/  
45. single-blind procedure/  
46. random*.mp.  
47. factorial*.mp.  
48. (crossover* or cross over* or cross-over*).mp.  
49. placebo*.mp.  
50. (double* adj blind*).mp.  
51. (singl* adj blind*).mp.  
52. assign*.mp.  
53. allocat*.mp.  
54. volunteer*.mp.  
55. ((before-after or (before and after)) adj (study or studies)).mp.  
56. (CBA adj (study or studies)).mp.  
57. interrupted time series.mp.  
58. (ITS adj (study or studies)).mp.  
59. (repeated measure adj (study or studies)).mp.  
60. ((RMS or rms) adj (study or studies)).mp.  
61. (historical* control* adj5 (study or studies)).mp.  
62. ((HCT or hct) adj (study or studies)).mp.  
63. 42 or 43 or 44 or 45 or 46 or 47 or 48 or 49 or 50 or 51 or 52 or 53 or 54 or 55 or 56 
or 57 or 58 or 59 or 60 or 61 or 62 
64. 41 and 63  
65. (exp Animal/ or Nonhuman/ or exp Animal Experiment/) not Human/  
66. 64 not 65  
67. limit 66 to embase 

 
 

Search strategy PsycInfo (Ovid) 

1 exp Neoplasms/ 

2 
(cancer* or tumor* or tumour* or neoplas* or carcinoma* or adenocarcinoma* or 
malignan* or oncolog* or psycho-oncolog*).mp. [mp=title, abstract, heading word, 
table of contents, key concepts, original title, tests & measures] 

3 1 or 2 

4 "Quality of Life"/ 

5 Well Being/ 

6 Psychological Stress/ 

7 Psychosocial Rehabilitation/ 

8 Psychosocial Readjustment/ 

9 exp Anxiety/ 

10 "Depression (Emotion)"/ 

11 Distress/ 

12 Stress/ 

13 Social Stress/ 

14 Social Support/ 

15 Needs/ 

16 Health Service Needs/ 
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17 Psychological Needs/ 

18 
(quality of life or QOL or HQOL).mp. [mp=title, abstract, heading word, table of 
contents, key concepts, original title, tests & measures] 

19 
(cope or coping).mp. [mp=title, abstract, heading word, table of contents, key 
concepts, original title, tests & measures] 

20 
(social support or care need*).mp. [mp=title, abstract, heading word, table of 
contents, key concepts, original title, tests & measures] 

21 

((psychosocial or psycho-social or psychological or social or emotion* or cogniti* or 
marital or relational or sexual or financial or spiritual or famil*) adj5 (wellbeing or 
well-being or difficult* or function* or dysfunction*)).mp. [mp=title, abstract, 
heading word, table of contents, key concepts, original title, tests & measures] 

22 
(distress* or stress* or anxiety or anxious* or depress*).mp. [mp=title, abstract, 
heading word, table of contents, key concepts, original title, tests & measures] 

23 
4 or 5 or 6 or 7 or 8 or 9 or 10 or 11 or 12 or 13 or 14 or 15 or 16 or 17 or 18 or 19 
or 20 or 21 or 22 

24 exp Measurement/ 

25 exp Screening/ 

26 
(PROM or PRO).mp. [mp=title, abstract, heading word, table of contents, key 
concepts, original title, tests & measures] 

27 patient reported outcome*.mp. 

28 Interviews/ 

29 exp Questionnaires/ 

30 
(questionnaire* or interview*).mp. [mp=title, abstract, heading word, table of 
contents, key concepts, original title, tests & measures] 

31 
((psychosocial or psycho-social or psychological) adj5 (screen* or assess* or report* 
or survey* or scale* or instrument*)).mp. [mp=title, abstract, heading word, table 
of contents, key concepts, original title, tests & measures] 

32 
((European Organisation for Research and Treatment of Cancer Quality of Life 
Questionnaire Core 30) or EORTC-QLQ-C30 ).mp. 

33 ((Short Form Health Survey) or SF36).mp. 

34 ((Hospital Anxiety and Depression Scale) or HADS).mp.  

35 (Distress Thermometer).mp. 

36 ((Beck Depression Inventory) or BDI).mp. 

37 
((Supportive Care Needs Survey or SCNS or Cancer Survivors Unmet Needs) or 
CaSUN).mp.  

38 EORTC IN-PATSAT32.mp. 

39 ((Patient Satisfaction and Quality in Oncological Care) or PASQOC).mp. 

40 
24 or 25 or 26 or 27 or 28 or 29 or 30 or 31 or 32 or 33 or 34 r 35 or 36 or 37 or 38 
or 39 

41 3 and 23 and 40 

42 randomized controlled trial.mp. 

43 controlled clinical trial.mp. 

44 randomized.ab. 

45 randomized.ab. 

46 placebo.ab. 

47 exp Clinical Trials/ 

48 randomly.ab. 



Chapter 7. APPENDICES 

 

245 
 

49 trial.ti. 

50 ((before-after or (before and after)) adj (study or studies)).mp. 

51 (CBA adj (study or studies)).mp. 

52 interrupted time series.mp. 

53 (ITS adj (study or studies)).mp. 

54 (repeated measure adj (study or studies)).mp. 

55 42 or 43 or 44 or 45 or 46 or 47 or 48 or 49 or 50 or 51 or 52 or 53 

56 41 and 54 

57 limit 56 to human 

 
 

Search strategy CINAHL (EBSCO) 

S56 S54 not S55 

S55 (MH "Animals") not (MH "Human")   

S54 S39 and S53 

S53 S40 or S41 or S42 or S43 or S44  or S45 or S46 or S47 or S48 or S49 or S50 or 
S51 or S52 

S52 (repeated measure N (study or studies))   

S51 (ITS N (study or studies))   

S50 "interrupted time series"   

S49 (CBA N (study or studies))   

S48 ((before-after or (before and after)) N (study or studies))   

S47 TI trial   

S46 AB randomly   

S45 AB placebo   

S44 AB randomized   

S43 "controlled clinical trial"   

S42 "randomized controlled trial"   

S41 (MH "Clinical Trials+")   

S40 (MH "Randomized Controlled Trials")   

S39 S7 and S21 and S38 

S38 S22 or S23 or S24 or S25 or S26 or S27 or S28 or S29 or S30 or S31 or S32 or S33 
or S34 or S35 or S36 or S37  
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S37 ((European Organisation for Research and Treatment of Cancer Quality of Life 
Questionnaire Core 30) or EORTC-QLQ-C30) 

S36 ((Short Form Health Survey) or SF36) 

S35 ((Hospital Anxiety and Depression Scale) or HADS) 

S34 (Distress Thermometer)  

S33 ((Beck Depression Inventory) or BDI)  

S32 ((Supportive Care Needs Survey) or SCNS) or ((Cancer Survivors Unmet Needs) or 
CaSUN) 

S31 EORTC IN-PATSAT32 

S30 ((Patient Satisfaction and Quality in Oncological Care) or PASQOC) 

S29  ((psychosocial or psycho-social or psychological) N5 (screen* or assess* or report* 
or survey* or scale* or instrument*))   

S28  (questionnaire* or interview*)   

S27  (MH "Questionnaires+")   

S26  (MH "Interviews")   

S25  "patient reported outcome*"   

S24  (PROM or PRO)   

S23  (MH "Outcome Assessment")   

S22  (MH "Needs Assessment")   

S21  S8 or S9 or S10 or S11 or S12 or S13 or S14 or S15 or S16 or S17 or S18 or S19 or 
S20   

S20  (distress* or stress* or anxiety or anxious* or depress*)   

S19  ((psychosocial or psycho-social or psychological or social or emotion* or cogniti* or 
marital or relational or sexual or financial or spiritual or famil*) N5 (wellbeing or 
well-being or difficult* or function* or dysfunction*))   

S18  (social support or care need*)   

S17  (cope or coping)   

S16  (quality of life or QOL or HQOL)   

S15  (MH "Information Needs")   

S14  (MH "Health Services Needs and Demand")   

S13  (MH "Social Support (Iowa NOC)")   

S12  (MH "Support, Psychosocial")   

S11  (MH "Depression")   
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Appendix 7.2.  

Search strategy Clinical Trials Gov. 

Accessed true: https://clinicaltrials.gov/ 
Search with indication of conditions: 

 Study type: Interventional Studies  
 Condition: cancer  
 Search terms: ‘psychosocial’, ‘screening’ 

 

Search strategy ISRCTN registry  

Accessed true: http://www.isrctn.com/ 
Search with advanced search-option: 

 Within text search: (‘distress’ OR ‘quality of life’) AND (‘screening’ OR 
‘assessment’)  

 Condition: ‘cancer’ 
 

Search strategy Nederlands Trial Register (NRT) 

Accessed true: http://www.trialregister.nl/trialreg/index.asp 

Several searches with individual terms (no combination possible in this register):  
‘Psychosocial’, ‘Distress’, ‘Quality of life’, ‘Screening’ 
 

Search strategy RePORTER querry tool 

Accessed true: https://projectreporter.nih.gov/reporter.cfm 
Search with advanced search-option: 
‘cancer’ AND ‘psychosocial’ AND ‘screening’ 
 

 

S10  (MH "Anxiety+")   

S9  (MH "Adaptation, Psychological") OR (MH "Psychosocial Adaptation (Iowa NOC)")   

S8  (MH "Stress") or (MH "Stress, Psychological")   

S7  S1 or S2 or S3 or S4 or S5 or S6   

S6  (cancer* or tumor* or tumour* or neoplas* or carcinoma* or adenocarcinoma* or 
malignan* or oncolog* or psycho-oncolog*)   

S5  (MH "Carcinoma")   

S4  (MH "Oncologic Care")   

S3  (MH "Cancer Patients")   

S2  (MH "Oncology")   

S1  (MH "Neoplasms+")   

https://clinicaltrials.gov/
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Search strategy UK National Research Register  

Accessed true: http://www.journalslibrary.nihr.ac.uk/news/the-nihr-journals-
library-one-year-on. 
Search terms: ‘cancer’ AND ‘psychosocial’ AND ‘screening’ 
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Appendix 7.3  

Data collection and quality assessment file 

 
An Excel file with following subdivisions was used to collect data and assess 

methodological quality: 
 
1. Study ID 
 1st Author  
 Year 

   
2. METHODS 

 Study design  
 Duration study  

 Source 
     
3. PARTICIPANTS  
 Country  

 Participants  
 Setting  
 Inclusion criteria  
 Exclusion criteria 

     
4. INTERVENTION  
 Type Randomization  

 Aim study  
 Content Of Screen  
 Interventionist  

 Intervention  
 Conditions Intervention 

Implementation  
 Theoretical Basis  

 Comparative Condition  
 Protocol adherence  
 Length follow-up   

     
5. OUTCOMES 
 Primary Outcome  

 Secondary outcome  
 Outcome time points 

     
6. STUDY RESULTS 

 Sample size  
 Number analyzed  
 Age  

 Gender  
 Results Primary Outcome  
 Results Secondary Outcome 

7. REVIEWERS CONCLUSION 
 Our Primary Outcomes  
 Our Secondary Outcomes 

     
  

8a. QUALITY ASSESSMENT - RCT  
 Funding info  

 Conflicts of interest  
 Sample Size Calculation  
 Sequence Generation  
 Allocation Concealment  

 Blinding Patients & Staff  
 Blinding Outcome Assessors  
 Completeness Outcome data  
 Reporting on outcome data  
 Other sources of bias 
 Overall RISK OF BIAS in study 
 Notes 

 
8b. QUALITY ASSESSMENT - NRCT  
 Bias due to confounding   

 Bias in selection of participants into 
the study  

 Bias in classification of 
interventions   

 Bias due to deviations from 
intended intervention   

 Bias due to missing data   
 Bias in measurement of outcomes   
 Bias in selection of the reported 

result  

 Overall RISK OF BIAS in study 
 Notes   
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Appendix 7.4.  

Table A7.4. Characteristics of included studies & risk of bias tables 

[ordered by study ID] 

Bergholdt 2013 
Methods Cluster RCT - with intervention group (IG) and control group (CG). 

Participants Adult patients with cancer treated for incident cancer at the public regional hospital. 
Country: Denmark. 
Age: CG: mean 63.6years(62.5-64.6); IG: mean 63.2years(62.2-64.3). 
Sex: CG: 71.4% female; IG: 72.6% female. 
Inclusion criteria: 1) ≥18 years, 2) admitted to Vejle Hospital between 12 May 2008 and 28 
February 2009, 3) newly diagnosed with cancer, 3) new cancer diagnosis within the 
previous 3 months, 4) listed with a general practice. 
Exclusion criteria: 1) Patients with carcinoma in situ or non-melanoma skin cancers. 
N randomized: Patients: N=955, IG: n=486, CG: n=469; GP: N=775; IG: n=377; CG: n=398. 
N in analysis: Patients-baseline: N=955; IG: n=486; CG: n=469; GP-baseline: /; Patients-
6months: N=565; IG: n=273; CG: n=292; GP-6months: /; Patients-14months: N=318; IG: 
n=159; CG: n=159; GP: 14months: N=775; IG: n=377; CG: n=398. 

Interventions Content of screen: CARE NEEDS: Individual needs for physical, psychological, sexual, social, 
work-related and finance-related rehabilitation (interview guide based on information from 
studies on needs). 
Interventionist: Two RCs to conduct the needs assessment. (both nurses with oncological 
experience, assigned exclusively to the project and not taking part in the daily routines at 
the hospital ward). 
Intervention procedure: SI with co-intervention to use screening results: RC interviews 
patient about rehabilitation needs, then information about the patient’s individual 
rehabilitation needs is send to the GP + the rehabilitation needs of patients with cancer in 
general, and GP is encouraged to proactively contact the patient to facilitate the 
rehabilitation process.. 
Conditions for implementation: 1) professionals needed who conduct the rehabilitation 
needs interviews and inform the GP; 2) An interview manual needed to facilitate the 
structured screening interview. 
Comparative condition: Usual care group. 
Length of follow-up: 14 months following admission to the hospital after new cancer 
diagnosis . 

Outcomes Primary outcomes: 1) General Health at 6 months (General Health –item EORTC-QLQ-C30) 
Secondary outcomes: 1) HRQOL at 6 and14 months (all items EORTC-QLQ-C30); 2) 
psychological distress (POMS-SF) at 14 months; 3) number of working days lost to sickness 
at 14 months; 4) patient satisfaction with the GP: (Dan-PEP) at 14 months; 5) evaluation of 
the GP’s contribution to rehabilitation estimated at 14 months; 6) Locus of control (MHLC 
scale Form B); religious and spiritual beliefs: part of the FACIT-sp questionnaire at 14 
months; 7) rehabilitation needs (somatic, psychological, social and occupational), and how 
and where these needs were addressed at 14 months; 8) satisfaction with the 
rehabilitation provided by the healthcare system in general and the GP in particular at 14 
months; 9) social support at 14 months; 10) GP’s satisfaction on own contribution in 
rehabilitation of the patient at 14 months. 
Outcome time points: 6 and 14 months after inclusion (= admission to the hospital after a 
new cancer diagnosis). 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence Low risk Computerized random-number generator. 
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generation (selection bias) 

Allocation concealment 
(selection bias) 

Unclear risk Danish GP practices allocated to conditions, patients 
automatically allocated to condition of the GP. Unclear if the 
person that includes the patients is aware of the randomization 
condition of the GP/patient. 

Blinding of participants and 
personnel (performance 
bias) 

High risk 1) No blinding of RC that managed the intervention; 2) The staff 
at the involved departments of the hospital was informed 
about the study; 3) GP allocated to the control condition were 
not informed about the study. 

Blinding of outcome 
assessment (detection bias) 

Low risk Validated self-report questionnaires were used for data-
collection, "data were collected in the same way, irrespective 
of the allocation status". No extra person for outcome 
assessment aware of condition allocation. 

Incomplete outcome data 
(attrition bias) 

High risk Drop-out from baseline to 12 months assessment at both 
patient (+/- 30%) and GP level(+/- 20%), drop-out in both 
conditions equally distributed. 

Selective reporting 
(reporting bias) 

High risk There seems to be adequate reporting on every outcome 
except on 'patients rehabilitation needs' (outcome mentioned 
in protocol, not mentioned elsewhere). 

Other bias Low risk Computerized random-number generator. 

 

Braeken 2013 
Methods Stratified cluster RCT - with intervention group (IG) and control group (CG). 

Participants Adult cancer patients receiving radiotherapy. 
Country: The Netherlands. 
Age: Patients: CG: mean 63.6years(62.5-64.6); IG: mean 63.2years(62.2-64.3); GP: CG: 
mean 53.3years (52.5-54.1); IG: mean 53.3years(52.4-54.1). 
 Sex: Patients: CG: 71.4% female; IG: 72.6% female; GP: CG: 30.2% female; IG: 36.1% 
female. 
Inclusion criteria: 1) cancer type: lung, prostate, bladder, rectum, breast, cervix, skin, 
endometrium, Non-Hodgkin lymphoma; 2) age ≥ 18 yrs; 3) no metastases; 4) provide 
written informed consent. 
Exclusion criteria: 1) receiving palliative treatment; 2) have ≤10 fractions of RT; 3) unable to 
read and speak Dutch; 4) unable to complete the questionnaires (e.g. too sick). 
N randomized: N=568; IG: n=268 (n=136 with baseline assessment, n=132 without baseline 
assessment); CG: n=300 (n=144 with baseline assessment, n=156 without baseline 
assessment) 
N in analysis: 3 months: N=640 (IG: n=356, CG: n=284); 12 months: N=491 (IG: n=230, CG: 
n=261). 

Interventions Content of screen: PSYCHOSOCIAL PROBLEMS: tool=The Dutch SIPP: 24 items; physical 
complaints (n=7), psychological complaints (n=10), social/financial problems (n=4) and 
sexual problems (n=3). 
Interventionist: No interventionist for screening act (self-reported measure). 
Intervention procedure: solitary SI; patients received SIPP twice: before the first 
consultation with the radiotherapist and before the consultation at the end of the RT; 
radiotherapists checked the scores (manual provided with cut-off scores SIPP); SIPP + 
judgement radiotherapist -> referral for psychosocial support. 
Conditions for implementation: 1)A system/person is needed to deliver and collect 
questionnaires and to control data management;  2) Someone has to mail the follow-up 
measurements (at 3 and 12 months after baseline ); 3) training of radiotherapists in using 
and interpreting the SIPP. 
Comparative condition: Usual care group. 
Length of follow-up: 12 months following the start of RT. 

Outcomes Primary outcomes: 1) Number and types of referrals of patients with psychosocial problems 
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to psychosocial caregivers. 
Secondary outcomes: 1) Patients’ satisfaction with radiotherapist-patient communication 
during the first consultation. 2)Psychosocial distress (HADS, GHQ-12); 3) (HR)QOL (EORTC-
QOL-C30). 
Outcome time points: Baseline = start of RT (patients on odd weeks received a pre-
measurement, patients on even weeks received no pre-measurement); 3 and 12 months 
post-baseline. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Unclear risk Not clear what method was used to generate the sequence. 

Allocation concealment 
(selection bias) 

Unclear risk Radiotherapists allocated to conditions, patients automatically 
allocated to condition of the radiotherapist. Unclear if the 
person that includes the patients is aware of the randomization 
condition of the radiotherapist/patient. 

Blinding of participants and 
personnel (performance 
bias) 

High risk Single blinding: participants; radiotherapist: not blinded (note: 
asked not to discuss the study with their colleagues of the 
control group). 

Blinding of outcome 
assessment (detection 
bias) 

Low risk Outcomes were collected with mailed questionnaires. No extra 
person for outcome assessment aware of condition allocation. 

Incomplete outcome data 
(attrition bias) 

Low risk Drop-out of patients from baseline to 12 months assessment +/- 
14%;, equally distributed between both conditions. 

Selective reporting 
(reporting bias) 

Low risk The study protocol is not available but it is clear that the 
published reports include all expected outcomes. 

Other bias Low risk / 

 

Bramsen 2008 
Methods Sequential cohort study with repeated measures - first a control cohort (UCG), sequentially 

an experimental cohort (IG), a medical records control group from patients admitted to the 
department in the 4 months preceding the control cohort (MRCG). 

Participants Inpatients in department medical oncology. 
Country: The Netherlands. 
Age: IG: mean 53years(13.1sd); RealCG: mean 55years(9.9sd); MedicalRecordCG: mean 
56years(14.1sd). 
Sex: IG: 54% female; RealCG: 43% female; MedicalRecordCG: 47% female. 
Inclusion criteria: 1) inpatient in the department medical oncology; 2) fist admission or 
readmission after > 24 months. 
Exclusion criteria: 1) extremely poor physical condition; ; 2) severe cognitive impairment; 3) 
not have basic fluency in Dutch language. 
N recruited: N =262; IG: n=109; RealCG: n=64; MedicalRecordCG: n=89. 
N in analysis: N =218; IG: n=79; RealCG: n=50; MedicalRecordCG: n=89. 

Interventions Content of screen: OVERALL WELL-BEING: Current overall situation of the patient, physical 
condition and treatment, emotional condition, social network and living circumstances, 
religion or philosophy of life, medical history, life events, personality and coping, history of 
psychosocial care, future perspective, any other issues. 
Screenings interventionist: A psychologist or social worker (intaker) conducted the semi-
structured screening interview with the patient. 
Intervention procedure: Face-to-face psychosocial SI with co-intervention to use screening 
results: a semi-structured interview with a psychologist or social worker guided by a 
checklist, afterwards rating the presence of problems and needs on 4-point likert scale(no 
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special attention needed, mild problems, problems that require attention, serious 
problems), need for follow-up contact discussed with patient, if follow-up requested 
conclusion summary placed in the medical patient record. 
Conditions for implementation: 1) Availability and competence of an intaker to conduct 
screening interviews. 
Comparative condition: 1) UCG: usual care without screening intervention; 2) MRCG: record 
data collection of period without screening intervention. 
Length of follow-up: 4 weeks following discharge of hospital. 

Outcomes Primary outcomes: 1) uptake of the face-to-face psychosocial screening intervention 
(interview); 2) referral for psychosocial care; 3) attrition from baseline to follow-up, 4) QOL 
at follow-up (EORTC-QOL-C30); 5) mental health at follow-up (GHQ-12); 6) emotional 
impact of the illness at follow-up (IES). 
Secondary outcomes: / 
Outcome time points: baseline (=discharge of hospital); 4 weeks post-baseline. 

Notes For bias judgement on NRCT we refer to the ROBINS-I tables in the 'Additional Tables-
section'. 

Risk of bias table (judged with ROBINS-I) 

Bias 
Authors' 

judgement 
Support for judgement 

Bias due to confounding  SERIOUS RISK 
 

Confounding possible, QOL scores at baseline differ a lot 
between conditions. 

Bias in selection of                    
participants into the study  

LOW RISK                                                  
 

The study employed a sequential cohort design with an initial 
cohort consecutive patients that formed the control group 
with usual care, and after a 'wash out' period of 5 months the 
cohort of the experimental arm was recruited. 

Bias in classification of 
interventions  

LOW RISK                                     
 

The classification of interventions is clear. 

Bias due to deviations from 
intended intervention  

NO 
INFORMATION                                             
 

There were no deviations in the screening interview 
intervention mentioned. 

Bias due to missing data  SERIOUS RISK  
 

Drop-out of patients from baseline to 12 months assessment 
+/- 22%; non-responses evenly distributed between both 
conditions. It is unclear on what number of participants the 
analysis for each outcome is based. 

Bias in measurement of 
outcomes  

MODERATE RISK                                                     
 

Validated PRO's are used to measure the subjective outcomes 
in both conditions. No extra person for outcome assessment 
aware of condition allocation. 

Bias in selection of the 
reported result  

LOW RISK 
 

The outcome measurements and analyses are clearly defined 
and there is no indication of selection of the reported analysis 
from among multiple analyses; no indication of selection of 
the cohort or subgroups for analysis and reporting on the 
basis of the results. 

OVERALL RISK OF BIAS  SERIOUS RISK study 

 

de Leeuw 2013 
Methods Quasi-experimental prospective single-center study - with intervention group (IG) and 

control group (CG). 

Participants Head and neck cancer patients. 
Country: The Netherlands. 
Age: IG: mean 58.4years(22-86); CG: mean 59.2years(30-83). 
Sex: IG: 32.5% female; CG: 25% female. 
Inclusion criteria: 1) HNC diagnosis (but no other cancer); 2) treated with curative intent; 3) 
able to speak, write and understand Dutch; 4) cognitively able to provide informed consent. 
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Exclusion criteria: 1) overt psychopathology or alcohol addiction; 2) a life expectancy < 6 
months. 
N recruited: N= 160; IG: n=80; CG: n= 80. 
N in analysis: N= 160; IG: n=80; CG: n= 80. 

Interventions Content of screen: CARE NEEDS and PSYCHOSOCIAL PROBLEMS: 1) a needs assessment 
based on the biopsychosocial model (13-item checklist completed by patients prior to each 
consultation); 2) psychosocial problem area's. 
Screenings interventionist: A nurse to conduct the needs assessment. 
Intervention procedure: SI with co-intervention to use screening results: 6 30-minute 
nursing follow-up consultations in the 1st year posttreatment, conducted in parallel with 
and preceding the medical routine control visits and included a biopsychosocial needs 
assessment (13-item checklist) prior to each consultation. Every 3 months, patients were 
screened for psychosocial problem areas using a specific questionnaire.  
Conditions for implementation: 1) Training sessions for nurses on the biopsychosocial 
model and using exploratory communication skills; 2) 2 head and neck surgeons delivered a 
2-hour training session on performing simple medical checks; 3) Nursing supervision 
meetings were planned every 2 months led by a clinical psychologist. 
Comparative condition: UCG: Usual care: 5-year routine control with 6 bimonthly 10-minute 
visits to a head and neck surgeon in the 1st year posttreatment + nursing follow-up care (ad 
hoc problem-based contacts). Exceptions: 1) patients who underwent a laryngectomy: 
standard nursing consultations during the first 6 months posttreatment in parallel with the 
medical control visits; 2) patients treated with surgery alone: 1 standard wound control 
visit with a nurse; 3) patients treated with radiotherapy: 1-6 ad hoc nursing contacts during 
the first 6 months posttreatment. 
Length of follow-up: 12 months following treatment. 

Outcomes Primary outcomes: 1) psychosocial adjustment (PAIS-SR); 2) QOL (EORTC QLQ-C30 and QLQ-
H&N35). 
Secondary outcomes: / 
Outcome time points: Baseline (=1 month post-treatment), 6 and 12 months post-
treatment. 

Notes For bias judgement on NRCT we refer to the ROBINS-I tables in the 'Additional Tables-
section'. 

Risk of bias table (judged with ROBINS-I) 

Bias 
Authors' 

judgement 
Support for judgement 

Bias due to confounding  SERIOUS RISK 
 

Confounding possible, QOL scores at baseline differ a lot 
between conditions. 

Bias in selection of                    
participants into the study  

LOW RISK                                                  
 

The study employed a sequential cohort design with an initial 
cohort consecutive patients that formed the control group 
with usual care, and after a 'wash out' period of 5 months the 
cohort of the experimental arm was recruited. 

Bias in classification of 
interventions  

LOW RISK                                     
 

The classification of interventions is clear. 

Bias due to deviations from 
intended intervention  

NO 
INFORMATION                                             
 

There were no deviations in the screening interview 
intervention mentioned. 

Bias due to missing data  SERIOUS RISK  
 

Drop-out of patients from baseline to 12 months assessment 
+/- 22%; non-responses evenly distributed between both 
conditions. It is unclear on what number of participants the 
analysis for each outcome is based. 

Bias in measurement of 
outcomes  

MODERATE RISK                                                     
 

Validated PRO's are used to measure the subjective outcomes 
in both conditions. No extra person for outcome assessment 
aware of condition allocation. 

Bias in selection of the 
reported result  

LOW RISK 
 

The outcome measurements and analyses are clearly defined 
and there is no indication of selection of the reported analysis 
from among multiple analyses; no indication of selection of 
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the cohort or subgroups for analysis and reporting on the 
basis of the results. 

OVERALL RISK OF BIAS  SERIOUS RISK study 

 

Detmar 2002 
Methods Longitudinal randomized crossover design - with intervention group (IG) and control group 

(CG). 

Participants Cancer patients undergoing outpatient palliative chemotherapy, and oncologists working in 
the department of medical oncology. 
Country: The Netherlands. 
Age: Patients: IG: mean 58 years(25-84) ; CG: mean 55 years (24-81) - p=0.24; Oncologists: 
mean 44 years (35-53). 
Sex: Patients: IG: 73% female; CG: 81% female - p=0.15; Oncologists: 40% female. 
Inclusion criteria: 1)receiving outpatient palliative chemotherapy; 2) recruited after 
receiving 2 cycles of chemotherapy. 
Exclusion criteria: 1) lacking proficiency in Dutch; 2) ≤ 18 years; 3) participation in 
concurrent HRQOL study. 
N randomized: Patients: N= 273; IG: n=131; CG: n=172; Oncologists: n=10. 
N in analysis: Patients: N= 214; IG: n=100; CG: n=144; Oncologists: n=10. 

Interventions Content of screen: (HR)QOL: tool=EORTC-QOL-C30: 5 functional scales, 9 symptom scales, 
and 2 General Health- and QOL-items, no total score can be computed. 
Interventionist: No interventionist for screening act, self-completion of screening tool. 
Intervention procedure: solitary SI: Patients in IG had a first standard follow-up visit with 
oncologist,. At 3 following outpatient visits, patients completed  HRQL-questionnaire on 
paper in  waiting room immediately before their visit, the responses were optically 
scanned, scored and transformed into a graphic summary. Physicians and patients received 
a copy of the summary before the consultation. 
Conditions for implementation: 1) Half-hour educational session for oncologists on how to 
interpret the QOL-summary scores; 2) Development of information pamphlet for 
(intervention)patients; 3) A system/person is needed to deliver and collect questionnaires 
and to control data management; 4) A research assistant was available for further 
explanation. 
Comparative condition: Usual care group. 
Length of follow-up: from the 1st to the 4th visit for follow-up of palliative chemotherapy 
(1st study medical visit: baseline assessment for both groups - intervention introduced at 
2nd study visit and continued through the 4th study visit). 

Outcomes Primary outcomes: 1) Patients’ sociodemographic and clinical characteristics; 2) Patient-
Physician Communication: content, total length; 3) Physicians’ awareness of patients’ 
HRQL: fatigue, physical fitness, feelings, daily and social activities, pain, and overall health 
(COOP and WONCA); 4) Patient Management: notes and comments relating to HRQL-
related in patients’ medical record, prescription of medication, ordering of tests, referrals 
to other health care practitioners, and counseling; 5) Patient and Physician Satisfaction: 
patients were asked how their needs were addressed, their active involvement during the 
visit, patient-physician interaction, and information and emotional support received (PSQ). 
Oncologists were asked "How satisfied were you with the communication with your patient 
during this visit?"; 6) Patients' Self-Reported HRQL (SF-36), 7) Patient and Physician 
Evaluation of the Intervention. 
Secondary outcomes: / 
Outcome time points: At the end of the 1st and 4th follow-up visit. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence Unclear risk Not clear what method was used to generate a sequence. 
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generation (selection bias) 

Allocation concealment 
(selection bias) 

Unclear risk Unclear which method was used to conceal the allocation of 
physicians to conditions. 

Blinding of participants and 
personnel (performance 
bias) 

Unclear risk Patients: blinded; oncologists: not blinded, act as their own 
control in a other period of the study. Potentially a bias for the 
oncologists who first had to undertake the intervention period 
and afterwards the control period (were they providing 'usual 
care'?) 

Blinding of outcome 
assessment (detection bias) 

Low risk Outcomes of interest were collected with self-report 
questionnaires, no extra person for outcome assessment aware 
of condition allocation. Raters for content coding of audiotaped 
medical consultations were blinded. 

Incomplete outcome data 
(attrition bias) 

High risk Drop-out of patients from baseline to 4th study visit +/- 22%; 
equally distributed between both conditions, explained by 
death, change of physician, change of hospital. 

Selective reporting 
(reporting bias) 

Low risk Adequate: conclusions made on the basis of their outcomes of 
interest, but other outcome results also available in 
supplementary. 

Other bias Low risk / 

 

Geerse 2017 
Methods RCT - with intervention group (IG) and control group (CG). 

Participants Newly diagnosed or recurrent lung cancer patients starting systemic therapy. 
Country: The Netherlands. 
Age: IG: mean 60.6 years(sd10.5); CG: mean 62.3years (sd9.7). 
Sex: IG: 46% female; CG: 39% female. 
Inclusion criteria: 1) newly diagnosed or recurrent lung cancer; 2) starting (adjuvant) 
chemo-(radio)therapy or treatment with biologicals; 3) Eastern Cooperative Oncology 
Group performance score 0-2. 
Exclusion criteria: 1) actual psychiatric co-morbidity, 2) receiving care from palliative team. 
N randomized: N=223, IG: n=110 ; CG: n=113. 
N in analysis: N= 111; IG: n=61; CG: n=50 completed all four assessments. 

Interventions Content of screen: DISTRESS: tool= DT, PL and the referral wish question (yes, may be, no): 
PL 47 items covering five life domains: practical (7 items), social (3 items), emotional (10 
items), spiritual (2 items) and physical (25items). 
Interventionist: Self-completion of screening tool, but psychosocial nurse needed for 
discussion response patterns. 
Intervention procedure: SI with co-intervention to use screening results: Patients completed 
DT/PL before their outpatient clinic appointment at baseline - T4 (min. 4 times). After 
completion face-to-face with psychosocial nurse to discuss response pattern. Referral DT 
score was≥4 or if  
referral wish. 
Conditions for implementation: 1) A system/person is needed to deliver and collect 
questionnaires and to control data management; 2) nurse available to discuss screening 
results. 
Comparative condition: Usual care group. 
Length of follow-up: +/- 6,5 months  following start of treatment (=randomization) 

Outcomes Primary outcomes: 1) (HR)QOL: EORTC-QLQ-C30. 
Secondary outcomes: 1a) lung cancer specific QOL (EORTC-LC13); 1b) QOL (EQ-5D), 2) 
Distress (HADS), 3) Satisfaction (PSQ-III), 4) end of life care; 5) survival. 
Outcome time points: 1, 7, 13, 25 weeks after randomization. 

Notes  

Risk of bias table (judged with RoB) 
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Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Low risk Randomization schedule generated by a validated system (PMX 
CTM, release 3.3.0 HP2, Propack Data) with use of 
pseudorandom number generator and supplied seed number. 

Allocation concealment 
(selection bias) 

Low risk Randomisation, questionnaire distribution and data 
management performed by the independent Netherlands 
Comprehensive Cancer Organization (IKNL). 

Blinding of participants and 
personnel (performance 
bias) 

Unclear risk No blinding of patients or psychosocial nurses. 

Blinding of outcome 
assessment (detection bias) 

Low risk All outcomes collected with self-report questionnaires, no extra 
person for outcome assessment aware of condition allocation. 

Incomplete outcome data 
(attrition bias) 

High risk Drop-out from baseline to 24 weeks post baseline: 56% in 
control group, 45% in intervention group ; reasons for drop-
out: death, discontinued participation. 

Selective reporting 
(reporting bias) 

Low risk All outcome data available in paper or in supplementary file. 

Other bias Low risk / 

 

Giesler 2005 
Methods Prospective multisite RCT - with intervention group (IG) and control group (CG). 

Participants Adult patients with prostate carcinoma and their partners. 
Country: United States. 
Age: IG: mean 66,7years; CG: mean 61,1years. 
Sex: All male. 
Inclusion criteria: 1) Diagnosed with stage T1a-T2c prostate carcinoma; 2) Scheduled to 
undergo or have undergone surgery, external beam radiation or brachytherapy; 3) Partner 
willing to participate within 2 weeks after conclusion of the therapy; 4) ≥ 18 years; 5) Fluent 
English. 
Exclusion criteria: / 
N randomized: N=99; IG: n48; CG: n=52. 
N in analysis: N=99; IG: n48; CG: n=51 (sample sizes at baseline,4,7,12months fluctuated 
slightly due to missing answers), n=85 at 12months drop-out equal in IG and CG. 

Interventions Content of screen: (HR)QOL: Quality of life problems (sexual functioning, cancer worry, 
dyadic adjustment, depression and other cancer-related problems). 
Interventionist: A nurse to conduct the screening/assessment. 
Intervention procedure: SI with co-intervention to use screening results: 6 intervention 
visits in first 6 months after end treatment, 1st visit (end therapy): assessment of bowel 
and urinary function problems; 2nd visit (1 month later): assessment guided by computer 
assessment program; contacts 3-6 (each month on phone): asks to discuss issues and 
concerns.                                        Menu-driven computer program provided standardized 
questions 
and response formats that the nurse used to elicit and document information concerning 
QOL problems. If score exceeded threshold for a problem, program prompted to assess the 
problem in greater detail and helped identify strategies. 
Conditions for implementation: 1) Development of computer assessment program with  
specific and general strategies linked to the assessment outcome; 2)  Laptop needed; 3) 
Training of the nurse in use of the system; 4) A nurse to monthly contact the prostate 
cancer patient and his partner. 
Comparative condition: Usual care group. 
Length of follow-up: 6 months following end of treatment. 

Outcomes Primary outcomes: 1) Specific QOL: Urinary, sexual, bowel and cancer worry outcomes 
(PCQoL); 2) Depression (CES-D); 3) Dyadic adjustment (DAS); 4) General QOL (SF-36). 
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Secondary outcomes: / 
Outcome time points: Baseline (= end of treatment); 4, 7, and 12 months past treatment. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Unclear risk Not clear what method was used to gererate the sequence. 

Allocation concealment 
(selection bias) 

Unclear risk Unclear which method was used to conceal the allocation to 
conditions. 

Blinding of participants and 
personnel (performance 
bias) 

High risk Patients, partners and nurses not blinded. 

Blinding of outcome 
assessment (detection bias) 

Low risk Outcome data collected with computer-assisted telephone 
interviews, interviewers were blind to the group. 

Incomplete outcome data 
(attrition bias) 

High risk Drop-out of patients from baseline to 12 months assessment 
+/- 15%; equally distributed between both conditions, “attriters 
did not differ from those who completed the study”; reason for 
drop-out: inconvenience. "Because some respondents 
occasionally failed to answer all items during the interviews, 
the sample sizes fluctuated slightly", nowhere stated how much 
this is. 

Selective reporting 
(reporting bias) 

Low risk All prespecified data reported. 

Other bias High risk No adjustments for multiple testing implicate that the few 
positive results have a high risk to be type II errors. 

 

Given 2004 
Methods RCT – with an intervention group (IG)  and control group (CG). 

Participants Patients diagnosed with a solid tumor and within 56 days of undergoing a first cycle of 
chemotherapy.. 
Country: United States. 
Age: unclear. 
Sex: Almost 80% of the total sample female. 
Inclusion criteria: 1) diagnosed with a solid tumor; 2) Within 56 days of undergoing a first 
cycle of chemotherapy; 3) Having a family member who agreed to be the informal 
caregiver of record; 4) caregiver and patient need to be able to speak and read English; 5) 
Cognitively intact. 
Exclusion criteria: 1) undergone a previous course of chemotherapy or receiving radiation. 
N randomized: N=237; IG: n=118; CG: n=119. 
N in analysis: baseline: N=237, IG: n=118, CG: n=199; 10 weeks: N=191, IG: n=97, CG: n=94; 
20 weeks: N=167, IG: n=80, CG: n=87. 

Interventions Content of screen HRQOL: Assessment of severity of problems and extent to which each of 
these problems impacted QOL-dimensions. Problems assessed: alopecia, anxiety, 
constipation, depression, diarrhea, nausea, dyspnea, fatigue, fever, anorexia, insomnia, 
mucositis, pain, skin problems, lack of concentration, and physical and work role 
functioning; QOL dimensions assessed: emotions, relationships with others, sleep, appetite, 
daily activity, and concentration. 
Interventionist: A nurse to conduct the screening/assessment and broader intervention. 
Intervention procedure: SI with co-intervention to use screening results: A 10 contact, 20 
week intervention with symptom assessment, The computer documentation system 
provided up to 4 intervention strategies for each detected problem selected from the 
categories: information, counseling  and support, coordination of care, and prescribing 
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therapeutic activities. Nurse discussed and entered patients’ choice into computer-guided 
protocol. At all subsequent contacts, patients rated the severity and impact on symptoms 
for each specific intervention. Evaluation of each problem classified as: resolved, 
improving, no change or deteriorating. Each of the in person sessions took approximately 1 
hour . 
Conditions for implementation: 1) Development of a computer system with pre-defined 
roster of interventions related to detected problems; 2) Training of intervention nurses in 
assessing patients and use of computer system.                                               
Comparative condition: Usual care group. 
Length of follow-up: 20 weeks following a first cycle of chemotherapy. 

Outcomes Primary outcomes: Depression (CES-D). 
Secondary outcomes: / 
Outcome time points: baseline (=within 56 days of undergoing 1st cycle of chemo); 10 and 
20 weeks. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Unclear risk Sequence generation not specified. 

Allocation concealment 
(selection bias) 

Unclear risk Unclear which method was used to conceal the allocation to 
conditions. 

Blinding of participants and 
personnel (performance 
bias) 

High risk Patients, partners and nurses not blinded. 

Blinding of outcome 
assessment (detection bias) 

Unclear risk No information on blinding of telephone (outcome) 
interviewers. 

Incomplete outcome data 
(attrition bias) 

High risk Drop-out from baseline to 20 weeks post baseline: 32% in 
control group, 27% in intervention group. 

Selective reporting 
(reporting bias) 

High risk Data on patient-characteristics is very limited, no clear 
presentation on the concrete depression data (CES-D scores) or 
severity of problems data, only a lot of visuals and text on the 
assessed interactions. There is also no referral to a 
supplementary file for the concrete data. 

Other bias Unclear risk Not clear whether the different composed models are post-hoc 
analyses or were rather planned in advance. 

 

Harrison 2011 
Methods RCT - with an intervention group (IG) and a control group (CG). 

Participants Adult colorectal cancer patients that underwent surgery. 
Country: Australia. 
Age: IG: mean 67.2 years ; CG: mean 61.8 years. 
Sex: CG: IG: 42% female; CG: 36% female. 
Inclusion criteria: 1) ≥18 years, 2) admitted for surgery for colorectal cancer (any stage), 3) 
telephone access, family member or caregiver as interpreter for telephone intervention if 
not English speaking. 
Exclusion criteria: / 
N randomized: N= 75, IG: n=38, CG: n=36. 
N in analysis: baseline: N= 73, IG: n=37, CG: n=36; 1 month: N=70, IG: n=36, CG: n=34; 3 
months: N= 65, IG: n=34,CG: n=31; 6 months: N=60, IG: n= 30, CG: n=30. 

Interventions Content of screen: CARE NEEDS: A set of questions acting as a screening tool, designed to 
address common problems experienced by patients throughout this period. Physical, 
psychosocial, information, supportive care, and rehabilitation needs are assessed and 
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addressed during each call. Interventionist: Colorectal cancer nurse who conducts the 
telephone screenings. 
Intervention procedure: SI part of a more complex intervention: The CONNECT intervention 
comprises 5 calls of a nurse following the patients initial discharge from hospital after 
surgery (days 3 and 10 and then at 1, 3, and 6months). Needs are assessed and addressed 
during each call. Patients also have the opportunity to raise any additional concerns. If the 
nurse identifies a need, relevant information is provided. Emotional support is given when 
necessary. Where further clinical advice, or referral, is required, the nurse directs patients 
back to the appropriate clinical team member to make the relevant appointments and 
referrals.. 
Conditions for implementation: 1) training for nurse that conducts the telephone screening,  
2) availability of nurse to conduct all screening calls. 
Comparative condition: Usual care: included a recommended follow- up appointment with 
a general practitioner and surgeon. 
Length of follow-up: 6 months following initial discharge from hospital. 

Outcomes Primary outcomes: 1) Unmet needs (SCNS-SF34), At 6months, the SCNS-SF34 was replaced 
with the Ca-SUN, more relevant to the majority of participants (assesses unmet need in 4 
areas: information, quality of life, emotional, and life perspective.).  
Secondary outcomes: 1)QOL (FACT-C),  2) Cancer-related postoperative health service 
utilization, including presentations to emergency departments, hospital readmissions, 
appointments/contacts with hospital based staff (ward staff, cancer care coordinators), 
specialists (surgeons, oncologists), general practitioners, stoma therapists, and community 
services (community nurse, pharmacist, support groups). 
Outcome time points: 1, 3, and 6 months after discharge from hospital. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Low risk Sequences were created using a Computer generated 
randomization schedule. 

Allocation concealment 
(selection bias) 

Low risk Independent researcher randomly allocated patients to 
intervention or control groups. 

Blinding of participants and 
personnel (performance 
bias) 

High risk Study authors stated: "blinding of either patients or researchers 
was not possible".                

Blinding of outcome 
assessment (detection bias) 

Low risk Care needs and QOL data were collected with self-report tools 
for patients, no extra person for outcome assessment aware of 
condition allocation. Health service utilization data were 
collected blind to participants' group status. 

Incomplete outcome data 
(attrition bias) 

High risk Drop-out of patients from baseline to 6 months assessment +/- 
20%; equally distributed between both conditions for care 
needs and QOL measurement. Completeness of data on health 
service utilization seems to be adequate. 

Selective reporting 
(reporting bias) 

Low risk The study protocol is not available but it is clear that the 
published reports include all expected outcomes. 

Other bias Low risk / 

 

Hilarius 2008 
Methods Sequential cohort design with repeated measures - with intervention group (IG) and control 

group (CG). 

Participants Cancer patients who were to begin adjuvant or palliative chemotherapy treatment. 
Country: The Netherlands. 
Age: Patients: IG: mean 57 years ; CG: mean 55 years - p=0.17; Nurses: mean 36 years (26-
48). 
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Sex: Patients: IG: 61% female; CG: 67% female - p=0.54; Nurses: 100% female. 
Inclusion criteria: 1) cancer patient; 2) to begin adjuvant or palliative chemotherapy 
treatment. 
Exclusion criteria: Patients: 1) aged < 18 years; 2) lack basic proficiency in Dutch; 3) exhibit 
overt psychopathology or serious cognitive problems; 4) participating in a concurrent HRQL 
study. 
N recruited: Patients: N=298; IG: n=148; CG: n=150; Nurses: N=10. 
N in analysis: Patients: N=219; IG: n=111; CG: n=108; Nurses: N=10. 

Interventions Content of screen: (HR)QOL: tool= EORTC-QLQ-C30: validated HRQOL-measure with 5 
functional scales, 9 symptom scales, and 2 General Health- and QOL-items, no total score 
can be computed. If applicable a specific module for breast cancer (QLQ-BR23), colorectal 
cancer (QLQ-CR38), or lung cancer (QLQ-LC13) was added. 
Screenings interventionist: No interventionist for screening act, self-completion of 
screening tool. 
Intervention procedure: Solitary SI: Patients completed the EORTC questionnaire on touch 
screen computer in outpatient clinic, a graphic results summary was generated and given 
to patient and nurse before consultation (outpatient visit 2, 3, 4,5 = study visit 1,2,3,4). No 
specific guidelines were provided on how  the HRQL summary data could/should be used 
during consultations. 
Conditions for implementation: 1) A system/person is needed to deliver and collect 
questionnaires and to control data management; 2) A group educational session and 
written information for nurses on how to interpret the HRQL summary scores; 3) 
Development of written materials for (intervention)patients. 
Comparative condition: CG: usual care. 
Length of follow-up: 4 consecutive outpatient visits. 

Outcomes Primary outcomes: 1) Nurse-patient communication: self-report questionnaire for patients; 
2) Nurses' awareness of patients' HRQL: COOP and WONCA completed by nurses and 
patients ; 3) Patient management: notations relating to HRQL-related topics coverd by the 
EORTC questionnaires abstracted form medical and nursing records, and abstracted with a 
checklist; 4) Patient satisfaction: modified PSQ, Form II with 4 subscales (perceived 
technical quality of care, interpersonal manner, communication, and continuity of care); 5) 
Patients' HRQOL: SF-36, and if applicable FACT-BCS, FACT-C, and FACT-L; 6) patient and 
nurse evaluation of the intervention. 
Secondary outcomes: / 
Outcome time points: Baseline (=2nd outpatient visit=1st study visit), and 5th outpatient 
visit (4th study visit). 

Notes For bias judgement on NRCT we refer to the ROBINS-I tables in the 'Additional Tables-
section'. 

Risk of bias table (judged with ROBINS-I) 

Bias 
Authors' 

judgement 
Support for judgement 

Bias due to confounding  MODERATE RISK  
 

Confounding possible, but not more than we would expect in 
a RCT on this topic. 

Bias in selection of                    
participants into the study  

LOW RISK                                                
 

The study employed a sequential cohort design with an initial 
cohort of 100 consecutive patients that formed the control 
group with usual care, and after a 'wash out' period of 2 
months the cohort of the experimental arm was recruited. 

Bias in classification of 
interventions  

LOW RISK                                     
 

The classification of interventions is clear. 

Bias due to deviations from 
intended intervention  

NO 
INFORMATION                                             
 

There were no deviations in the screening interview 
intervention mentioned. 

Bias due to missing data  SERIOUS RISK  
 

Drop-out of patients from baseline to 13 and 14 months 
assessment +/- 27%; non-responses evenly distributed 
between both conditions; 2 most common reasons for 
dropout were death and cessation of treatment. 
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Bias in measurement of 
outcomes  

MODERATE RISK  
 

For both conditions subjective outcomes were measured with 
validated and self-adjusted PRO's. No extra person for 
outcome assessment aware of condition allocation. 

Bias in selection of the 
reported result  

LOW RISK 
 

The outcome measurements and analyses are clearly defined 
and there is no indication of selection of the reported analysis 
from among multiple analyses; no indication of selection of 
the cohort or subgroups for analysis and reporting on the 
basis of the results. 

OVERALL RISK OF BIAS  SERIOUS RISK study 

 

Hollingworth 2013 
Methods RCT - with intervention group (IG) and usual care control group (UCG). 

Participants Patients undergoing outpatient chemo- or radiotherapy. 
Country: United Kingdom. 
Age: IG: mean 61years(12.2sd); CG: mean 62years(11.5sd). 
Sex: IG: 67.9% female; CG: 59.3% female. 
Inclusion criteria: 1) age ≥18 yrs and < 85yrs; 2) primary solid tumor diagnosis within 
previous 12 months; 3) outpatient external radiotherapy over period of ≥2weeks, or 
outpatient chemotherapy of ≥ 2 cycles; 4) ability to read and communicate in English. 
Exclusion criteria: 1) receiving neoadjuvant chemotherapy; 2) diagnosed with ductal 
carcinoma in situ or skin carcinoma. 
N randomized: N=220; IG: n=112; CG: n=108. 
N in analysis: N=220; IG: n=112; CG: n=108. 

Interventions Content of screen: DISTRESS: tool= DT, distress by self-report of patients on a 11-point scale 
ranging from 0('none') to 10 ('extreme'). PL of physical, practical, family, emotional, and 
spiritual concerns ('yes'-'no') refined in this study to a 42-item list. 
Interventionist: A radiographer or nurse to conduct the screening conversation. 
Intervention procedure: SI with co-intervention to use screening results: During 2nd week of 
radiotherapy or 2nd cycle of chemo, patients completed the DT&PL as basis of a 
therapeutic conversation with the radiographer/nurse: concerns identified, potential 
solutions discussed, staff actions/patient actions/referral taken. At the discretion of the 
patient, a 2nd DT&PL meeting could be  arranged toward the end of therapy. 
Conditions for implementation: 1) All staff received training: audiovisual example of DT&PL 
administration, role playing, advice on dealing with strong emotions;                         2)A 
source directory was developed providing info on self-management techniques, 
information sources, support groups and guidance for staff on when to refer patients. 
Comparative condition: Usual care group. 
Length of follow-up: 12 months following 2nd week of radiotherapy or 2nd cycle of chemo. 

Outcomes Primary outcomes: 1) psychological well-being (POMS) 
Secondary outcomes: 1) QOL (EORTC-QLQ-C30); 2) EQ-5D-3L; 3) patient satisfaction: 
(TPVCSQ) at 6months only; 4) cost of the DT&PL: pretrial training costs, cost of staff time; 5) 
health service use: medical record review on inpatients and ambulatory hospital care and 
patient questionnaires on 1, 6, 12months detailing community health care and 
medications. 
Outcome time points: Baseline (=2nd week of radiotherapy or 2nd cycle of chemo); 1, 6, 
and 12months after baseline. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Low risk Computer based 1:1 allocation, stratified by site. 

Allocation concealment Unclear risk Unclear which method was used to conceal the allocation to 
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(selection bias) conditions. 

Blinding of participants and 
personnel (performance 
bias) 

High risk Patients and therapists were aware of group allocation. 

Blinding of outcome 
assessment (detection 
bias) 

Low risk Researcher/outcome assessor was blinded for group allocation. 

Incomplete outcome data 
(attrition bias) 

Low risk Drop-out from baseline to 12 months post baseline +/- 5%; 
equally distributed between both conditions; reasons for drop-
out: death, withdrawal, lost contact. 

Selective reporting 
(reporting bias) 

Low risk The study protocol is not available but it is clear that the 
published reports include all expected outcomes. 

Other bias Low risk / 

 

Kutner 1999 
Methods Cluster RCT - with an intervention group (IG) and a control group (CG). 

Participants Cancer patients scheduled for a follow-up visit in a ambulatory cancer clinic. 
Country: United States. 
Age: Physicians: IG: 41.7±6.9, CG: 42.2±6.3; Patients: IG: 51.5±16.4, CG: 55.6±13.3. 
Sex: Physicians: IG: 33% female, CG: 20% female; Patients: IG: 44% female, CG: 66% female. 
Inclusion criteria: 1) ≥18 years, 2) had a scheduled follow-up visit, 3) English-speaking, 4) 
able and willing to consent and to read and complete the questionnaires. 
Exclusion criteria: / 
N randomized: Physicians: N=11, IG: n=6, CG: n=5, Patients: N=282, IG: n=149, CG: n=133. 
N in analysis: baseline: Physicians: N=11, IG: n=6 CG: n=5; Patients: N=282, IG: n=149, CG: 
n=133. 

Interventions Content of screen: CARE NEEDS: needs assessment questionnaire adapted from published 
instruments, exploring needs in 13 domains: intensive care, financial, self-care, future, 
symptom relief, treatment, emotional, spiritual, test, prevention, diagnosis, referral and 
advance directives. 
Interventionist: No interventionist for screening act, self-completion of screening tool. 
Intervention procedure: Solitary SI: Patients completed a pre-visit needs assessment 
questionnaire, completed forms were attached to the patient charts prior to the clinic visit. 
Physicians were aware of this information, but not instructed in use of the information 
provided. 
Conditions for implementation: A person or system that gives/sends the pre-visit 
questionnaire to patients and attaches it to patients files. 
Comparative condition: Usual care: not further specified. 
Length of follow-up: No follow-up. 

Outcomes Primary outcomes: 1) items discussed at the clinical encounter, 2) Visit specific patient 
satisfaction: five item Medical Outcomes Study Patient Visit Rating Questionnaire, 3) Visit 
specific physician satisfaction: Relation and Demand subscales + one-item satisfaction 
measure from Suchmans' Physician Satisfaction Questionnaire, 4) Physician participatory 
decision-making style: a three item scale. 
Secondary outcomes: / 
Outcome time points: only 1: post-visit 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Unclear risk Unclear what method was used to randomize the physicians. 

Allocation concealment Unclear risk Unclear which method was used to conceal the allocation to 



Chapter 7. APPENDICES 

 

264 
 

(selection bias) conditions. 

Blinding of participants and 
personnel (performance 
bias) 

High risk No blinding of physicians or patients. 

Blinding of outcome 
assessment (detection bias) 

Low risk Outcome data were collected with post-visit questionnaires in 
both conditions. No extra person for outcome assessment 
aware of condition allocation. 

Incomplete outcome data 
(attrition bias) 

Low risk Only 1 outcome time point, so no potential missing data due to 
loss in follow-up. No indication for other missing data. 

Selective reporting 
(reporting bias) 

High risk Incomplete reporting of outcomes (only significant subscales 
reported for patient satisfaction, without a measure of the 
spread of the data). 

Other bias High risk Adjusted p-values reported everywhere, to adjust for 
clustering, but no information on how this adjustment was 
done 
It is clear that these is a huge difference in baseline 
characteristics, which are the result of clustering at the 
physician level, but there become non-significant when 
"clustering is taken into account". Nevertheless remains 
problematic. 

 

Livingston 2010 
Methods Cluster RCT - with two intervention groups (IG-4 and IG-1) and one control group (CG). 

Participants Newly diagnosed prostate cancer and male colorectal cancer patients 
Country: Australia 
Age: IG-4 Outcalls: mean 65,3years (sd8,9); IG-1 Outcall: mean 64,2years (sd8,8); CG-
passive referral: mean 63,9years (sd9,0). 
Sex: All male 
Inclusion criteria: 1) male, 2) newly diagnosed prostate or colorectal cancer. 
Exclusion criteria: 1) limited English, 2) have a psychiatric illness, 3) prognosis less than 52 
weeks.. 
N randomized: N 571; IG-4: n=209; IG-1: 197; CG: n=165. 
N in analysis: Variety in sample size according to timing outcome measurement; IG-4 
Outcalls: n-baseline=209, n-4mo=136, n-7mo=194, n-12mo: 194; IG-1 Outcall: n-
baseline=225, n-4mo=183, n-7mo=174, n-12mo: 166; CG-Passive Referral: n-baseline=165, 
n-4mo=157, n-7mo=153, n-12mo: 147. 

Interventions Content of screen: BIOPSYCHOSOCIAL WELL-BEING: Discussion of 10 topics during outcall: 
the cancer diagnosis; treatment /management issues; what to expect from surgery; 
management of side effects; communication with the specialist; partner/family issues; 
psychological/ emotional and communication concerns; understanding cancer language; 
diet and nutrition; other support services and availability of written resources. If the 
patients did not mention a topic, the cancer nurse raised the topic. 
Interventionist: A Cancer Helpline nurse to conduct the screening/assessment. 
Intervention procedure: SI with co-intervention to use screening results: IG-Active Referral-
4 outcalls (IG-4): a specialist referral to the Helpline with 4 outcalls to the participant 
(telephone assessment) within 1 week of diagnosis, 6 weeks, 3 and 6 months post-
diagnosis;                                                                       IG-Active Referral-1 outcall (IG-1): a 
specialist referral to the Helpline and 1 outcall (telephone assessment) within 1 week of 
diagnosis. If topics(of content of screen) not mentioned by patient, raised by the nurse. 
Conditions for implementation: 1) Availability of a Cancer Telephone Helpline; 
2)Professionals trained in communication and listening skills, counseling qualifications and 
experience in clinical oncology; 3) Training of specialists to discuss the Cancer Helpline en 
use the referral slips. 
Comparative condition: Usual care group, with suggestion to patient to call the Cancer 
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Helpline in case of needs/questions. 
Length of follow-up: 12 months following the specialist consultation on cancer diagnosis. 

Outcomes Primary outcomes: 1) Cancer specific distress: modified version of an existing distress-tool 
for breast cancer patients; 2) Anxiety and depression (HADS). 
Secondary outcomes: / 
Outcome time points: baseline (= diagnosis); 4, 7 and 12 months post-diagnosis. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Low risk Computer generated random numbers produced by the project 
coordinator. 

Allocation concealment 
(selection bias) 

High risk Both study coordinator and referring specialist were aware of 
intervention group. 

Blinding of participants and 
personnel (performance 
bias) 

High risk Patients were aware of intervention group. Blinding of 
personnel not reported. 

Blinding of outcome 
assessment (detection 
bias) 

Low risk Outcome assessors were not aware of intervention/control 
group. 

Incomplete outcome data 
(attrition bias) 

Low risk Drop-out from baseline to 12 months post baseline +/- 12%; 
equally distributed between both conditions ; reasons for drop-
out: death, withdrawal, refused. 

Selective reporting 
(reporting bias) 

High risk Incomplete reporting of the data of intervention group 1 
outcall. 

Other bias Low risk / 

 

Maunsell 1996 
Methods RCT - with intervention group (IG) and control group (CG). 

Participants Women with newly diagnosed localized or regional stage breast cancer. 
Country: Canada. 
Age: IG: mean 54.6 years(sd12.4); CG: mean 56.3years (sd13.2). 
Sex: All female. 
Inclusion criteria: 1) diagnosis with localized or regional stage breast cancer; 2) pathological 
report of breast cancer confirmation available; 3) first treatment at the Saint-Sacrement 
Breast Disease Clinic, Quebec. 
Exclusion criteria: 1) previous treatment for cancer, 2) distant disease at diagnosis, 3) 
participating in National Surgical Adjuvant Breast Project protocol B-18 and randomized to 
receive chemotherapy before surgery, 4)without a telephone, 5) hearing or other health 
problems so severe that an interview was not possible. 
N randomized: N = 261, IG: n=131, CG: n=130. 
N in analysis: N=250; IG: n=123; CG: n=127. 

Interventions Content of screen: DISTRESS: tool= GHQ-20 measuring increases in psychologic symptoms 
(somatic items not used for this purpose). GHQ ≥ 5 were considered symptomatic 
Interventionist: Telephone screener (research assistant) and Social worker to discuss results 
and give support. 
Intervention procedure: SI with co-intervention to use screening results: Systematic 
telephone screening of psychologic distress, starting at 21days after randomization, 
repeated at 28-day intervals, for 12 times.    Patients with high scores called by social 
worker to discuss reasons for increased distress, desire for further contact with social 
worker and tailored approach. 
Conditions for implementation: 1) Person needed who conducts the telephone screenings,                                                                                 
2) Social worker needed who contacts and works with patients with high GHQ scores. 
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Comparative condition: Usual care group. 
Length of follow-up: 12 months following hospitalization for initial treatment. 

Outcomes Primary outcomes: 1) Psychologic distress (PSI). 
Secondary outcomes: 1) Social support: six-item Social Support Questionnaire, 2) Impact of 
stressful life events (LES): 3) Marital satisfaction (LWMAT). 4) questions on participants' 
general perception of her health= QOL-parameters, extent to which her health worried her, 
performance of usual home, social, leisure and physical activities, return to payd 
employment (based on Canada Health and Activitey Limitation Survey); 5) visits to 
healthcare professionals in the past year and other distress alleviating co-interventions; 6) 
degree and nature of exposure to contacts with social workers. 
Outcome time points: Baseline (=hospitalization for initial treatment), 3&12 months after 
baseline. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Low risk Randomization using a random numbers table. 

Allocation concealment 
(selection bias) 

Unclear risk Randomization communication by the clinic secretary with 
sealed envelopes prepared by the principal investigator, but 
not clearly stated if the envelopes are opaque and opened 
sequentially. 

Blinding of participants and 
personnel (performance 
bias) 

High risk The research nurse who carried out the baseline interview was 
blinded to patients' treatment assignment, further no blinding. 

Blinding of outcome 
assessment (detection bias) 

Low risk The research nurse who conducted the baseline and all 
following interviews was blinded. 

Incomplete outcome data 
(attrition bias) 

Low risk Adequate, drop-out from baseline to 12 months post baseline 
+/- 5%. 

Selective reporting 
(reporting bias) 

Unclear risk It seems that data of some outcomes is not given (e.g. LES). 

Other bias Low risk / 

 

Nimako 
Methods RCT - with intervention group (IG), usual care control group (UCG) and attention control 

group (ACG). 

Participants Patients of all ages with a diagnosis of a thoracic cancer that recently completed treatment. 
Country: United kingdom. 
Age: IG: mean 64.6years; ACG: mean 64.7years; UCG: 62.9years. 
Sex: IG: 44% female; ACG: 45% female; UCG: 46% female. 
Inclusion criteria: 1) attending the Royal Marsden Hospital, 2) diagnosis of a thoracic cancer 
(NSCLC, SCLC and mesothelioma), 3) able to understand written and spoken English, 4) 
recently completed treatment. 
Exclusion criteria: 1) a plan in to commence treatment (chemotherapy, targeted therapies, 
radiotherapy, surgery) within 6 weeks, 2) taking part in any other studies that required the 
completion of a QoL questionnaire, 3) had received any anti-cancer treatment 
(chemotherapy, radiotherapy, surgery or targeted therapies) within the previous 3 week, 
4)had any ongoing toxicities from their treatment, which had not been stabilised (i.e. 
required intervention within last 7 days). 
N randomized: N=138; IG: n=45; ACG: n=47; UCG: n=46. 
N in analysis: baseline measures: N=138; IG: n=45; ACG: n=47; UCG: n=46; 6 weeks 
measures: N=131; IG: n=42; ACG: n=45; UCG: n=44. 

Interventions Content of screen: (HR)QOL: tool= EORTC-QOL-C30: 5 functional scales, 9 symptom scales, 
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and 2 General Health- and QOL-items, no total score can be computed. 
Interventionist: No interventionist for screening act, self-completion of screening tool. 
Intervention procedure: Solitary SI: 1) IG: patients completed EORTC QLQ-C30 and LC13 on 
paper in waiting room before clinic visit, this questionnaire was given to the reviewing 
doctor. The doctor provided feedback to the patient and conducted the consultation with 
the aid of the questionnaire; 2) Attention CG: patients also completed the EORTC-QLQ-C30 
on paper and LC13 in waiting room before clinic visit, the questionnaire was filed and not 
shared with the doctor.        
Conditions for implementation: 1) A system/person is needed to deliver and collect 
questionnaires and to control data management; 2)Training of reviewing doctors in the use 
and interpretation of the questionnaire. 
Comparative condition: Usual care group. 
Length of follow-up: 6 weeks following completion of treatment. 

Outcomes Primary outcomes: 1) Global Health at six weeks : General Health Status (item from EORTC-
QLQ-C30). 
Secondary outcomes: 1) changes in QOL from baseline to 6 weeks between intervention 
and control groups, 2) improvement in 5 functional scales of EORTC-QLQ-C30, 3) 
improvement in symptom scales of EORTC-QLQ-LC13 , 4) number of QOL issues identified 
at baseline, 5) number of management actions at baseline, 6) number of contacts with 
healthcare professionals outside clinic during study. 
Outcome time points: baseline (after completion of treatment) and 6 weeks after baseline. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Unclear risk Electronic randomization is mentioned, however exact method 
of sequence generation is unclear. 

Allocation concealment 
(selection bias) 

Unclear risk Not mentioned how and who allocated the participants to the 3 
conditions, unclear if this was concealed. 

Blinding of participants and 
personnel (performance 
bias) 

High risk Patients and doctors not blinded. 

Blinding of outcome 
assessment (detection bias) 

Unclear risk 1) QOL-assessments: were completed on paper and over the 
phone, unclear if the telephone assessor was blinded , 2) QOL 
issues identification and management: outcome assessment by 
the principal investigator based on the record chart completed 
by the unblinded doctor and the GP letter. 

Incomplete outcome data 
(attrition bias) 

Low risk Outcome data seem to be complete, drop-out from baseline to 
6 weeks post baseline +/- 7%. 

Selective reporting 
(reporting bias) 

High risk Only data on global health question of the EORTC-QLQ-C30 was 
used/reported for CG, while whole questionnaire was 
administered by patients in the control group. 

Other bias Low risk / 

 

Rosenbloom 2007 
Methods Stratified 3-arm RCT - with intervention group (IG), usual care control group (UCG) and 

assessment control group (ACG). 

Participants Adult patients with advanced cancer. 
Country: United States. 
Age: IG: mean 57.3 years (11.8sd); ACG: mean 60.2 years (11.0sd); UCG: mean 60.6 years 
(9.3sd). 
Sex: IG: 67% female; ACG: 70% female; UCG: 64% female. 
Inclusion criteria: 1) age 18-75 years; 2) advanced breast, lung or colorectal cancer with 
regional or distant spread of disease; 3) receiving chemotherapy at time of enrollment; 4) 
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life expectancy of at least 6 months (estimated by their attending physician). 
Exclusion criteria: 1) having brain metastases or other major central nervous system 
complication; 2) current psychosis, mania or severe depression with overt psychotic 
symptomatology; 3) inability to speak or read English. 
N randomised: unclear: there was drop-out due to worsening illness (n=10) and 
death(n=46), analysis techniques were chosen with non-random missing data in mind. 
N in analysis: N=213; IG: n=69; ACG: n=73; UCG: n=71. 

Interventions Content of screen: (HR)QOL: tool= FACT-G: 5 subscales measuring physical, functional, 
social-familial and emotional well-being, and relation with the physician. Scores on the 
subscales can be summed to produce a total QOL-scale; 9 breast/lung/colon cancer specific 
items; question if experience of particular symptom was better than/worse than expected. 
Interventionist: An interviewer to conduct the screening. 
Intervention procedure: SI with co-intervention to use screening results: 1) IG: HRQL patient 
assessments at baseline and 1, 2, 3 and 6 months. At baseline, 1 and 2 month visits 
patients’ HRQL assessment was followed by a structured interview of 20-30minutes  with 
the research nurse in case symptoms 'worse than expected'. Patients concerns and 
comments shared with the treating nurse prior to visits; 2) AssessmentCG: completed 
HRQL assessments at the same time points without a following interview. HRQL scores 
were shared with the treating nurse.                               
Conditions for implementation: 1) An interviewer needed to conduct the semi-structured 
interviews and communicate HRQL-scores to the treatment nurse. 
Comparative condition: UCG: usual care 
Length of follow-up: 6 months following recruitment during chemotherapy treatment. 

Outcomes Primary outcomes: 1) HRQL (FLIC); 2) Distress (Brief POMS, negative affect items); 3) 
Patient satisfaction: PSQ-III general satisfaction subscale (GENSAT), PSQ-III, communication 
satisfaction subscale (COMSAT); 4) Clinical treatment changes (total score of supportive 
care changes; referral to supportive services; ‘other’ clinical changes; and changes in the 
standard dose of chemotherapy as a result of patient-reported side effects or treatment 
toxicity). 
Secondary outcomes: / 
Outcome time points: baseline (recruitment during chemotherapy treatment); 3, and 6 
months after baseline. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Unclear risk Not clear what method was used to generate the sequence. 

Allocation concealment 
(selection bias) 

Unclear risk Unclear which method was used to conceal the allocation to 
conditions. 

Blinding of participants and 
personnel (performance 
bias) 

High risk Patients and treatment staff not blinded to treatment 
assignment. 

Blinding of outcome 
assessment (detection bias) 

Unclear risk No information on blinding of outcome assessors. 

Incomplete outcome data 
(attrition bias) 

High risk Drop-out from baseline to 6 months assessment +/- 28%. 

Selective reporting 
(reporting bias) 

Low risk Adequate. 

Other bias Low risk / 
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Schofield 2013 
Methods RCT - with intervention group (IG) and control group (CG). 

Participants Adult patients with inoperable lung cancer. 
Country: Australia. 
Age: IG: mean 62.3years(9.2sd); CG: mean 63.8years(11.4sd). 
Sex: IG: 43.6% female; CG: 35.8% female. 
Inclusion criteria: 1) diagnosis of inoperable lung or pleural (including mesothelioma) 
cancer; 2) scheduled to receive palliative external beam radiotherapy, palliative 
chemotherapy or radical radiotherapy and chemotherapy; 3) able to understand English. 
Exclusion criteria: 1) psychiatric disorder or serious cognitive impairment, 2) ECOG 
performance status [18] score≥3 or 2 months or less since a previous treatment regimen. 
N randomized: N= 108; IG: n=55; CG: n= 53. 
N in analysis: N= 108; IG: n=55; CG: n= 53. 

Interventions Content of screen: CARE NEEDS: The 38-item Needs Assessment for Advanced Lung Cancer 
Patients with subscales: Medical communication/information, Psychological/emotional, 
Daily living, Financial, Symptoms and Social. 
Interventionist: Self completion of the needs assessment, but a trained cancer health 
professional needed for the results discussion. 
Intervention procedure: SI with co-intervention to use screening results: 2 sessions 
(treatment commencement and completion): self-completed needs assessment+ 
intervention with active listening, self-care education and communication of unmet 
psychosocial and symptom needs to the multidisciplinary team for management and 
referral. 
Conditions for implementation: 1) A system/person is needed to deliver and collect 
questionnaires and to control data management; 2) Training of a cancer health professional 
in the intervention-action; 3) development of consultation materials: 6 standardized, 
manualized modules, with a take-home self-care leaflet, to address unmet needs reported 
by patients during consultations (‘Communicating with your Health Professional’, 
‘Communicating with your Family and Friends’, ‘Dealing with Emotional Distress’, ‘Dealing 
with Sleeplessness’, ‘Dealing with Breathlessness’ and ‘Goals for the Future’.) 
Comparative condition: Usual care group. 
Length of follow-up: from start of treatment to 12 weeks post-treatment completion: 
length depends on length of treatment. 

Outcomes Primary outcomes: 1) unmet needs: Needs Assessment for Advanced Lung Cancer Patients, 
2) psychological morbidity (HADS), 3) distress (DT) and 4) (HR)QOL (EORTC-QLQ-C30). 
Secondary outcomes: / 
Outcome time points: baseline (=start of treatment); 8, and 12 weeks post-treatment 
completion. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Low risk Computer-generated, weighted-biased coin method, including 
stratification according to scheduled treatment (palliative 
chemotherapy, radical radiotherapy and pallia- 
tive radiotherapy). 

Allocation concealment 
(selection bias) 

Unclear risk Unclear which method was used to conceal the allocation of 
physicians to conditions. 

Blinding of participants and 
personnel (performance 
bias) 

High risk No blinding: very involved multidisciplinary team, IG and CG 
may not have been sufficiently different. Tape-recorded 
consultations run by two individuals not involved in providing 
usual care to ensure that there was no contamination between 
both conditions 

Blinding of outcome 
assessment (detection bias) 

Low risk All outcomes collected with self-report questionnaires, no extra 
person for outcome assessment aware of condition allocation. 
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Incomplete outcome data 
(attrition bias) 

High risk Drop-out from baseline to 12 weeks post treatment completion 
+/- 27%; missing intervention consultations and/or outcome 
assessment due to scheduling issues, withdrawal, worsened 
health, death. 

Selective reporting 
(reporting bias) 

Low risk Adequate. 

Other bias Low risk / 

 

Taenzer 2000 
Methods Sequential cohort study - first a control cohort (CG), sequentially an experimental cohort 

(IG). 

Participants Outpatient lung clinic of specialized cancer center. 
Country: Canada. 
Age: IG: mean 65.6 years(10.5sd); CG: mean 64.4(9.7sd). 
Sex: IG: 37% female; CG: 35%. 
Inclusion criteria: 1) diagnosis of primary, secondary or metastatic lung cancer of any stage; 
2) attendance at the outpatient cancer clinic; 3) fluency in the English language; 4) eyesight 
sufficient to use the computer. 
Exclusion criteria: unclear. 
N recruited: N=57; IG: n=29; CG: n=28. 
N in analysis: N= 53; IG: n=27; CG: n=26. 

Interventions Content of screen: (HR)QOL: tool= EORTC-QLQ-C30: validated HRQOL-measure with 5 
functional scales, 9 symptom scales, and 2 General Health- and QOL-items, no total score 
can be computed. 
Screenings interventionist: No interventionist for screening act, self-completion of 
screening tool. 
Intervention procedure: solitary SI: Participants completed the computerized EORTC-QOL-
C30 before their clinic appointment (if needed with help of a trained volunteer), a report 
was generated and given to the nurse and physician. 
Conditions for implementation: 1) A system/person is needed to deliver and collect 
questionnaires and to control data management; 2) Demonstration for clinic staff: 
demonstrate the computer program, explain the report and instructions were given how to 
read the report and to use it to guide discussions with patients regarding QOL issues;  3) A 
trained volunteer available to support patients with the completion of the computer 
EORTC. 
Comparative condition: CG: Usual care: after completion of the clinic appointment 
participants completed a paper-and-pencil version of the EORTC-QOL-C30. There was no 
EORTC-report generated for the clinical staff. 
Length of follow-up: no follow-up. 

Outcomes Primary outcomes: 1) Patient satisfaction (modified PDIS): items about feeling listened to, 
feeling well informed, feel comfortable talking about personal issues, contacting the staff 
about concerns, feeling treated respectfully, feeling the staff was rushed; 2) adressing of 
QOL concerns during clinic appointment (exit interview); 3) QOL registration in the medical 
record (medical record audit): concerns indicated by patients, interventions or referrals 
related to these. 
Secondary outcomes: / 
Outcome time points: one single outcome measurement, after the clinical appointment. 

Notes For bias judgement on NRCT we refer to the ROBINS-I tables in the 'Additional Tables-
section'. 

Risk of bias table (judged with ROBINS-I) 

Bias 
Authors' 

judgement 
Support for judgement 

Bias due to confounding  MODERATE RISK 
 

Confounding possible, but not more than we would expect in 
a RCT on this topic. 
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Bias in selection of                    
participants into the study  

LOW RISK                                                 
 

A sequential recruitment design was used to recruit 
participants during the study period, first for the control 
group (approximately 25), then for the experimental group 
(approximately 25). 

Bias in classification of 
interventions  

LOW RISK                                    
 

The classification of interventions is clear. 

Bias due to deviations from 
intended intervention  

NO 
INFORMATION                                               
 

No information is reported on whether there is departure 
from the intended intervention.   

Bias due to missing data  LOW RISK  
 

Only 1 outcome time point, so no potential missing data due 
to loss in follow-up. "Complete data for 26 participants in the 
control group and 27 in the experimental group, which were 
used for all analyses." 

Bias in measurement of 
outcomes  

MODERATE RISK                                                         
 

The outcomes were measured by  an independent research 
assistant for both conditions, not by clinic staff. 

Bias in selection of the 
reported result  

LOW RISK 
 

The outcome measurements and analyses are clearly defined 
and there is no indication of selection of the reported analysis 
from among multiple analyses; no indication of selection of 
the cohort or subgroups for analysis and reporting on the 
basis of the results. 

OVERALL RISK OF BIAS  NO INFORMATION enough to estimate the risk of the study (highest is 'moderate 
risk'). 

 

Thewes 2009 
Methods Sequential cohort study - first a control cohort (CG), sequentially an experimental cohort 

(IG). 

Participants Rural oncology patients. 
Country: Australia. 
Age: mean age (sd) total sample: 60 years (10.5). 
Sex: 45.7% woman in the total sample. 
Inclusion criteria: 1) newly diagnosed with malignant disease; 2) ≥ 18years; 3) able to give 
informed consent; 4) able to read English proficiently. 
Exclusion criteria: / 
N recruited: n= 83; IG: n=43; CG: n= 40. 
N in analysis: baseline: N=83; after six-month follow-up: 83-2 withdrew -16 died, n= 65; 
follow-up questionnaires fully completed n= 52. 

Interventions Content of screen: DISTRESS: tool= DT, a single-item screening measure that identifies level 
of distress by self-report of patients on a 11-point scale ranging from 0('none') to 10 
('extreme'). 
Screenings interventionist: No interventionist for screening act, self-completion of 
screening tool. 
Intervention procedure: solitary SI: Completion of DT at baseline before an initial oncologist 
rural clinical appointment or chemotherapy education session. Staff was encouraged to 
discuss problems and concerns for individuals who scores above the cut-off score. 
Conditions for implementation: 1) A system/person is needed to deliver and collect 
questionnaires and to control data management, 2)Training session for nursing and 
psychosocial staff on the rationale for screening, the screening instrument and the study 
procedure. 
Comparative condition: CG: usual care without DT-screening. 
Length of follow-up: 6 months following an initial oncologist rural clinical appointment or 
chemotherapy education session. 

Outcomes Primary outcomes: 1) Common psychological and somatic distress (PSYCH-6: subscale 
psychological health) at baseline; 2) Patient attitudes in the intervention group towards 
screening (six purpose-designed statements about DT-screening); 3) Unmet psychosocial 
needs (SCNS-short): psychological needs, health information needs, physical and daily living 
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needs, patients care and support needs, and sexuality needs. 
Secondary outcomes: / 
Outcome time points: baseline (before an initial oncologist rural clinical appointment or 
chemotherapy education session); 6 months after baseline. 

Notes For bias judgement on NRCT we refer to the ROBINS-I tables in the 'Additional Tables-
section'. 

Risk of bias table (judged with ROBINS-I) 

Bias 
Authors' 

judgement 
Support for judgement 

Bias due to confounding  SERIOUS RISK              
 

All nursing and psychosocial staff participated in a two-hour 
training session on the rationale for screening, the screening 
instrument and the study procedure before the study started. 
This potentially influenced the alertness to and management of 
psychosocial concerns in both conditions, with the potential to 
influence outcomes for both conditions. 

Bias in selection of                    
participants into the study  

LOW RISK                                              
 

Study authors mention 2 waves of data collection from 
consecutive patients: an unscreened cohort and a screened 
cohort.            

Bias in classification of 
interventions  

LOW RISK                                     
 

The classification of interventions is clear 

Bias due to deviations from 
intended intervention  

MODERATE 
RISK                                
 

7 out of 19 participants that reported scores on the DT above 
the cut-off id not receive referral because of vacancies of social 
workers or psychologists 'n=4),  clinic staff not being able to 
contact the patient (n=1), or unstated reason(n=2). Possibly 
these people were left with unmet care needs despite the use 
of screening, because there was no action in response to the 
screening results, while for 10 of the 19 participants in the 
experimental condition this was the case.  

Bias due to missing data  SERIOUS RISK                              
 

Drop-out of patients from baseline to 6 months assessment +/- 
22%;  reasons for dropout: withdrawal and death. Patient 
characteristics are based on n=83, However, 16 participants 
died and 2 withdrew during the study period/follow up. Since 
no numbers of participants are specified where the outcomes 
are based on, we assume that they included the records from 
participants with missing data. 

Bias in measurement of 
outcomes  

MODERATE 
RISK                                                     
 

Validated PRO's are used to measure the subjective outcomes 
in both conditions. No extra person for outcome assessment 
aware of condition allocation. 

Bias in selection of the 
reported result  

LOW RISK 
 

The outcome measurements and analyses are clearly defined 
and there is no indication of selection of the reported analysis 
from among multiple analyses; no indication of selection of the 
cohort or subgroups for analysis and reporting on the basis of 
the results. 

OVERALL RISK OF BIAS  SERIOUS RISK study 

 

Velikova 2004 
Methods Stratified 3-arm RCT - with intervention group (IG), usual care control group (UCG) and 

attention control group (ACG). 

Participants Cancer patients with different tumor types and treatments, and oncology consultants and 
physicians in training. 
Country: United Kingdom. 
Age: IG: mean 55.1 years (13.02SD); ACG: mean 54.8 years (12.49SD); UCG: mean 54.7 
years (11.67SD). 
Sex: IG: 75% female; ACG: 70% female; UCC: 74% female. 
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Inclusion criteria: Patients: 1) commencing treatment, 2)attend the clinic at least three 
times, 3)fluent in English. 
Exclusion criteria: Patients: 1)participating in other HRQL studies, 2) exhibiting 
psychopathology ; P 
N randomized: N=286; IG: n= 144; ACG: n=70; UCG: n=72. (article 2010: n = 258, IG: n = 129, 
attentionCG: n=62, CG: n=67). 
N in analysis: Sample size for analysis (baseline-6mo): Total (286-164); IG (144-84); ACG 
(70-35); UCG (72-45). 

Interventions Content of screen: (HR)QOL: tool= EORTC-QOL-C30: measure with 5 functional scales, 9 
symptom scales, and 2 General Health- and QOL-items, no total score can be computed; 
DISTRESS: tool =HADS: 14 items, Anxiety (n=7), Depression (n=7), total score can be 
computed. 
Interventionist: No interventionist for screening act, self-completion of screening tool. 
Intervention procedure: Solitary SI: 1) IG: patients completed EORTC and HADS on touch 
screen computer before each clinic encounter, graphic result-printouts given to physicians 
asked to review and use the HRQOL results during all intervention encounters. No 
recommendations for specific responses were made. The physician discussed the screening 
results with patients if he thought this was necessary; 2) AttentionCG: patients also 
completed screening questionnaires via touch-screen computer before clinic encounters, 
there was no feedback to physicians. 
Conditions for implementation: 1) A system/person is needed to deliver and collect 
questionnaires and to control data management; 2)Physicians were trained in 
interpretation EORT- and HADS-scores; 3) A manual was developed with description of 
scales, interpretation of scores and explanations of the graphs. 
Comparative condition: UCG: usual care; 
Length of follow-up: 6 months following start of treatment. 

Outcomes Primary outcomes: 1) (HR)QOL (FACT-G); 2) Process-of-care outcome: whether HRQOL 
issues were discussed, medical and nonmedical actions taken, length of encounters; 3) 
Continuity and coordination of care (MCQ; 4) Satisfaction with care: measured with the 
questions ‘How would you rate the overall quality of your medical care?’ (very poor, poor, 
fair, good very good, excellent), and ‘How well do doctors in this clinic meet your 
expectations?’ (not at all, not so well, to some extent, very well, extremely well); 5) 
Patients’ and physicians’ evaluation of the intervention. 
Secondary outcomes: / 
Outcome time points: baseline (start of treatment); after three on-study encounters 
(approximately 2-3 months); 4 and 6 months after baseline. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Low risk Adequate: randomization at the level of the patients following 
an allocation ratio of 2:1:1 in favor of IC and stratified by cancer 
site. 

Allocation concealment 
(selection bias) 

Low risk Adequate: the random assignment was carried out by 
telephone, by the Administrative Office at Cancer Research UK. 

Blinding of participants and 
personnel (performance 
bias) 

High risk participants were blinded, physicians were not. It is possible 
that the experience with the HRQOL-profiles given in the IC 
influenced physicians’ practice when seeing patients in the 
control arms. 

Blinding of outcome 
assessment (detection bias) 

Low risk Outcome assessors were blinded. 

Incomplete outcome data 
(attrition bias) 

High risk Drop-out of patients from baseline to 6 months assessment +/- 
43%  and not equally distributed between conditions (42%, 
50%, and 38% for the IG, ACG and UCG, respectively). 

Selective reporting 
(reporting bias) 

High risk Not adequate: means(sd) over time for the FACT-G scores are 
given visually, only the exact p-values are given. 
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Other bias Low risk / 

 

Waller 2012 
Methods Quasi-experimental interrupted time series design - first a control group (CG), sequentially 

intervention group (IG). 

Participants Patients with advanced cancer. 
Country: Australia. 
Age: At T0: mean 66.1years (SD10.7; range 31-89). 
Sex: At T0: 47% female. 
Inclusion criteria: 1) diagnosis advanced cancer, no longer amenable to cure, with extensive 
local, regional, or metastatic disease; 2) ≥18 years; 3) understand English sufficiently to 
complete questionnaires and telephone interviews; 4) emotionally and cognitively capable 
of participating, as judged by clinic staff. 
Exclusion criteria: / 
N recruited: N=219 consented, n=195 completed baseline measurement. 
N in analysis: Variable according to time-point: T-3 (n=70); T-2 (n=122); T-1 (n=160); T0 
(n=192); T1 (n=103); T2 (n=85); T3 (n=67). 

Interventions Content of screen: CARE NEEDS: tool= NAT:PD-C: 1) 3 items: patient has a caregiver 
available; patient or caregiver has requested a referral; health professional needs 
assistance in managing care, 2) 7 items: patient’s well-being: physical, daily living, 
psychological, information, spiritual/existential, cultural and social, financial, and legal 
domains; 3) 6 items: ability of caregiver/family to care for the patient: physical, daily living, 
psychological, information, financial, and legal, and family and relationship domains; 4) 2 
items: caregiver’s well-being in relation to their own physical, psychological, and 
bereavement issues. 
Screenings interventionist: Healthcare professionals (several disciplines) use the tool to 
assess the issues in the consult with the patient. 
Intervention procedure: Solitary SI: healthcare professionals complete the NAT-PD-C during 
consultation and use the resulting insights in their discussion of and referral for patients' 
specific care needs or issues. 
Conditions for implementation: 1) Palliative care needs assessment guidelines & NAT: PD-C 
available;  2) Medical staff, trained in using the NAT: PD-C tool. 
Comparative condition: CG: usual care without use of the NAT:PD-C or training of the 
professionals on the Palliative Care needs Assessment Guidelines. 
Length of follow-up: 18 months. 

Outcomes Primary outcomes: 1) Care needs (SCNS) 2) Needs assessment for advanced cancer patients 
(NA-ACP): questions on spiritual needs. 
Secondary outcomes: 1) depression and anxiety (HADS); 2) QOL: 2 general questions of the 
EORTC-QLQ-C30. 
Outcome time points: 7 times: 6, 4 and 2 months before intervention implementation (T-3, 
T-2, T-1); at start, 2, 4 and 6 months past intervention implementation (T0, T1, T2, T3). 

Notes For bias judgement on NRCT we refer to the ROBINS-I tables in the 'Additional Tables-
section'. 

Risk of bias table (judged with ROBINS-I) 

Bias 
Authors' 

judgement 
Support for judgement 

Bias due to confounding  CRITICAL RISK Substantial deviations from the intended intervention are 
present and are not adjusted for in the analysis: "control 
group" (baseline) is a much unhealthier group (QOL, 
depression) than "intervention groups" (2 months, 4 months, 6 
months follow-up). 

Bias in selection of                    
participants into the study  

LOW RISK                                              
 

A sequential recruitment design was used to include eligible 
participants. The same approach for inclusion was used in  the 
two study phases (first 3 months as intervention group-phase, 
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and second 3 months as control group-phase). 

Bias in classification of 
interventions  

LOW RISK                                     
 

The classification of interventions is clear. 

Bias due to deviations from 
intended intervention  

MODERATE 
RISK 

A separate publication reports a fidelity (NAT: PD-C due that 
were actually completed) of 83%. 

Bias due to missing data  SERIOUS RISK                                                  
 

A strong variation in sample size across all time points: T-3 
(n=70); T-2 (n=122); T-1 (n=160); T0 (n=192); T1 (n=103); T2 
(n=85); T3 (n=67), so results are nog always based on the same 
sample (dropout of+/-30%). Proportions of missing data differ 
substantially between "control" and "intervention" AND the 
nature of the missing data means that risk of bias cannot be 
removed. 

Bias in measurement of 
outcomes  

MODERATE 
RISK                                                              
 

Trained interviewers (so not part of the clinical team) 
telephoned participants every 2 months during the study 
period to undertake a computer assisted interview on the 
subjective outcome variables. 

Bias in selection of the 
reported result  

LOW RISK                                         
 

There is clear evidence that all reported results correspond to 
all intended outcomes, analyses and sub-cohorts (Waller 2010). 

OVERALL RISK OF BIAS  CRITICAL RISK study 

 

Williams 2013 
Methods Quasi-experimental historically controlled study - with control group (CG) and intervention 

group (IG). 

Participants Adult cancer patients that started chemo- and/or radiotherapy. 
Country: United States. 
Age: IG: mean 58.24 years(sd9.14), CG: mean 62.33years (sd10.49). 
Sex: IG: 55.2% female; CG: 63.6% female. 
Inclusion criteria: 1) at least 1 day of treatment (radio- or chemotherapy, or both); 2) not 
participating in ongoing clinical trial; 3) no diagnosed psychopathology; 4) ≥18 years; 5) 
spoke/read English; 6) Eastern Cooperative Oncology Group score ≤ 3 or Karnofsky score ≥ 
60. 
Exclusion criteria: / 
N recruited: N= 128, IG: n= 64, CG: n= 64. 
N in analysis: N= 113; IG: n=58; CG: n=55. 

Interventions Content of screen: PHISICAL AND PSYCHOLOGICAL SYMPTOMS: tool= TRSC: PROM; 25 
symptoms (taste change, loss of appetite, nausea, vomiting, weight loss, sore mouth, 
cough, sore throat, difficulty swallowing, jaw pain, shortness of breath, numbness of 
fingers/toes, feeling sluggish, depression, difficulty concentrating, fever, bruising, bleeding, 
hair loss, skin changes, soreness in vein where chemotherapy was given, difficulty sleeping, 
pain, decreased interest in sexual activity, constipation) rated using a 5-point scale; 0 (not 
present) to 4 (very severe); scores indicate occurrence and severity. 
Screenings interventionist: No interventionist for screening act, self-completion of screening 
tool. 
Intervention procedure: Solitary SI: patients completed TRSC prior to clinical consultation. 
Clinicians received results of the completed screening intervention form prior to 
consultation, but however did not receive any training on how to use the form. 
Conditions for implementation: 1) A system/person is needed to deliver and collect 
questionnaires and to control data management; 2) Training of clinic staff in the use of the 
study instruments and the importance of complete and consistent follow-up to accrue at 
least 5 complete sets of instruments from each patient, and advised that on the patients’ 
completion of the form the provider was to be given a copy. 
Comparative condition: CG: usual care: Chemo and radiotherapy, with a wide range of 
supportive therapies available. Documentation and management of symptoms is done by 
clinicians and nurses using the standard clinic interview and medical record. 
Length of follow-up: 4 months following the start of chemo- and/or radiotherapy. 
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Outcomes Primary outcomes: 1) (HR)QOL (HRQOL-LASA). 
Secondary outcomes: 1) Number of symptoms identified and managed. 
Outcome time points: variable: RT patients completed instruments once weekly on the 
same day each week. CT patients completed them on the day of provider evaluation prior 
to receiving CT on day 1 of each cycle. # RT and CT cycles varied, depending on treatment 
protocol. 

Notes For bias judgement on NRCT we refer to the ROBINS-I tables in the 'Additional Tables-
section'. 

Risk of bias table (judged with ROBINS-I) 

Bias 
Authors' 

judgement 
Support for judgement 

Bias due to confounding  LOW RISK                                 
 

Non-randomized design, but no real confounding expected + 
thoroughly controlled for potentially confounding factors. 

Bias in selection of                    
participants into the study  

LOW RISK                                              
 

A sequential recruitment design was used to include eligible 
participants. The same approach for inclusion was used in  the 
two study phases. 

Bias in classification of 
interventions  

LOW RISK                                     
 

The classification of interventions is clear. 

Bias due to deviations 
from intended 
intervention  

SERIOUS RISK Problems with implementation fidelity are apparent (amount 
of screening interventions/outcome measurements ranged 
from 2 to 11). 

Bias due to missing data  SERIOUS RISK Dropout of +/-12%. 

Bias in measurement of 
outcomes  

NO 
INFORMATION                                       
 

Unclear information on outcome assessment (even the six 
items of the HRQOL-tool are never mentioned), only tools and 
timing are mentioned, not who assesses it, paper/digital,… 

Bias in selection of the 
reported result  

SERIOUS RISK                                                    
 

Results of generalized estimating equations analysis of HRQOL-
LASA on covariates is mentioned, no information about the 
scores of the HRQOL-LASA items itself. 

OVERALL RISK OF BIAS  SERIOUS RISK study  

 

Young 2010 
Methods Prospective non-randomized controlled study – first an intervention group (IG), 

sequentially an usual care control group (UCG). 

Participants Adult colorectal cancer patients that underwent surgery. 
Country: Australia. 
Age: IG: mean 66.9 years ; CG: mean 64.5 years. 
Sex: IG:40% female; CG: 50% female. p = 0.4. 
Inclusion criteria: 1) age ≥18 yrs; 2)underwent surgery in the hospital for colorectal cancer; 
3) admitted to Royal Prince Alfred Hospital, Sydney between 25 July and 21 December 
2006. 
Exclusion criteria: 1) discharged to another hospital; 2) died during admission; 3) be 
cognitively impaired and not able to give informed consent or complete questionnaires. 
N recruited: n=41; IG: n=20; CG: n=21. 
N in analysis: n=41; IG: n=20; CG: n=21. 

Interventions Content of screen: CARE NEEDS: Checklist with 6 areas of potential need (general health, 
wound, bowel function, investigations/appointments, psychosocial and information needs). 
Screenings interventionist: Intervention nurse to conduct the telephone screening. 
Intervention procedure: SI with co-intervention to use screening results: 5 calls in 6 months 
following patient’s discharge, on days 3 and 10 and at 1, 3 and 6 months. At each timepoint 
the nurse enquires each aspect of need on checklist If a need identified, she provides 
information, checks understanding and provides emotional support and advice. If further 
clinical advice or referral warranted, the patient directed back to the clinical team. 
Conditions for implementation: 1) Training for nurse that conducts the screening;  2) 
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Availability of a nurse to conduct all screening calls. 
Comparative condition: CG: Usual care: CG recruited in month 4-6 of the study, receiving 
usual care following discharge from hospital. 
Length of follow-up: 6 months following discharge from hospital for surgery. 

Outcomes Primary outcomes: 1) number of completed and refused calls at each time point, duration 
of calls, needs identified and data on action taken; 2) proportion of consent, characteristics 
of participants and those who declined; 3) participants’ views of the content, and timing of 
the intervention; 4) Unmet supportive care needs (SCNS); 5) Psychological Distress (DT); 6) 
Disease-specific QOL (FACT-C). 
Secondary outcomes: / 
Outcome time points: 1 and 3 months following discharge from hospital for surgery. 

Notes For bias judgement on NRCT we refer to the ROBINS-I tables in the 'Additional Tables-
section'. 

Risk of bias table (judged with ROBINS-I) 

Bias 
Authors' 

judgement 
Support for judgement 

Bias due to confounding  NO 
INFORMATION                                             
 

No information on missing data, but also no smaller numbers 
of participants mentioned at the outcome tables than the 20 
intervention- and 21 control participants mentioned in the 
section on participants. 

Bias in selection of                    
participants into the study  

LOW RISK                                              
 

A sequential recruitment design was used to include eligible 
participants. The same approach for inclusion was used in  
the two study phases (first 3 months as intervention group-
phase, and second 3 months as control group-phase). 

Bias in classification of 
interventions  

LOW RISK                                  
 

The classification of interventions is clear. 

Bias due to deviations from 
intended intervention  

SERIOUS RISK                                      
 

1) the control condition followed in time after the 
intervention condition. The routine of screening and 
discussion patients' needs during the 'intervention phase', 
can influence the behavior and way of working of the 
interventionist in the 'control phase'. Consequently the 'usual 
care' in the control phase possibly is influenced by that and is 
no usual care anymore;   2) not all follow-up calls of the 
CONNECT intervention could be done successfully for all 
participants. 

Bias due to missing data  NO 
INFORMATION                                             
 

No information on missing data, but also no smaller numbers 
of participants mentioned at the outcome tables than the 20 
intervention- and 21 control participants mentioned in the 
section on participant characteristics, so outcomes are 
probably based on all participants. 

Bias in measurement of 
outcomes  

NO 
INFORMATION                                             
 

Risk of bias seems to be low, the outcomes were measured by 
an independent researcher that differs from the intervention 
nurse, but not clear if the independent researcher is aware of 
participants allocation to the intervention- or the control 
condition.  

Bias in selection of the 
reported result  

LOW RISK 
 

Reporting of the results is rather complete, only p-values were 
missing in the results section on psychological distress. The 
outcome measurements and analyses are clearly defined and 
there is no indication of selection of the reported analysis 
from among multiple analyses; no indication of selection of 
the cohort or subgroups for analysis and reporting on the 
basis of the results. 

OVERALL RISK OF BIAS  SERIOUS RISK study 
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Young 2013 
Methods Cluster RCT - with an intervention group (IG) and a control group (CG). 

Participants Adult patients undergoing surgery for primary colorectal cancer. 
Country: Australia. 
Age: IG: mean 68.6 years ; CG: mean 67.0 years. 
Sex: IG: 43.2% female; CG: 45.8% female. 
Inclusion criteria: 1) adult (≥18years), 2) newly diagnosed with colorectal cancer. 
Exclusion criteria: 1) receiving end-of-life care, 2) cognitively impaired or deaf, 3) no 
telephone access, 4) insufficient English language skills to participate. 
N randomized: N=775; IG: n=398; CG: n=377. 
N in analysis: Baseline: N=756 , IG: n= 387, CG: n= 369; 1 month: N=709 , IG: n=363, CG: 
n=346; 3 months: N=687 , IG: n=336, CG: n=351; 6 months: N= 672, IG: n=350, CG: n=322.                                                                             

Interventions Content of screen: CARE NEEDS: Each call includes 22 standardized screening questions 
about common physical, psychosocial, information, supportive care, and 
rehabilitation/follow-up needs. At 1 month, for cancer patients with type C colon cancer 
topic of adjuvant chemo was raised. Interventionist: Colorectal cancer nurse who conducts 
the telephone screenings, employed specially for this study. 
Intervention procedure: SI with co-intervention to use screening results: 5 scheduled, 
structured telephone calls on days 3 and 10 and at 1, 3, and 6 months after hospital 
discharge to screen for needs. Identified needs were addressed by the intervention nurse 
using detailed, standardized clinical protocols according to the nature and severity of the 
need and level of clinical risk posed. For low-risk needs, the nurse provided relevant 
information and advice so that the patients could seek appropriate assistance from their 
local care providers. For a serious or potentially high-risk problem (e.g, suicidal ideation), 
the intervention nurse contacted a member of the patient’s local health care team directly. 
No independent referrals to other health professionals were made.  
Conditions for implementation: 1) training for nurse that conducts the telephone screening,  
2) availability of nurse to conduct all screening calls, 3) development of detailed, 
standardized clinical protocols to respond on detected needs. 
Comparative condition: Usual care group. 
Length of follow-up: 6 months following hospital discharge after surgery. 

Outcomes Primary outcomes: 1) (HR)QOL at 1,3,6 months (FACT-C). 
Secondary outcomes: 1) Distress  at 1,3,6 months (DT), 2) post-operative service utilization  
at 1,3,6 months, 3) experience of cancer care coordination(20-item questionnaire 
generating one total and 2 subscale (communication & navigation) scores) at 3 and 6 
months, 5) care needs at 3 and 6 months (SCNS).  
Outcome time points: 1, 3, and 6 months after discharge from hospital for surgery. 

Notes  

Risk of bias table (judged with RoB) 

Bias 
Authors' 

judgement 
Support for judgement 

Random sequence 
generation (selection bias) 

Low risk Using a computer-generated random-number list. 

Allocation concealment 
(selection bias) 

Unclear risk Unclear which method was used to conceal the allocation to 
conditions. 

Blinding of participants and 
personnel (performance 
bias) 

High risk Patients and staff were not blinded, intervention group patients 
experienced the telephone calls, and hospital staff was 
contacted by the intervention nurse (not part of clinical team) 
in case of problems or needs in patients. 

Blinding of outcome 
assessment (detection bias) 

Low risk Outcomes were measured with self-report questionnaires, no 
extra person for outcome assessment aware of condition 
allocation. 

Incomplete outcome data 
(attrition bias) 

Low risk Study authors state "Follow-up participation rates at 1, 3, and 6 
months were 91.5%, 88.6%, and 86.7%, respectively." Drop-out 
of patients from baseline to 6 months assessment +/- 13%; 
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equally distributed between both conditions. 

Selective reporting 
(reporting bias) 

Low risk The study protocol is not available but it is clear that the 
published reports include all expected outcomes. 

Other bias Low risk / 

 

 

 

Appendix 7.5. 

Table A7.5. Characteristics of excluded studies tables [ordered by study ID] 

Study Reason for exclusion 

Bauwens 2014 Wrong outcomes, care outcomes. 

Boyes 2006 Wrong comparison, no usual care condition without 
screening. 

Carlson 2010 Wrong comparison, no usual care condition without 
screening. 

Carter 2012 Wrong study design, longitudinal study without control 
condition. 

Girgis 2014 Wrong outcomes, care outcomes. 

Hoekstra-Weebers 
2012 

Wrong comparison, no usual care condition without 
screening. 

Mlachlan 2001 Wrong comparison, no usual care condition without 
screening. 

Sarna 1998 Wrong comparison, no usual care condition without 

screening. 

Stanciu 2015 Wrong comparison, no usual care condition without 
screening. 

Waller 2012a Wrong outcomes, care outcomes. 
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Appendix 7.6. 

Table A7.6. Characteristics of ongoing studies tables [ordered by study ID] 

Amstel 2016 
Study name Registered as ‘Nurse Intervention Project (VIP)’ in ClinicalTrials.gov (NCT01091584). 

Methods RCT - with intervention group (IG) and control group (CG). 

Participants Patients treated with curative intent for breast cancer. 
Country: The Netherlands. 
Age: results not yet available, ≥18years (inclusion criteria). 
Sex: 100% female (inclusion criteria). 
Inclusion criteria: 1) women with histology proven malignancy of the breast; 2) treatment 
with curative intent, 3) written and oral fluency in the Dutch language; 4) aged ≥ 18 years. 
Exclusion criteria: 1) men; 2) treated previously for a malignancy (except adequately 
treated cervix carcinoma in situ and basal cell carcinoma of the skin); 3) women with 
psychiatric problems that impair adherence to this study. 
N randomized: based on power calculations a total number of 193 patients needs to be 
included to have sufficient power for the primary and secondary outcomes. 
N in analysis: results not yet available. 

Interventions Content of screen: DISTRESS: tool= Distress Thermometer (DT): consists of a thermometer 
ranging from 0 (no distress) to 10 (extreme distress). In addition the tool contains 47 
questions (yes / no answers) related to different issues, called Problem List (PL). The issues 
have been categorized into: practical issues, family / social issues, emotional issues, 
religious / spiritual issues, physical issues. The DT concludes with the question: “Would you 
like to talk with a professional about your problems?” (yes/no/maybe). Interventionist: No 
interventionist for screening act (self-reported measure).  
Interventionist: use of a self-completion tool, no interventionist for the screening act. 
Intervention procedure: SI with co-intervention to use screening results: The patient will fill 
out out the DT in the outpatient clinic a few minutes before the appointment, a trained 
oncology nurse will discuss the DT results with the patient and ask for desire of referral. 
Time allocated to these meetings will last between 5– 30 min, depending on the severity of 
the distress 
and the nature of the problems.5. If the patient reports a DT score of <5 the nurse will 
inquire whether the patient is sufficiently in control of her situation. The low distress score 
and the issues marked on the problem list are discussed briefly. At a score ≥5 on the DT, an 
extensive exploratory conversation between the nurse and the patient will take place. The 
outcome of this conversation will be discussed in a psychosocial Multi-Disciplinary Team 
(MDT). 
Conditions for implementation: 1) A system/person is needed to deliver and collect 
questionnaires and to control data management; 2) A nurse to actively discuss the DT 
results with patients. 
Comparative condition: Usual care, without using the DT. 
Length of follow-up: two years. 

Outcomes Primary outcomes: 1) quality of life (the global quality of life item of the EORTC QLQ-C30). 
Secondary outcomes: 1) functional and symptom scales of the EORTC QLQ-C30 and BR23; 
2) anxiety and depression (HADS);  3) coping (Impact of Event Scale); 4) illness cognition 
(Illness Cognition Questionnaire); 5) distress (DT) (baseline and final measurement only). 
Outcome time points: Questionnaires are obtained in both arms at baseline, after 
completion of each type of cancer treatment modality and during follow up, with a three 
and six months’ interval during the first and second year respectively. 

Starting date March 2010. 

Contact 
information 

Principal Investigator: P. B. Ottevanger, Dr University Medical Centre Nijmegen.  

Notes Information from conference abstract and protocol paper available, no further data 
received from study authors. Results paper in progress. 
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Bernacki 2015 
Study name Registered as ‘Serious Illness Communication Project’ in ClinicalTrials.gov (NCT01786811). 

Methods Cluster RCT - with intervention group (IG) and control group (CG). 

Participants Patients with advanced, incurable cancer and life expectancy of <12 and their surrogate. 
Country: United States. 
Age: results not yet available, ≥18years (inclusion criteria). 
Sex: results not yet available. 
Inclusion criteria: 1) age >18 years; 2) English-speaking; 3) able to consent and complete 
periodic 
Surveys; 4) an adult (≥18years)  and English-speaking friend or family member willing to 
answer surveys as surrogate of the patient; 5) high risk of dying within a year; 6) receiving 
ongoing primary oncology care at Dana-Farber Cancer Institute. 
Exclusion criteria: / 
N randomized: based on power calculations a total of 426 patients (213 per group) will be 
accrued at an estimated accrual rate of 200 patients per year. 
N in analysis: results not yet available. 

Interventions Content of screen: Overall well-being, information and care preferences:  tool = Serious 
Illness Conversation Guide (SICG): addresses eliciting illness understanding, eliciting 
decision-making preferences, sharing prognostic information according to preferences, 
understanding goals and fears, exploring views on trade-offs and impaired function, and 
wishes for family involvement. 
Interventionist: the treating clinician (oncologists) uses the SICG in the outpatient 
encounter with the patient. 
Intervention procedure: SI with co-intervention to use screening results: Patients are send a 
letter to encourage them to think about some of the topics raised in the SICG to prepare 
them for the conversation with their doctor. During the clinical encounter clinicians use the 
SICG to conduct patients’ values and goals, document outcomes of the discussion in a 
structured format in the EMR and (7) provide patients with a Family Communication Guide 
to help them continue the discussion at home with their loved ones. 
Conditions for implementation: 1) development of the SICG; 2) training program for 
intervention clinicians to develop their competencies in using the SICG; 3) development of 
a electronic medical record module documentation to register the SICG results in the 
patient record; 4) development of a Family Guide that suggests an approach for patients to 
discuss their illness and care preferences with their family 
Comparative condition: usual care control group. 
Length of follow-up: at least 1 year or until death. 

Outcomes Primary outcomes: 1) patient receipt of goal-concordant care; 2) peacefulness at the end of 
Life (PEACE-scale); 3) Key process measures: acceptability of the SICG conversation to 
patients, acceptability of training to clinicians, number of triggers required to complete 
SICG, 
and frequency, timing, and quality of documentation of goals of care discussion.  
Secondary outcomes: anxiety (GAD-7), depression (PHQ-9), quality of life (SF-12 V2 health 
survey), therapeutic alliance (Human Connection Scale), quality of communication (QOC), 
and quality of dying (Brief R-COPE) and death . 
Outcome time points: baseline, and a following survey every 2 months. 

Starting date June 2012. 

Contact 
information 

Principal Investigator: Rachelle Bernacki, MD, MS Dana-Farber Cancer Institute.  
Principal Investigator: Atul Gawande, MD, MPH Harvard T.H. Chan School of Public Health. 
Principal Investigator: Susan Block, MD Dana-Farber Cancer Institute. 

Notes Information from conference abstract and protocol paper available, no further information 
received from study authors. Results paper in progress. 
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Singer 2014 
Study name Registered as ‘Stepped Care - Optimizing Psycho-oncological Care Provision by Structured 

Screening and Diagnosis (STEPPEDCARE)’ in ClinicalTrials.gov (NCT01859429). 

Methods Cluster RCT - with intervention group (IG) and control group (CG). 

Participants Adult patients with cancer treated admitted to the University Medical Center Leipzig. 
Country: Germany. 
Age: results not yet available, ≥18years (inclusion criteria). 
Sex: results not yet available. 
Inclusion criteria: 1) patients admitted to University Medical Center Leipzig for diagnosis or 
treatment of cancer; 2) aged ≥18years; 3) ability to complete questionnaires. 
Exclusion criteria: 1) insufficient command of German; 2) no written informed consent. 
N randomized: based on sample size calculations a total of 800 patients (400 per group) is 
aimed for. 
N in analysis: results not yet available. 

Interventions Content of screen: DISTRESS: no further information on screening tool or exact content. 
Interventionist: Presumably use of a self-completion tool, no interventionist for the 
screening act. 
(“the results of this screening are electronically computed, graphically visualized and fed 
back to the clinician in charge”) 
Intervention procedure: SI with co-intervention to use screening results: Step 1: Screening 
for psychosocial distress Step 2: If a patient is moderately or highly distressed according to 
step 1, the physician performs a brief structured interview and arranges, if necessary, 
appropriate psychosocial care Step 3: psychosocial care as indicated by step 2. 
Conditions for implementation: 1) A system/person is needed to deliver and collect 
questionnaires, to automatically analyze data and generate graphically visualized feedback 
information for clinicians; 2) Training for clinicians in the use of screening results, and in 
communication with patients about their emotional problems. 
Comparative condition: usual care without screening. 
Length of follow-up: 6 months. 

Outcomes Primary outcomes: 1) Mental health (HADS). 
Secondary outcomes: 1) Social functioning (Role Functioning Subscale, EORTC QLQ-C30); 2) 
Satisfaction with treatment ( QPP); 3) Comorbid mental (SCID); 4) Use of healthcare 
services (Bundesgesundheitssurvey). 
Outcome time points: at beginning (=baseline) and end of hospital stay, 3 and 6 months 
after baseline. 

Starting date April 2012. 

Contact 
information 

Study Chair: Susanne Singer, Prof. PhD MSc Epidemiology Johannes Gutenberg University 
of Mainz 

Notes Information from protocol paper available, no further data received from study authors. 
Results paper in progress. 

 

Sussman 2012 
Study name Title conference abstract: “Results of a cluster randomized trial to evaluate a nursing lead 

supportive care intervention in newly diagnosed breast and colorectal cancer patients.” 

Methods Cluster RCT - with intervention group (IG) and control group (CG). 

Participants Newly diagnosed breast and colorectal cancer patients. 
Country: Canada. 
Age: results not yet available for the large group, unclear for the subgroup presented with 
the preliminary results. 
Sex: results not yet available for the large group, unclear for the subgroup presented in the 
preliminary results record. 
Inclusion criteria: 1) patients newly diagnosed with breast and colorectal cancer; 2) 
enrolled through surgical practices within 7 days of cancer surgery. 
Exclusion criteria:  unclear. 
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N randomized: results not yet available for the large group, 193 enrolled when preliminary 
results were presented at the conference. 
N in analysis: results not yet available for the large group, unclear for the subgroup 
presented in the preliminary results record. 

Interventions Content of screen: CARE NEEDS: no further information on assessment tool and exact 
content. 
Interventionist: a person that conducts the in person supportive care assessment.  
Intervention procedure: SI with co-intervention to use screening results: an in person 
supportive care assessment is conducted followed by ongoing supportive care by 
telephone or in person including linkage to community services using protocol specified 
guidelines according to identified needs. 
Conditions for implementation: 1) an interventionist to conduct the needs assessment; 2) 
the development of protocol specified guidelines to respond on the identified needs. 
Comparative condition: a control group involving usual care practices. 
Length of follow-up: 8 weeks. 

Outcomes Primary outcomes: 1) unmet need (SCNS); 2) continuity of care (CCCQI).  
Secondary outcomes: 1) quality of life (EORTC QLQ-C30); 2) health resource utilization; 3) 
level of uncertainty with care trajectory (MUIS).  
Outcome time points: at 8 weeks. 

Starting date Unclear. 

Contact 
information 

First author conference abstract: Dr. Jonathan Sussman, Juravinski Cancer Centre, 
Hamilton, Ontario. 

Notes Information from conference abstract available, no further data received from study 
authors. Only preliminary results were presented at conference, full results paper in 
progress.  

 

Cooley 
Study name Title conference abstract: “Point-of-care clinical decision support for cancer symptom 

management: Results of a group randomized trial.” 

Methods RCT - with intervention group (IG) and control group (CG). 

Participants Cancer patients (no further specification in conference abstract). 
Country: United States. 
Age: mean age of 63 years. 
Sex: 58% female. 
Inclusion criteria: unclear. 
Exclusion criteria: unclear. 
N randomized: n=179, number of patients in each condition unclear. 
N in analysis: unclear. 

Interventions Content of screen: BIOPSYCHOSOCIAL WELL-BEING: The  symptom assessment resulted in 
insight on patients’ pain, fatigue, depression, anxiety and/or dyspnea. 
Interventionist: Presumably use of a self-completion tool, no interventionist fort he 
screening act. 
(“patients completed the web based symptom assessment”) 
Intervention procedure: SI with co-intervention to use screening results: Prior to each visit 
for 6 months, patients completed the symptom assessment. A tailored report provided a 
longitudinal symptom report, and suggestions for management were provided to clinicians 
in the SAMI arm prior to the visit. 
Conditions for implementation: 1) A system/person is needed to deliver and collect 
questionnaires, to automatically analyze and manage data, and generate the feed back 
information for clinicians, including suggestions for management. 2) The development of 
the electronic system generating problem management suggestions. 
Comparative condition:  usual care condition. 
Length of follow-up:  6 months. 

Outcomes Primary outcomes: 1) Communication about symptoms; 2) the treatment outcome index 
(TOI) was the primary outcome for HR-QOL.  
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Secondary outcomes: Management of the target symptoms (chart review). 
Outcome time points: baseline, 2, 4 and 6 months. 

Starting date Unclear. 

Contact 
information 

First author conference abstract: Prof. dr. Mary E. Cooley, Dana-Farbe/ Harvard Cancer 
Institute, Boston. 

Notes Information from conference abstract available, no further information received from 
study authors. Results paper in preparation. 

 

 

Appendix 7.7. 

Table A7.7. Characteristics of studies awaiting classification table 

[ordered by study ID] 

Frennet 2011 
Methods Multicenter phase II RCT (ONGOING) 

Participants Frail elderly patients with newly diagnosed cancer. 
Country: not reported. 
Age: mean 79.3 yrs (SD 5.8). 
Sex: 57.7% women. 
Inclusion criteria: 1) patients aged over 70 yrs, 2) newly diagnosed with cancer for which 
initiation of therapy was considered, 3) frail patients (VES-13, score >3/10). 
Exclusion criteria: 1) VES-13, score  <3/10. 
N randomized: (ongoing): IG: 53; CG: 58. 
N in analysis: not applicable (ongoing). 

Interventions Content of screen: Comprehensive geriatric assessment. Exact content of screen unclear. 
Interventionist: not reported. 
Intervention procedure: not reported. 
Conditions for implementation: not reported. 
Comparative condition: conventional oncological management. 
Length of follow-up: unclear, 6 months?   

Outcomes Primary outcomes: Functional decline at 6 months (change in ADL-score) 
Secondary outcomes: unclear. 
Outcome time points: one at 6 months. 

Notes Information from conference abstract available, no further information received from 
study authors. 

 

Mehanna 2010 
Methods RCT. 

Participants Adult patients with neck and head cancer in follow-up clinic. 
Country: United Kingdom. 
Age: adult.  
Sex: men and women. 
Inclusion criteria: 1) early or advanced oral/oropharyngeal and laryngeal cancer with 
completed curative treatment 1 - 12 months previously; 2) attend head and neck follow-up 
clinic; 3) male and female patients  ≥18 years; 4) ability to communicate in and read 
English; 5) ability to give informed consent. 
Exclusion criteria: 1) undergoing treatment for palliation; 2) cancers that are not laryngeal 
or oral/oropharyngeal. 
N randomized: Targeted n= 44. 
N in analysis: unclear. 



Chapter 7. APPENDICES 

 

285 
 

Interventions Content of screen: (HR)QOL: tool= the FACT HN  
Interventionist: no interventionist for the screening act, self-completion on a touch screen 
computer.  
Intervention procedure: solitary SI: patients complete the screening on a tablet touch 
screen computer before their clinic visit, then take a print out of the results when they see 
the doctor or nurse. (doctor and nurse led clinics). 
Conditions for implementation: not reported. 
Comparative condition: not reported. 
Length of follow-up: unclear, probably no follow-up.. 

Outcomes Primary outcomes: 1) Improvement in the Consultation and Relational Skills Questionnaire. 
Secondary outcomes: 2) Patient Enablement Instrument; 2) Perceived Involvement in Care 
Scale; 3) EORTC QLQ-C30; 4) EORTC QLQ-HN35. 
Outcome time points: baseline and 4-6 weeks following the intervention. 

Notes Information from ISRCTN registry available, no further information received from study 
authors. 

 

Munro 1994 
Methods RCT – with intervention group (IG) and control group (CG). 

Participants Outpatients attending for radiotherapy. 
Country: United Kingdom. 
Age: CG: median 65 years (37-88); IG: median 63 years (30-87). 
Sex: CG: 58.8% female, 41.2% male; IG: 57.1% female, 42.9% male. 
Inclusion criteria: 1) outpatients attending for radiotherapy under the care of one 
consultant. 
Exclusion criteria: 1) patients who did not understand English; 2) patients who did not have 
a telephone; 3) patients with HIV related malignancies; 4) patients treated with less than 
five fractions of radiotherapy; 5) hospital inpatients. 
N randomized: n=100; IG: n=49; CG: n=51. 
N in analysis: IG: n=44; CG: n=51. 

Interventions Content of screen: OVERALL WELL-BEING: questions to be asked: 'How are you 
feeling?' 'Are you having any problems?' 'Have you any further side effects from 
treatment?' 'Do you need to make an appointment to be seen in the Radiotherapy 
department before your outpatient appointment?' Patients were asked if they had any 
additional worries or concerns. Wherever possible, the appropriate action was taken. 
Interventionist: The telephone calls were made by a member of staff, radiographer, nurse, 
or doctor who was known to the patient. 
Intervention procedure: solitary SI: semi structured telephone calls to the patient on days 4, 
8, 14 and 18 after completing radiotherapy. 
Conditions for implementation: A simple log form needed to record the responses to the 
set questions and any other relevant information for each telephone call. 
Comparative condition: Usual care group (i.e. having once a week a consultation in the 
clinic by a doctor during treatment + no contact between completing treatment and the 
first follow-up visit) 
Length of follow-up: last phone call 18 days after completing radiotherapy, probably no 
further follow-up provided as part of the study intervention 

Outcomes Primary outcomes: Adequacy of support (CG + IG): ‘How adequate do you describe  the 
support after treatment?’.  
Secondary outcomes: Helpfulness of telephone calls (IG): ‘How helpful do you find the 
telephone calls?’. 
Outcome time points: 4 weeks after completing radiotherapy treatment (i.e. at the first 
follow-up visit). 

Notes Information from a journal article (Clinical Oncology, 1994) available, no futher information 
received from study authors. 
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Powell 2008 
Methods RCT – with intervention group with completion (IGC), intervention without completion 

(IGWC), and control group (CG). 

Participants Gynecologic cancer patients.  
Country: United States. 
Age: IGC: mean 52.2 years (30-78); IGWC: mean 47.2 years (27-76); CG: mean 49.8 years 
(24-79). 
Sex: 100% women. 
Inclusion criteria: 1) new patients attending a tertiary care gynecological cancer center for 
the first time with the new diagnosis or high suspicion of a gynecologic cancer. 
Exclusion criteria: 1) not understanding English; 2) women who are deemed too ill or 
confused to participate. 
N randomized: n=100; IG (IGC + IGWC): n=49; CG: n=50;  
N in analysis: IGC: n=21; IGWC: n=28 (however, for IG only n=45 completed baseline); CG: 
n=51. 

Interventions Content of screen: OVERALL WELL-BEING: issues and concerns that the woman may have 
about her symptoms and potential cancer diagnosis. 
Interventionist: psychologist. 
Intervention procedure: solitary SI: patients received a single counseling session of 1 hour 
with a psychologist. This meeting focused on discussing issues and concerns that the 
woman may have about her symptoms and potential cancer diagnosis. 
Conditions for implementation: 1) having a psychologist in the setting that is available to 
conduct the counseling sessions with every patient. 
Comparative condition: control group (usual care). 
Length of follow-up: 3 months. 

Outcomes Primary outcomes/ Secondary outcomes: 1) (HR)QOL (FACIT-II); 2) Mood (POMS); 3) coping 
style (Index of Coping Responses); 4) Satisfaction with the clinic (questionnaire with Likert 
scale) 
Outcome time points: baseline (at the time of the counseling session); 2 weeks and 3 
months after baseline. 

Notes Information from a journal article (Gynecologic Oncology, 2008) available, no futher 
information received from study authors. 

 

Skorstengaard 2014 
Methods RCT. 

Participants Patients from oncology, cardiology and respiratory departments. 
Country: Denmark. 
Age: not reported. 
Sex: not reported. 
Inclusion criteria: patients from oncology, cardiology and respiratory departments. 
Exclusion criteria: not reported 
N randomized: not reported 
N in analysis: not reported 

Interventions Content of screen: well-being and preferences for end-of-life care. 
Interventionist: a health care professional conducts the discussion with the patient and if 
possible a relative.  
Intervention procedure: unclear.  
Conditions for implementation: not reported. 
Comparative condition: usual care. 
Length of follow-up: unclear. 

Outcomes Primary outcomes/ Secondary outcomes: 1) QOL; 2) satisfaction with health care services; 
3) meeting preferences for place of care and death; 4) anxiety, and 5) psychological 
distress in patients and relatives 
Outcome time points: unclear, after death of patients, relatives are questioned. 
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Notes Information from conference abstract available, no further information received from 
study authors. 
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Appendix 7.8.  

Table A7.8.1. Evidence Summary: continuous outcomes  

Main 
outcome 

Sub-outcome Time post 
intervention 

Scale 
used 

Intervention 
(screening) 

Control (usual 
care) 

MD 
(95%CI) 

Study ID 

Mean SD N Mean  SD N 

HRQOL 

(cont) 

Global health status 1 month EORTC-

QLQ-C30 

65.18 17.43 28 51.49 26.16 28 13.69 

[2.05, 

25.33] 

Bramsen 

2008 

61.8 20.9 109 61.2 18.2 103 0.60 [-

4.67, 5.87] 

Hollingworth 

2013 

EQ-5D 0.739 0.223 109 0.74 0.249 103 -0.00 [-

0.06, 0.06] 

FACT-C 107.8 11.9 20 101.2 22.3 21 6.60 [-

4.27, 

17.47] 

Young 2010 

96.1 18.5 35 98.3 19.7 31 0.21 [-

2.47, 2.89] 

Harrison 

2011 

100.61 17.78 346 100.4 18.6 363 0.01 [-

0.14, 0.16] 

Young 2013 

6 weeks EORTC-

QLQ-C30 

63.1 25 42 65.5 25 44 -0.10 [-

0.52, 0.33] 

Nimako 

2015 

65.4 20.825 45 65.5 25 44 -0.00 [-

0.42, 0.41] 

2 months 57.5 4.74 103 58 4.75 192 -0.11 [-

0.34, 0.13] 

Waller 2012 

3 months EORTC-

QLQ-C30 

72.61 20.08 268 71.48 19.62 300 0.06 [-

0.11, 0.22] 

Braeken 

2013 

FLIC 116.5 21.1 60 114.1 24.7 60 0.10 [-

0.23, 0.44] 

Rosenbloom 

2007 

112.1 20.6 60 114.1 24.7 60 -0.09 [-

0.41, 0.24] 

FACT-C 114.2 13.5 20 101.5 19.1 21 0.75 [0.11, 

1.39] 

Young 2010 
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97.5 21.4 34 96.2 21.9 29 0.06 [-

0.44, 0.55] 

Harrison 

2011 

103.48 18.17 336 103.26 18.58 351 0.01 [-

0.14, 0.16] 

Young 2013 

4 months EORTC-

QLQ-C30 

56.5 5.09 85 58 4.75 192 -0.31 [-

0.56, -
0.05] 

Waller 2012 

6 months 69.3 22.14 281 68 21.89 297 0.06 [-

0.10, 0.22] 

Bergholdt 

2013 

77 16 80 80 18 80 -0.18 [-

0.49, 0.14] 

de Leeuw 

2013 

68.6 17.7 108 68.3 18.2 101 0.02 [-

0.25, 0.29] 

Hollingworth 

2013 

57.5 5.39 67 58 4.75 192 -0.10 [-

0.38, 0.18] 

Waller 2012 

EQ-5D 0.783 0.217 108 0.79 0.246 103 -0.03 [-

0.30, 0.24] 

Hollingworth 

2013 

FLIC 115.8 22.9 51 112.2 21.4 52 0.16 [-

0.17, 0.49] 

Rosenbloom 

2007 

113.3 24.5 51 112.2 21.4 52 0.05 [-

0.28, 0.37] 

FACT-C 106 19.3 28 98.6 23.4 30 0.34 [-

0.18, 0.86] 

Harrison 

2011 

105.1 17.88 322 105.35 19.5 350 -0.01 [-
0.16, 0.14] 

Young 2013 

12 months EORTC-

QLQ-C30 

75.95 18.7 268 76.09 17.53 300 -0.01 [-

0.17, 0.16] 

Braeken 

2013 

81 18 80 80 17 80 0.06 [-

0.25, 0.37] 

de Leeuw 

2013 

68.5 20.2 106 69.6 20.4 103 -0.05 [-

0.33, 0.22] 

Hollingworth 

2013 

EQ-5D 0.742 0.268 106 0.788 0.257 103 -0.17 [-

0.45, 0.10] 
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14 months EORTC-

QLQ-C30 

72.1 19.66 240 72.8 19.71 246 -0.04 [-

0.21, 0.14] 

Bergholdt 

2013 

4th follow-up 

visit 

SF-36 46 N/A 108 47 N/A 110 N/E Hilarius 

2008 

Physical functioning 1 month EORTC-

QLQ-C30 

80.48 20.84 28 63.63 23.42 28 16.85 

[5.24, 
28.46] 

Bramsen 

2008 

81.9 20.5 109 80.7 20.5 103 1.20 [-

4.32, 6.72] 

Hollingworth 

2013 

FACT-C 22.8 3.3 20 21.8 5.1 21 1.00 [-

1.62, 3.62] 

Young 2010 

6 weeks EORTC-

QLQ-C30 

74.6 21.675 42 72.2 21.675 43 2.40 [-

6.82, 

11.62] 

Nimako 

2015 

73.8 25 43 72.2 21.675 43 1.60 [-

8.29, 

11.49] 

2 months 57.21 30.33 55 60.2 29.99 53 -2.99 [-

14.37, 

8.39] 

Schofield 

2013 

3 months 79.63 21.02 268 81.78 17.83 300 -2.15 [-

5.38, 1.08] 

Braeken 

2013 

63.49 27.66 55 59.09 26.57 53 4.40 [-

5.83, 
14.63] 

Schofield 

2013 

FLIC 45.9 12 69 45.7 11.9 71 0.20 [-

3.76, 4.16] 

Rosenbloom 

2007 

44.5 10.4 60 45.7 11.9 60 -1.20 [-

5.20, 2.80] 

FACT-C 24.4 3.2 20 22.1 5.2 21 2.30 [-

0.33, 4.93] 

Young 2010 

6 months EORTC-

QLQ-C30 

79.7 22.1 280 79 22.65 294 0.70 [-

2.96, 4.36] 

Bergholdt 

2013 

83 17 80 86 16 80 -3.00 [-

8.12, 2.12] 

de Leeuw 

2013 
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84.2 19 108 83.8 18.6 101 0.40 [-

4.70, 5.50] 

Hollingworth 

2013 

FLIC 46.7 11.6 51 45.2 9.8 52 1.50 [-

2.65, 5.65] 

Rosenbloom 

2007 

45 20.6 51 45.2 9.8 52 -0.20 [-

6.45, 6.05] 

12 months EORTC-
QLQ-C30 

81.99 18.06 268 85 17.76 300 -3.01 [-
5.96, -

0.06] 

Braeken 
2013 

86 17 80 87 16 80 -1.00 [-

6.12, 4.12] 

de Leeuw 

2013 

83.8 19.3 106 85.5 17.8 103 -1.70 [-

6.73, 3.33] 

Hollingworth 

2013 

14 months 82 20.19 234 81.9 20.45 240 0.10 [-

3.56, 3.76] 

Bergholdt 

2013 

4th follow-up 

visit 

SF-36 53 28 104 52 26 95 1.00 [-

6.50, 8.50] 

Detmar 

2002 

69 N/A 108 62 N/A 110 N/E Hilarius 

2008 

Role functioning 1 month EORTC-

QLQ-C30 

57.14 27.75 28 39.88 35.35 28 17.26 

[0.61, 

33.91] 

Bramsen 

2008 

69.4 31.3 109 68 28.8 103 1.40 [-

6.69, 9.49] 

Hollingworth 

2013 

FACT-C 13.8 6.1 20 12.1 5.8 21 1.70 [-

1.95, 5.35] 

Young 2010 

6 weeks EORTC-

QLQ-C30 

70.63 25 42 69.7 25 44 0.93 [-

9.64, 

11.50] 

Nimako 

2015 

62.5 25 44 69.7 25 44 -7.20 [-

17.65, 

3.25] 

2 months 57.03 36.71 55 56.82 35.82 53 0.21 [-

13.47, 

13.89] 

Schofield 

2013 
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3 months 72.77 29.77 268 72.87 27.52 300 -0.10 [-

4.83, 4.63] 

Braeken 

2013 

58.48 36.86 55 65.01 35.16 53 -6.53 [-

20.11, 
7.05] 

Schofield 

2013 

FACT-C 21.4 4.8 20 17.4 7.3 21 4.00 [0.24, 
7.76] 

Young 2010 

6 months EORTC-

QLQ-C30 

72.5 31.28 277 71.3 31.2 291 1.20 [-

3.94, 6.34] 

Bergholdt 

2013 

79 26 80 81 24 80 -2.00 [-

9.75, 5.75] 

de Leeuw 

2013 

79.2 24.9 108 79.7 27.6 101 -0.50 [-

7.64, 6.64] 

Hollingworth 

2013 

12 months 80.26 26.65 268 82.44 24.7 300 -2.18 [-

6.42, 2.06] 

Braeken 

2013 

81 27 80 85 25 80 -4.00 [-

12.06, 

4.06] 

de Leeuw 

2013 

80.5 26.4 106 84.1 21.9 103 -3.60 [-

10.17, 
2.97] 

Hollingworth 

2013 

14 months 78.8 29.57 235 78 28.25 239 0.80 [-

4.41, 6.01] 

Bergholdt 

2013 

Role functioning 

(emotional) 

4th follow-up 

visit 

SF-36 69 44 104 60 44 95 9.00 [-

3.24, 

21.24] 

Detmar 

2002 

66 N/A 108 68 N/A 110 N/E Hilarius 

2008 

Role functioning 

(physical) 

36 42 104 31 41 95 5.00 [-

6.54, 

16.54] 

Detmar 

2002 

30 N/A 108 33 N/A 110 N/E Hilarius 

2008 
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Emotional functioning 1 month EORTC-

QLQ-C30 

78.28 15.93 28 65.87 20.51 28 12.41 

[2.79, 

22.03] 

Bramsen 

2008 

79.1 21.1 109 77.8 21.4 103 1.30 [-

4.42, 7.02] 

Hollingworth 

2013 

FACT-C 21.2 2 20 19.4 3.7 21 1.80 [-
0.01, 3.61] 

Young 2010 

6 weeks EORTC-

QLQ-C30 

74.2 22.925 42 76.4 20.825 43 -2.20 [-

11.52, 

7.12] 

Nimako 

2015 

76.6 25 43 76.4 20.825 43 0.20 [-

9.53, 9.93] 

2 months 81.43 24.62 55 73.23 24.1 53 8.20 [-

0.99, 

17.39] 

Schofield 

2013 

3 months 78.38 22.75 268 79.46 20.68 300 -1.08 [-

4.67, 2.51] 

Braeken 

2013 

75.31 26.7 55 75.51 25.26 53 -0.20 [-

10.00, 

9.60] 

Schofield 

2013 

FACT-C 21.8 1.9 20 19.2 3.2 21 2.60 [1.00, 

4.20] 

Young 2010 

6 months EORTC-

QLQ-C30 

81.6 21.17 278 80.5 20.87 293 1.10 [-

2.35, 4.55] 

Bergholdt 

2013 

84 19 80 85 19 80 -1.00 [-
6.89, 4.89] 

de Leeuw 
2013 

81.2 18 108 80.3 20.7 101 0.90 [-

4.37, 6.17] 

Hollingworth 

2013 

12 months 83.66 20.8 268 81.23 20.6 300 2.43 [-

0.98, 5.84] 

Braeken 

2013 

82 23 80 85 18 80 -3.00 [-

9.40, 3.40] 

de Leeuw 

2013 
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78.7 21.6 106 80.3 21.4 103 -1.60 [-

7.43, 4.23] 

Hollingworth 

2013 

14 months 80.8 21.93 238 80.7 22 240 0.10 [-

3.84, 4.04] 

Bergholdt 

2013 

Cognitive functioning 1 month 85.12 19.43 28 75 25.46 28 10.12 [-
1.74, 

21.98] 

Bramsen 
2008 

79.8 20.5 109 78.2 21.8 103 1.60 [-

4.10, 7.30] 

Hollingworth 

2013 

6 weeks  76.6 25 42 81.4 25 43 -4.80 [-

15.43, 

5.83] 

Nimako 

2015 

83.7 25 41 81.4 25 43 2.30 [-

8.40, 

13.00] 

2 months 80.45 26.25 55 75.34 25.7 53 5.11 [-

4.69, 

14.91] 

Schofield 

2013 

3 months 83.92 19.73 268 84.27 19.49 300 -0.35 [-

3.58, 2.88] 

Braeken 

2013 

80.4 27.51 55 77.73 26.21 53 2.67 [-
7.46, 

12.80] 

Schofield 
2013 

6 months 83.9 22.02 278 83 21.63 290 0.90 [-

2.69, 4.49] 

Bergholdt 

2013 

88 17 80 87 17 80 1.00 [-

4.27, 6.27] 

de Leeuw 

2013 

81 20.3 108 80.7 19.7 101 0.30 [-

5.12, 5.72] 

Hollingworth 

2013 

12 months 82.46 22.11 268 82.82 19.98 300 -0.36 [-

3.84, 3.12] 

Braeken 

2013 
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87 20 80 86 21 80 1.00 [-

5.35, 7.35] 

de Leeuw 

2013 

82.9 18.6 106 79.8 22.5 103 3.10 [-

2.51, 8.71] 

Hollingworth 

2013 

14 months 85.1 23.49 238 82.6 23.04 245 2.50 [-
1.65, 6.65] 

Bergholdt 
2013 

Social functioning 1 month 66.07 26.64 28 61.63 29.06 28 4.44 [-

10.16, 

19.04] 

Bramsen 

2008 

69 31.7 109 67.3 29.7 103 1.70 [-

6.57, 9.97] 

Hollingworth 

2013 

FACT-C 23.4 3.8 20 22.6 5.4 21 0.80 [-

2.05, 3.65] 

Young 2010 

6 weeks EORTC-

QLQ-C30 

73.8 25 42 75.8 25 42 -2.00 [-

12.69, 

8.69] 

Nimako 

2015 

75.8 25 44 75.8 25 42 0.00 [-

10.57, 

10.57] 

2 months EORTC-

QLQ-C30 

68.28 31.96 55 70.58 31.16 53 -2.30 [-

14.20, 

9.60] 

Schofield 

2013 

3 months 83.46 23.57 268 81.81 22.37 300 1.65 [-

2.14, 5.44] 

Braeken 

2013 

65.03 34.11 55 71.29 32.61 53 -6.26 [-

18.84, 

6.32] 

Schofield 

2013 

FLIC 11.6 2.4 60 11.4 2.3 60 0.20 [-

0.64, 1.04] 

Rosenbloom 

2007 

11.2 2.4 60 11.4 2.3 60 -0.20 [-

1.04, 0.64] 

FACT-C 24.1 3.7 20 22.8 4.4 21 1.30 [-

1.18, 3.78] 

Young 2010 

6 months EORTC-

QLQ-C30 

86 23.8 280 85.7 23.56 295 0.30 [-

3.57, 4.17] 

Bergholdt 

2013 
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91 15 80 90 16 80 1.00 [-

3.81, 5.81] 

de Leeuw 

2013 

78.3 26.8 108 78.2 28.2 101 0.10 [-

7.37, 7.57] 

Hollingworth 

2013 

FLIC 11.4 2.3 51 11.5 1.8 52 -0.10 [-
0.90, 0.70] 

Rosenbloom 
2007 

11.1 2.3 51 11.5 1.8 52 -0.40 [-

1.20, 0.40] 

12 months EORTC-

QLQ-C30 

86.99 20.73 268 87.55 19.1 300 -0.56 [-

3.85, 2.73] 

Braeken 

2013 

90 19 80 91 21 80 -1.00 [-

7.21, 5.21] 

de Leeuw 

2013 

81.3 27.5 106 84 23.4 103 -2.70 [-

9.62, 4.22] 

Hollingworth 

2013 

14 months 87.4 21.93 238 88.2 22.11 242 -0.80 [-

4.74, 3.14] 

Bergholdt 

2013 

4th follow-up 

visit 

SF-36 65 30 104 63 29 95 2.00 [-

6.20, 

10.20] 

Detmar 

2002 

69 N/A 108 65 N/A 110 N/E Hilarius 
2008 

Fatigue 1 month EORTC-

QLQ-C30 

58.33 23.55 28 43.25 28.74 28 15.08 

[1.32, 

28.84] 

Bramsen 

2008 

3 months 66.93 26.64 268 67.06 25.18 300 -0.13 [-
4.41, 4.15] 

Braeken 
2013 

6 months 65.8 28 279 62.6 26.92 292 3.20 [-

1.31, 7.71] 

Bergholdt 

2013 

76 21 80 75 23 80 1.00 [-

5.82, 7.82] 

de Leeuw 

2013 
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12 months 74.07 24.15 268 76.29 22.63 300 -2.22 [-

6.08, 1.64] 

Braeken 

2013 

81 25 80 78 24 80 3.00 [-

4.59, 

10.59] 

de Leeuw 

2013 

14 months 67.7 26.4 234 67.9 26.17 244 -0.20 [-

4.91, 4.51] 

Bergholdt 

2013 

Nausea/vomiting 1 month 82.14 22.19 28 74.4 27.02 28 7.74 [-

5.21, 

20.69] 

Bramsen 

2008 

3 months 92.85 18.51 268 95.77 12.2 300 -2.92 [-

5.53, -

0.31] 

Braeken 

2013 

FLIC 11.6 2.7 60 11.4 2.7 60 0.20 [-

0.77, 1.17] 

Rosenbloom 

2007 

11.5 2.7 60 11.4 2.7 60 0.10 [-

0.87, 1.07] 

6 months EORTC-

QLQ-C30 

92 17.12 284 91.9 17.6 300 0.10 [-

2.72, 2.92] 

Bergholdt 

2013 

97 13 80 96 13 80 1.00 [-

3.03, 5.03] 

de Leeuw 

2013 

FLIC 11.8 2.7 51 11.1 2.9 52 0.70 [-

0.38, 1.78] 

Rosenbloom 

2007 

11.6 3 51 11.1 2.9 52 0.50 [-

0.64, 1.64] 

12 months EORTC-

QLQ-C30 

96.86 10.43 268 96.23 12.9 300 0.63 [-

1.29, 2.55] 

Braeken 

2013 

97 13 80 96 10 80 1.00 [-

2.59, 4.59] 

de Leeuw 

2013 

14 months 94.4 13.26 236 94.5 12.69 244 -0.10 [-

2.42, 2.22] 

Bergholdt 

2013 
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Pain 1 month 84.52 21.24 28 63.69 33.96 28 20.83 

[5.99, 

35.67] 

Bramsen 

2008 

3 months 82.09 25.44 268 81.34 23.49 300 0.75 [-

3.29, 4.79] 

Braeken 

2013 

6 months 78 26.91 274 77 27.35 283 1.00 [-

3.51, 5.51] 

Bergholdt 

2013 

85 22 80 86 23 80 -1.00 [-

7.97, 5.97] 

de Leeuw 

2013 

EORTC-

QLQ-

H&N35 

85 16 80 85 14 80 0.00 [-

4.66, 4.66] 

12 months EORTC-

QLQ-C30 

85.16 22.02 268 86.33 23.22 300 -1.17 [-

4.89, 2.55] 

Braeken 

2013 

88 22 80 85 22 80 3.00 [-

3.82, 9.82] 

de Leeuw 

2013 

EORTC-

QLQ-

H&N35 

86 17 80 86 18 80 0.00 [-

5.43, 5.43] 

14 months EORTC-

QLQ-C30 

78.6 27.95 234 78.1 26.79 241 0.50 [-

4.43, 5.43] 

Bergholdt 

2013 

4th follow-up 

visit 

SF-36 68 28 104 66 28 95 2.00 [-

5.79, 9.79] 

Detmar 

2002 

74 N/A 108 75 N/A 110 N/E Hilarius 

2008 

Dyspnea 1 month EORTC-

QLQ-C30 

82.14 21.24 28 77.78 22.65 28 4.36 [-

7.14, 

15.86] 

Bramsen 

2008 

3 months 82.41 25.44 268 81.44 27.52 300 0.97 [-

3.39, 5.33] 

Braeken 

2013 

6 months 82.1 27.49 286 83 27.15 297 -0.90 [-

5.34, 3.54] 

Bergholdt 

2013 
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90 20 80 86 23 80 4.00 [-

2.68, 

10.68] 

de Leeuw 

2013 

12 months 85.9 20.73 268 84.95 24.97 300 0.95 [-

2.81, 4.71] 

Braeken 

2013 

88 21 80 88 19 80 0.00 [-

6.21, 6.21] 

de Leeuw 

2013 

14 months 84.6 27.12 233 86.8 25.43 245 -2.20 [-

6.92, 2.52] 

Bergholdt 

2013 

Insomnia 1 month 88.1 18.62 28 69.05 29.99 28 19.05 

[5.97, 
32.13] 

Bramsen 

2008 

3 months 73.39 30.19 268 71.83 30.13 300 1.56 [-

3.41, 6.53] 

Braeken 

2013 

6 months 72.7 31.73 285 72.5 30.91 302 0.20 [-

4.87, 5.27] 

Bergholdt 

2013 

80 28 80 82 25 80 -2.00 [-

10.23, 
6.23] 

de Leeuw 

2013 

12 months 75.73 30.27 268 77.95 28.42 300 -2.22 [-

7.07, 2.63] 

Braeken 

2013 

81 30 80 82 25 80 -1.00 [-

9.56, 7.56] 

de Leeuw 

2013 

14 months 71.5 32.24 240 70.4 31.98 248 1.10 [-

4.60, 6.80] 

Bergholdt 

2013 

Appetite loss 1 month 75 30.93 28 61.9 33.6 28 13.10 [-

3.82, 
30.02] 

Bramsen 

2008 

3 months 85.96 26 268 91.43 21.36 300 -5.47 [-

9.41, -
1.53] 

Braeken 

2013 
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6 months 84.1 27.59 288 85.9 27.33 301 -1.80 [-

6.24, 2.64] 

Bergholdt 

2013 

87 23 80 91 19 80 -4.00 [-

10.54, 

2.54] 

de Leeuw 

2013 

12 months 94.01 17.37 268 93.36 18.22 300 0.65 [-

2.28, 3.58] 

Braeken 

2013 

93 17 80 92 21 80 1.00 [-

4.92, 6.92] 

de Leeuw 

2013 

14 months 92.1 19.62 239 90.4 19.91 246 1.70 [-
1.82, 5.22] 

Bergholdt 
2013 

Constipation 1 month 83.33 26.45 28 79.76 24.58 28 3.57 [-
9.80, 

16.94] 

Bramsen 
2008 

3 months 91.6 18.73 268 89.63 21.98 300 1.97 [-
1.38, 5.32] 

Braeken 
2013 

6 months 88.7 25.68 284 87.4 25.48 299 1.30 [-

2.85, 5.45] 

Bergholdt 

2013 

92 21 80 94 14 80 -2.00 [-

7.53, 3.53] 

de Leeuw 

2013 

12 months 95.03 14.5 268 92.54 17.73 300 2.49 [-

0.16, 5.14] 

Braeken 

2013 

93 18 80 94 15 80 -1.00 [-

6.13, 4.13] 

de Leeuw 

2013 

14 months 91.1 23.39 236 88.1 23.19 248 3.00 [-

1.15, 7.15] 

Bergholdt 

2013 

Diarrhea 1 month 90.48 19.99 28 83.33 23.13 28 7.15 [-

4.17, 

18.47] 

Bramsen 

2008 

3 months 90.29 19.71 268 88.53 22.29 300 1.76 [-

1.69, 5.21] 

Braeken 

2013 



Chapter 7. APPENDICES 

 

301 
 

6 months 88.6 22.26 284 88.7 21.97 299 -0.10 [-

3.69, 3.49] 

Bergholdt 

2013 

95 15 80 94 16 80 1.00 [-

3.81, 5.81] 

de Leeuw 

2013 

12 months 92.22 17.55 268 92.41 17.8 300 -0.19 [-

3.10, 2.72] 

Braeken 

2013 

96 11 80 92 18 80 4.00 [-

0.62, 8.62] 

de Leeuw 

2013 

14 months 90 23.49 238 88.6 23.28 250 1.40 [-

2.75, 5.55] 

Bergholdt 

2013 

Financial difficulties 1 month 90.48 21.96 28 88.1 22.62 28 2.38 [-

9.30, 
14.06] 

Bramsen 

2008 

3 months 94.88 15.54 268 93.14 17.34 300 1.74 [-
0.96, 4.44] 

Braeken 
2013 

6 months 92 19.69 284 92.4 19.27 297 -0.40 [-
3.57, 2.77] 

Bergholdt 
2013 

93 17 80 92 20 80 1.00 [-
4.75, 6.75] 

de Leeuw 
2013 

12 months 92.98 17.96 268 93.23 19.42 300 -0.25 [-
3.32, 2.82] 

Braeken 
2013 

92 22 80 93 15 80 -1.00 [-
6.83, 4.83] 

de Leeuw 
2013 

14 months 93.3 20.27 236 93.5 20.53 242 -0.20 [-
3.86, 3.46] 

Bergholdt 
2013 

Swallowing 6 months EORTC-
QLQ-

H&N35 

96 18 80 89 16 80 7.00 [1.72, 
12.28] 

de Leeuw 
2013 

12 months 91 19 80 90 15 80 1.00 [-

4.30, 6.30] 
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Senses 6 months 83 24 80 86 21 80 -3.00 [-

9.99, 3.99] 

12 months 82 26 80 85 23 80 -3.00 [-

10.61, 

4.61] 

Speech 6 months 88 21 80 92 15 80 -4.00 [-

9.66, 1.66] 

12 months 89 19 80 90 19 80 -1.00 [-

6.89, 4.89] 

Social eating 6 months 85 18 80 91 19 80 -6.00 [-

11.74, -

0.26] 

12 months 90 19 80 91 17 80 -1.00 [-

6.59, 4.59] 

Social contact 6 months 94 10 80 96 9 80 -2.00 [-

4.95, 0.95] 

12 months 95 12 80 97 8 80 -2.00 [-

5.16, 1.16] 

Less sexuality 6 months 81 26 80 80 29 80 1.00 [-
7.53, 9.53] 

12 months 81 27 80 85 23 80 -4.00 [-

11.77, 

3.77] 

Teeth problems 6 months 85 28 80 83 27 80 2.00 [-

6.52, 

10.52] 

12 months 89 24 80 88 24 80 1.00 [-

6.44, 8.44] 

Opening mouth 6 months 83 29 80 86 23 80 -3.00 [-

11.11, 

5.11] 

12 months 89 21 80 90 21 80 -1.00 [-

7.51, 5.51] 

Dry mouth 6 months 59 33 80 62 35 80 -3.00 [-

13.54, 

7.54] 

12 months 62 34 80 67 33 80 -5.00 [-

15.38, 
5.38] 

Sticky saliva 6 months 66 32 80 77 32 80 -11.00 [-

20.92, -
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1.08] 

12 months 75 32 80 78 29 80 -3.00 [-

12.46, 

6.46] 

Coughing 6 months 84 23 80 80 30 80 4.00 [-

4.28, 

12.28] 

12 months 80 26 80 85 25 80 -5.00 [-

12.90, 

2.90] 

Feeling ill 6 months 94 17 80 88 24 80 6.00 [-

0.44, 

12.44] 

12 months 93 22 80 91 18 80 2.00 [-

4.23, 8.23] 

Use of pain killers 6 months 71 46 80 76 43 80 -5.00 [-

18.80, 
8.80] 

12 months 78 42 80 78 42 80 0.00 [-

13.02, 
13.02] 

Use of nutritional 

supplements 

6 months 78 42 80 87 34 80 -9.00 [-

20.84, 
2.84] 

12 months 91 28 80 92 27 80 -1.00 [-

9.52, 7.52] 

Use of feeding tube 6 months 97 18 80 100 0 80 N/E 

12 months 97 18 80 97 12 80 0.00 [-

4.74, 4.74] 

Weight loss 6 months 84 37 80 83 38 80 1.00 [-

10.62, 

12.62] 

12 months 85 36 80 87 33 80 -2.00 [-
12.70, 

8.70] 

Weight gain 6 months 74 44 80 65 48 80 9.00 [-
5.27, 

23.27] 

12 months 73 45 80 66 48 80 7.00 [-
7.42, 
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21.42] 

Vitality 4th follow-up 

visit 

SF-36 51 25 104 49 25 95 2.00 [-

4.95, 8.95] 

Detmar 

2002 

56 N/A 108 51 N/A 110 N/E Hilarius 

2008 

Mental health 70 19 104 68 21 95 2.00 [-

3.58, 7.58] 

Detmar 

2002 

72 N/A 108 72 N/A 110 N/E Hilarius 

2008 

Hardship 3 months FLIC 15.3 3.5 60 15.1 4.2 60 0.20 [-

1.18, 1.58] 

Rosenbloom 

2007 

14.2 3.9 60 15.1 4.2 60 -0.90 [-

2.35, 0.55] 

6 months 15.2 4.1 51 14.6 3.8 52 0.60 [-

0.93, 2.13] 

15.4 3.6 51 14.6 3.8 52 0.80 [-

0.63, 2.23] 

Psychological wellbeing 3 months 32.1 4.7 60 30.4 6.5 60 1.70 [-

0.33, 3.73] 

30.3 6.3 60 30.4 6.5 60 -0.10 [-

2.39, 2.19] 

6 months 30.6 5.9 60 29.7 6.1 60 0.90 [-

1.25, 3.05] 

30.1 6.9 60 29.7 6.1 60 0.40 [-

1.93, 2.73] 

Colorectal cancer 

symptom-related 

wellbeing 

1 month FACT-C 21.4 3.3 20 20.7 5.3 21 0.70 [-

1.99, 3.39] 

Young 2010 

3 months 22.8 3.7 20 19.8 4.1 21 3.00 [0.61, 

5.39] 

Distress 

(cont) 

Tension/Anxiety 1 month POMS 4.4 4.5 109 4.4 4.4 103 0.00 [-

1.20, 1.20] 

Hollingworth 

2013 

3 months HADS 4.66 3.68 268 4.86 3.81 300 -0.20 [-

0.82, 0.42] 

Braeken 

2013 

6 months POMS 4.1 4.3 108 4.1 4.4 101 0.00 [-

1.18, 1.18] 

Hollingworth 

2013 

12 months HADS 4.57 3.90 268 4.98 4.24 300 -0.41 [-

1.08, 0.26] 

Braeken 

2013 
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POMS 4.1 4.2 106 3.7 4.4 103 0.40 [-

0.77, 1.57] 

Hollingworth 

2013 

14 months 3.56 4.12 226 3.82 4.12 226 -0.26 [-

1.02, 0.50] 

Bergholdt 

2013 

Depression/dejection 1 month 4.4 6.1 109 4 5.3 103 0.40 [-
1.14, 1.94] 

Hollingworth 
2013 

3 months HADS 3.68 4.11 268 3.72 3.76 300 -0.04 [-

0.69, 0.61] 

Braeken 

2013 

6 months POMS 3.7 5 108 3.8 5.4 101 -0.10 [-

1.51, 1.31] 

Hollingworth 

2013 

12 months HADS 3.45 3.78 268 3.7 4.08 300 -0.25 [-

0.90, 0.40] 

Braeken 

2013 

POMS 3.9 5.5 106 2.9 4.5 103 1.00 [-

0.36, 2.36] 

Hollingworth 

2013 

14 months 3.26 4.99 229 3.85 4.93 223 -0.59 [-

1.50, 0.32] 

Bergholdt 

2013 

Psychological distress (+ 
subscale) 

1 month GHQ-12 1.54 1.57 28 3.31 1.7 28 -1.77 [-
2.63, -

0.91] 

Bramsen 
2008 

Psychological distress (- 

subscale) 

1.55 1.43 28 2.5 1.86 28 -0.95 [-

1.82, -

0.08] 

Psychological distress 

(total score) 

3.09 2.8 28 5.81 3.29 28 -2.72 [-

4.32, -

1.12] 

DT 1.9 2.1 20 2.8 3 21 -0.90 [-

2.48, 0.68] 

Young 2010 

2.3 1.89 346 2.4 2.91 363 -0.10 [-

0.46, 0.26] 

Young 2013 

2 months 2.46 2.7 55 2.91 2.62 53 -0.45 [-

1.45, 0.55] 

Schofield 

2013 

HADS 10.77 8.4 55 11.15 8.23 53 -0.38 [-
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3.52, 2.76] 

3 months GHQ-12 2.74 3.26 268 2.85 3.38 300 -0.11 [-

0.66, 0.44] 

Braeken 

2013 

PSI 15 12.7 123 15.5 13.1 127 -0.50 [-

3.70, 2.70] 

Maunsell 

1996 

DT 2.85 2.9 55 2.99 2.77 53 -0.14 [-
1.21, 0.93] 

Schofield 
2013 

1.3 N/A 20 2.1 N/A 21 N/E Young 2010 

2 1.86 336 2 2.86 351 0.00 [-

0.36, 0.36] 

Young 2013 

HADS 11.52 8.8 55 10.34 8.52 53 1.18 [-

2.09, 4.45] 

Schofield 

2013 

POMS 

(negative 

affect 

items) 

6.6 6 60 8.5 9.3 60 -1.90 [-

4.70, 0.90] 

Rosenbloom 

2007 

7.2 7.7 60 8.5 9.3 60 -1.30 [-

4.36, 1.76] 

6 months 8.1 8.5 51 8.3 8.2 52 -0.20 [-

3.43, 3.03] 

8.1 9.5 51 8.3 8.2 52 -0.20 [-

3.63, 3.23] 

DT 1.8 2.74 322 1.8 2.85 350 0.00 [-

0.42, 0.42] 

Young 2013 

12 months GHQ-12 1.96 3.14 268 2.14 3.22 300 -0.18 [-

0.70, 0.34] 

Braeken 

2013 

PSI 13.5 12.1 123 14.6 12.3 127 -1.10 [-

4.12, 1.92] 

Maunsell 

1996 

Anger/hostility 1 month POMS 3 4.4 109 2.9 4 103 0.10 [-

1.03, 1.23] 

Hollingworth 

2013 

6 months 2.8 3.7 108 2.6 3.3 101 0.20 [-

0.75, 1.15] 

12 months 3.5 5 106 2.5 3.7 103 1.00 [-

0.19, 2.19] 

14 months 1.88 3.46 230 2.03 3.33 223 -0.15 [-

0.78, 0.48] 

Bergholdt 

2013 

Confusion/bewilderment 1 month 3.2 3.4 109 3.6 3.6 103 -0.40 [-

1.34, 0.54] 

Hollingworth 

2013 
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6 months 3.1 3.3 108 3.6 3.6 101 -0.50 [-

1.44, 0.44] 

12 months 3.1 3.3 106 3 3.2 103 0.10 [-

0.78, 0.98] 

14 months 2.11 3.24 231 2.45 3.15 229 -0.34 [-

0.92, 0.24] 

Bergholdt 

2013 

Fatigue/inertia 1 month 7.2 6.4 109 7.8 6 103 -0.60 [-

2.27, 1.07] 

Hollingworth 

2013 

6 months 6.6 5.4 108 6.7 5.8 101 -0.10 [-

1.62, 1.42] 

12 months 6.1 5.4 106 5.1 4.7 103 1.00 [-

0.37, 2.37] 

14 months 4.14 8.7 234 4.56 4.35 226 -0.42 [-
1.67, 0.83] 

Bergholdt 
2013 

Vigor/activity 1 month 8.2 5.6 109 8.1 5.5 103 0.10 [-
1.39, 1.59] 

Hollingworth 
2013 

6 months 3.1 3.3 108 3.6 3.6 101 -0.50 [-

1.44, 0.44] 

12 months 3.1 3.3 106 3 3.2 103 0.10 [-

0.78, 0.98] 

14 months 10.09 5.98 228 10.28 5.77 218 -0.19 [-

1.28, 0.90] 

Bergholdt 

2013 

Total mood disturbance 1 month 38.09 23.5 109 38.6 21.99 103 -0.51 [-

6.63, 5.61] 

Hollingworth 

2013 

6 months 34.46 20.87 108 34.87 22 101 -0.41 [-

6.23, 5.41] 

12 months 35.1 22.85 106 31.13 20.52 103 3.97 [-

1.91, 9.85] 

14 months 4.19 18.89 210 4.87 18.5 200 -0.68 [-

4.30, 2.94] 

Bergholdt 

2013 

Psychosocial 

well-being 

Emotional impact of the 

intervention (total) 

1 month IES 15.77 14.53 28 25.91 12.49 28 -10.14 [-

17.24, -

3.04] 

Bramsen 

2008 

Emotional impact of the 

intervention (re-

experiencing) 

8 8.04 28 12.5 6.61 28 -4.50 [-

8.36, -

0.64] 

Emotional impact of the 

intervention (avoidance) 

6.19 6.64 28 11.09 7.7 28 -4.90 [-

8.67, -

1.13] 

Psychosocial adjustment 

(healthcare orientation)  

6 months PAIS-SR 51 8 80 49 9 80 2.00 [-

0.64, 4.64] 

de Leeuw 

2013 
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12 months 52 9 80 48 8 80 4.00 [1.36, 

6.64] 

Psychosocial adjustment 

(vocational environment) 

6 months 57 7 80 56 7 80 1.00 [-

1.17, 3.17] 

12 months 54 7 80 54 7 80 0.00 [-

2.17, 2.17] 

Psychosocial adjustment 

(domestic environment) 

6 months 43 9 80 42 9 80 1.00 [-

1.79, 3.79] 

12 months 42 9 80 41 9 80 1.00 [-

1.79, 3.79] 

Psychosocial adjustment 

(sexual relations) 

6 months 46 8 80 47 9 80 -1.00 [-

3.64, 1.64] 

12 months 46 8 80 47 9 80 -1.00 [-
3.64, 1.64] 

Psychosocial adjustment 
(extended family 

relations) 

6 months 49 7 80 52 8 80 -3.00 [-
5.33, -

0.67] 

12 months 49 7 80 49 7 80 0.00 [-

2.17, 2.17] 

Psychosocial adjustment 

(social environment) 

6 months 43 15 80 43 13 80 0.00 [-

4.35, 4.35] 

12 months 42 14 80 42 13 80 0.00 [-

4.19, 4.19] 

Psychosocial adjustment 

(psychological distress) 

6 months 45 10 80 45 10 80 0.00 [-

3.10, 3.10] 

12 months 45 11 80 43 10 80 2.00 [-

1.26, 5.26] 

Psychosocial adjustment 

(total adjustment) 

6 months 44 12 80 44 13 80 0.00 [-

3.88, 3.88] 

12 months 43 13 80 42 12 80 1.00 [-

2.88, 4.88] 

Physical functioning 

(number of arm problems 

reported) 

3 months LES 1.6 1.3 122 1.6 1.4 126 0.00 [-

0.34, 0.34] 

Maunsell 

1996 

12 months 1.3 1.4 122 1.1 1.4 126 0.20 [-

0.15, 0.55] 

Role functioning 

(household activities 

performed without help) 

3 months 1.5 1.1 123 1.6 1.2 127 -0.10 [-

0.39, 0.19] 

12 months 2.1 1.2 123 2 1.3 127 0.10 [-

0.21, 0.41] 

Role functioning (hours 

worked per week) 

3 months 22.1 15.1 123 22.4 14 127 -0.30 [-

3.91, 3.31] 



Chapter 7. APPENDICES 

 

309 
 

12 months 32.1 12.3 123 31.4 16.1 127 0.70 [-

2.84, 4.24] 

Social functioning (times 

per week engaged in 

social activities) 

3 months 7.4 5.8 123 6.1 4.7 127 1.30 [-

0.01, 2.61] 

12 months 7.5 5.3 123 6.3 5 127 1.20 [-

0.08, 2.48] 

Social functioning (Hours 

per day devoted to leisure 
activities) 

3 months 4.5 3 123 4.3 2.4 127 0.20 [-

0.47, 0.87] 

12 months 4.1 2.6 123 4.5 3.1 127 -0.40 [-

1.11, 0.31] 

Social functioning (Times 

per week engaged in 
physical activities/sports) 

3 months 3 4.4 123 4.3 5.3 127 -1.30 [-

2.51, -
0.09] 

12 months 3.7 4.6 123 3.6 4.2 127 0.10 [-

0.99, 1.19] 

Marital satisfaction 3 months LWMAT 46.6 21 76 50.5 25.3 82 -3.90 [-
11.13, 

3.33] 

12 months 48.5 25.1 74 48.5 24.4 78 0.00 [-
7.88, 7.88] 

Supportive 

care needs 

General unmet need 1 month SCNS-

SF34 

128.7 75.4 35 140.3 96.6 32 -11.60 [-

53.36, 

30.16] 

Harrison 

2011 

3 months 98.1 84.7 32 110 86.7 29 -11.90 [-
54.99, 

31.19] 

59.9 57.85 336 56.8 76.07 351 3.10 [-

6.98, 

13.18] 

Young 2013 

6 months 50 66.96 322 46.6 67.19 350 3.40 [-

6.75, 

13.55] 

N/A N/A N/A N/A N/A N/A N/E Thewes 

2009 

CaSUN 10 13.1 30 14 18 30 -4.00 [-

11.97, 

3.97] 

Harrison 

2011 

Medical communication 2 months NA-ALCP 2.37 1.3 55 2.21 1.24 53 0.16 [-

0.32, 0.64] 

Schofield 

2013 

3 months 2.14 1.2 55 2.03 1.16 53 0.11 [-

0.34, 0.56] 
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Psychological/emotional 1 month SCNS 16.6 11.2 20 19.6 20.4 21 -3.00 [-

13.01, 

7.01] 

Young 2010 

2 months NA-ALCP 2.04 0.9 55 1.94 0.87 53 0.10 [-

0.23, 0.43] 

Schofield 

2013 

3 months 2.03 0.9 55 1.84 0.80 53 0.19 [-

0.13, 0.51] 

SCNS 8.2 8.1 20 17.7 18.7 21 -9.50 [-
18.25, -

0.75] 

Young 2010 

6 months SCNS-

SF34 

N/A N/A N/A N/A N/A N/A N/E Thewes 

2009 

Daily living 1 month SCNS 22.8 16.3 20 25.8 19 21 -3.00 [-

13.82, 

7.82] 

Young 2010 

2 months NA-ALCP 1.69 0.8 55 1.56 0.80 53 0.13 [-

0.17, 0.43] 

Schofield 

2013 

3 months 1.75 0.9 55 1.57 0.87 53 0.18 [-

0.15, 0.51] 

SCNS 11.8 15.6 20 24.4 20.3 21 -12.60 [-

23.65, -

1.55] 

Young 2010 

6 months SCNS-

SF34 

N/A N/A N/A N/A N/A N/A N/E Thewes 

2009 

Financial 2 months NA-ALCP 1.76 1.1 55 1.78 1.09 53 -0.02 [-

0.43, 0.39] 

Schofield 

2013 

3 months 1.7 1.1 55 1.64 1.02 53 0.06 [-

0.34, 0.46] 

Symptoms 2 months 1.65 0.7 55 1.9 0.73 53 -0.25 [-

0.52, 0.02] 

3 months 1.67 0.8 55 1.86 0.73 53 -0.19 [-

0.48, 0.10] 

Social 2 months 1.49 0.7 55 1.43 0.66 53 0.06 [-

0.20, 0.32] 

3 months 1.54 0.7 55 1.38 0.73 53 0.16 [-

0.11, 0.43] 

Health system and 

information 

1 month SCNS 22.6 10.3 20 23.1 18 21 -0.50 [-

9.42, 8.42] 

Young 2010 

3 months 19.4 10 20 4.8 7.7 21 14.60 

[9.12, 
20.08] 
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6 months SCNS-

SF34 

N/A N/A N/A N/A N/A N/A N/E Thewes 

2009 

Patient care and support 1 month SCNS 18.5 7.4 20 14.4 14.9 21 4.10 [-

3.05, 

11.25] 

Young 2010 

3 months 10.8 9.5 20 1.8 6.1 21 9.00 [4.09, 

13.91] 

6 months SCNS-
SF34 

N/A N/A N/A N/A N/A N/A N/E Thewes 
2009 

Sexuality 1 month SCNS 7.9 11.9 20 8.8 22.9 21 -0.90 [-
12.00, 

10.20] 

Young 2010 

3 months 5.7 17.8 20 3.9 9.4 21 1.80 [-

6.98, 

10.58] 

6 months SCNS-

SF34 

N/A N/A N/A N/A N/A N/A N/E Thewes 

2009 

Patient 

satisfaction 

Needs addressed After clinical 

visit 

PDIS 4.4 0.4 27 4.2 0.7 26 0.20 [-

0.11, 0.51] 

Taenzer 

2000 

4th follow-up 

visit 

PSQ-C N/A N/A 104 N/A N/A 95 N/E Detmar 

2002 

N/A N/A 108 N/A N/A 110 N/E Hilarius 

2008 

Active involvement N/A N/A 104 N/A N/A 95 N/E Detmar 

2002 

N/A N/A 108 N/A N/A 110 N/E Hilarius 

2008 

Patient-physician 

interaction 

After clinical 

visit 

PDIS 4.5 0.4 27 4.5 0.5 26 0.00 [-

0.24, 0.24] 

Taenzer 

2000 

4th follow-up 

visit 

PSQ-C N/A N/A 104 N/A N/A 95 N/E Detmar 

2002 

N/A N/A 108 N/A N/A 110 N/E Hilarius 

2008 

Information received After clinical 

visit 

PDIS 4.4 0.5 27 4.5 0.6 26 -0.10 [-

0.40, 0.20] 

Taenzer 

2000 

MOSPVRQ 3.65 0.67 147 3.81 0.45 130 -0.16 [-

0.29, -

0.03] 

Kutner 1999 

4th follow-up 

visit 

PSQ-C N/A N/A 104 N/A N/A 95 N/E Detmar 

2002 

N/A N/A 108 N/A N/A 110 N/E Hilarius 
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2008 

Support received 4.3 0.72 104 4 0.89 95 0.30 [0.07, 

0.53] 

Detmar 

2002 

N/A N/A 108 N/A N/A 110 N/E Hilarius 

2008 

General satisfaction After clinical 

visit 

MOSPVRQ 3.63 0.68 149 3.76 0.52 133 -0.13 [-

0.27, 0.01] 

Kutner 1999 

3 months PSQ-III 

(gensat) 

23.2 3.7 60 24.6 4.2 60 -1.40 [-

2.82, 0.02] 

Rosenbloom 

2007 

23 4.1 60 24.6 4.2 60 -1.60 [-

3.09, -

0.11] 

6 months 22.4 4.2 51 24.4 4.1 52 -2.00 [-

3.60, -

0.40] 

23.1 4.2 51 24.4 4.1 52 -1.30 [-

2.90, 0.30] 

TPVCSQ 70.7 17.1 108 71.2 16.1 101 -0.50 [-

5.00, 4.00] 

Hollingworth 

2013 

Communication 

satisfaction 

After clinical 

visit 

MOSPVRQ 3.82 0.53 149 3.87 0.36 133 -0.05 [-

0.15, 0.05] 

Kutner 1999 

3 months PSQ-III 

(comsat) 

21.2 2.8 60 21.4 2.3 60 -0.20 [-

1.12, 0.72] 

Rosenbloom 

2007 

21.1 3 60 21.4 2.3 60 -0.30 [-
1.26, 0.66] 

6 months 21.2 2.8 51 20.8 3.2 52 0.40 [-
0.76, 1.56] 

21.2 3 51 20.8 3.2 52 0.40 [-
0.80, 1.60] 

Time spent with MD 

satisfaction 

After clinical 

visit 

MOSPVRQ 3.53 0.78 149 3.7 0.59 133 -0.17 [-

0.33, -

0.01] 

Kutner 1999 

Skills of the MD 

satisfaction 

3.78 0.54 149 3.85 0.40 133 -0.07 [-

0.18, 0.04] 

Abbreviations: CaSUN (Cancer Survivors’ Unmet Needs Measure);  DT (Distress thermometer); EORTC-QLQ-C30 (European Organisation for Research and Treatment of Cance-Quality of 

Life Questionnaire-Core 30); EQ-5D (EuroQol 5D); FACT-C (Functional Assessment of Cancer Therapy-Colorectal); FLIC (Functional Living Index-Cancer); GHQ-12 (General Health 

Questionnaire 12-tems version); HADS (Hospital Anxiety and Depression Scale); LES (Life Experiences Survey); LWMAT (Locke Wallace Marital Adjustment Scale);  MOSPVRQ (Medical 

Outcomes Study Patient Visit Rating Questionnaire); NA-ALCP (Needs Assessment for Advanced Lung Cancer Patients); POMS (Profile of Mood States); (PAIS-SR (Psychosocial 
Adjustment to Illness Scale – Self Reported); PDIS (Patient Doctor Interaction Scale); PSI (Psychiatric Symptom Index); PSQ-III (Patient Satisfaction Questionnaire III); PSQ-C (Patient 

Satisfaction Questionnaire C); SCNS (Supportive Care Needs Survey); SCNS-SF34 (Supportive Care Needs Survey-Short Form); SF-36 (36-Item Short Form Health Survey); TPVCSQ 

(Trent Patient Views of Cancer Services Questionnaire). 
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Table A7.8.2. Evidence Summary: continuous outcomes (change from baseline) 

Main 
outcome 

Sub-
outcome 

Time post 
intervention 

Scale 
used 

Intervention 
(screening) 

Control (usual care) MD [95%CI] Study 
ID 

 Mean SD N Mean  SD N 
HRQOL 

(cont) 

Global health 

status 

+/- 6 months EORTC-

QLQ-C30 

3.3 25.56 58 5.8 25.2 44 0.42 [-7.64, 8.48] Geerse 

2017 

EQ-5D -0.78 23.61 59 -1.2 17.91 47 -2.50 [-12.22, 7.22] 

Physical 

functioning 

4 months SF-36 18.24 20.12 48 21.14 22.31 51 -2.90 [-11.26, 5.46] Giesler 

2005 

+/- 6 months EORTC-

QLQ-C30 

-3.5 22.46 60 -1.2 21.21 50 -2.30 [-10.48, 5.88] Geerse 

2017 

7 months SF-36 17.43 23.5 41 17.47 24.64 44 -0.04 [-10.27, 10.19] Giesler 
2005 12 months 18.39 21.69 41 19.47 23.97 44 -1.08 [-10.79, 8.63] 

Role 

functioning 

+/- 6 months EORTC-

QLQ-C30 

6.9 37.18 60 0.7 33.6 49 6.20 [-7.10, 19.50] Geerse 

2017 

Role 

functioning 
(emotional) 

4 months SF-36 13.44 34.33 48 5.7 34.87 51 7.74 [-5.89, 21.37] Giesler 

2005 7 months 11.41 27.74 41 12.33 35.1 44 -0.92 [-14.32, 12.48] 

12 months 12.09 30.61 41 1.34 42.05 44 10.75 [-4.81, 26.31] 

Role 

functioning 

(physical) 

4 months 55.44 43.63 48 40.38 49.84 51 15.06 [-3.36, 33.48] 

7 months 50.33 51.87 41 33.61 54.24 44 16.72 [-5.84, 39.28] 

12 months 51.6 47.56 41 35.4 52.08 44 16.20 [-4.98, 37.38] 

Emotional 

functioning 

+/- 6 months EORTC-

QLQ-C30 

6.4 20.14 60 1.7 24.5 49 4.70 [-3.85, 13.25] Geerse 

2017 

Cognitive 

functioning 

+/- 6 months 2.5 20.14 60 2 23.1 49 0.50 [-7.73, 8.73] 

Social 

functioning 

4 months SF-36 18.84 30.06 48 15.95 24.35 51 2.89 [-7.93, 13.71] Giesler 

2005 

+/- 6 months EORTC-

QLQ-C30 

6.1 28.66 60 4.4 23.8 49 1.70 [-8.15, 11.55] Geerse 

2017 

7 months SF-36 15.07 36.02 41 14.99 25.65 44 0.08 [-13.30, 13.46] Giesler 

2005 12 months 18.51 27.56 41 12.45 30.33 44 6.06 [-6.25, 18.37] 

Pain 4 months 22.9 26.08 48 16.37 27.91 51 6.53 [-4.11, 17.17] 

7 months 23.96 34.75 41 16.32 27.63 44 7.64 [-5.77, 21.05] 

12 months 24.49 29.16 41 17.48 31.62 44 7.01 [-5.91, 19.93] 

Global QOL +/- 6 months EQ-5D -0.01 0.31 59 -

0.0004 

0.21 47 -0.01 [-0.11, 0.09] Geerse 

2017 
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Sexual function 4 months PC-QOL 14.63 21.29 48 5.23 20.16 51 9.40 [1.22, 17.58] Giesler 

2005 

 
7 months 21.9 22.72 41 12.6 26.33 44 9.30 [-1.14, 19.74] 

12 months 25.26 26.6 41 15.32 27.77 44 9.94 [-1.62, 21.50] 

Sexual 

limitation 

4 months 7.75 16.81 48 0.41 20.56 51 7.34 [-0.04, 14.72] 

7 months 10.68 15.93 41 3.8 15.05 44 6.88 [0.28, 13.48] 

12 months 12.35 17.28 41 3.11 19.61 44 9.24 [1.39, 17.09] 

Sexual bother 4 months -0.95 22.12 48 -3.55 24.23 51 2.60 [-6.53, 11.73] 

7 months 5.54 23.74 41 -0.2 19.67 44 5.74 [-3.57, 15.05] 

12 months 9.21 29.63 41 3.3 25.35 44 5.91 [-5.85, 17.67] 

Urinary function 4 months 13.68 16.89 48 19.51 17.56 51 -5.83 [-12.62, 0.96] 

7 months 18.86 19.71 41 22.35 19.32 44 -3.49 [-11.80, 4.82] 

12 months 19.55 23.57 41 23.09 22.34 44 -3.54 [-13.32, 6.24] 

Urinary 
limitation 

4 months 24.17 26.48 48 20.26 25.75 51 3.91 [-6.39, 14.21] 

7 months 23.05 23.26 41 17.58 24.17 44 5.47 [-4.61, 15.55] 

12 months 23.4 24.14 41 17.19 26.72 44 6.21 [-4.60, 17.02] 

Urinary bother 4 months 21.16 29.16 48 19.15 22.66 51 2.01 [-8.32, 12.34] 

7 months 27.55 21.91 41 20.51 21.72 44 7.04 [-2.24, 16.32] 

12 months 21.76 30.93 41 25.84 24.48 44 -4.08 [-15.99, 7.83] 

Bowel function 4 months 4.81 15.56 48 9.19 17.58 51 -4.38 [-10.91, 2.15] 

7 months 6.79 13.97 41 11.42 19.26 44 -4.63 [-11.75, 2.49] 

12 months 4.8 16.91 41 8.35 15.71 44 -3.55 [-10.50, 3.40] 

Bowel limitation 4 months 4 13.36 48 3.25 10.66 51 0.75 [-4.03, 5.53] 

7 months 6.01 11.62 41 5.04 13.88 44 0.97 [-4.46, 6.40] 

12 months 2.8 10.99 41 3.27 10.6 44 -0.47 [-5.07, 4.13] 

Bowel bother 4 months 15.84 27.81 48 7.21 24.15 51 8.63 [-1.66, 18.92] 

7 months 15.56 24.51 41 12.18 23.96 44 3.38 [-6.94, 13.70] 

12 months 14 23.67 41 10.22 25.49 44 3.78 [-6.67, 14.23] 

Cancer worry 4 months 12.64 23.52 48 6.34 17.65 51 6.30 [-1.93, 14.53] 

7 months 13.9 26.12 41 8.97 21.46 44 4.93 [-5.27, 15.13] 

12 months 14.15 25.12 41 3.07 17.68 44 11.08 [1.78, 20.38] 

Vitality 4 months SF-36 17.7 18.65 48 18.71 23.86 51 -1.01 [-9.42, 7.40] 

7 months 16.04 22.48 41 11.88 24.16 44 4.16 [-5.76, 14.08] 

12 months 17.02 22.37 41 13.53 21.33 44 3.49 [-5.82, 12.80] 

Mental health 4 months 0.45 14.19 48 1.98 13.74 51 -1.53 [-7.04, 3.98] 

7 months 4.56 12.6 41 2.34 13.48 44 2.22 [-3.32, 7.76] 

12 months 1.62 11.31 41 2.43 14.57 44 -0.81 [-6.33, 4.71] 

Health 

perception 

4 months 7.15 17.47 48 6.69 18.44 51 0.46 [-6.61, 7.53] 

7 months 7.88 16.88 41 7.08 18.76 44 0.80 [-6.78, 8.38] 

12 months 3.21 19.41 41 4.82 17.59 44 -1.61 [-9.50, 6.28] 

Health 4 months -0.4 1.13 48 -0.63 1 51 0.23 [-0.19, 0.65] 
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transition 7 months -0.76 1.3 41 -0.61 1.03 44 -0.15 [-0.65, 0.35] 

12 months -1.3 1.19 41 -1.35 1.28 44 0.05 [-0.48, 0.58] 

Distress  BreastCancer-

specific distress 

4 months Adaptation 

of breast-

cancer 

distress 

tool 

-2.16 4.4 196 -1.7 4.38 157 -0.46 [-1.38, 0.46] Livingston 

2010 12 months -2.74 3.46 194 -2.96 3.5 147 0.22 [-0.53, 0.97] 

Overall distress +/- 6 months HADS -2.1 7.68 59 -2.4 8.91 47 0.30 [-2.91, 3.51] Geerse 
2017 

Tension/Anxiety 4 months -2.33 3.05 196 -2.34 3.04 157 0.01 [-0.63, 0.65] Livingston 
2010 

+/- 6 months -1.3 3.87 60 -1.3 4.80 47 0.00 [-1.69, 1.69] Geerse 
2017 

12 months -2.91 3.74 194 -3.1 3.8 147 0.19 [-0.62, 1.00] Livingston 

2010 Depression/ 
dejection 

4 months -0.29 2.84 196 -0.18 2.85 157 -0.11 [-0.71, 0.49] 

+/- 6 months -0.6 4.61 59 -0.9 4.9 49 0.30 [-1.51, 2.11] Geerse 
2017 

12 months -0.92 2.47 194 -0.76 2.45 147 -0.16 [-0.69, 0.37] Livingston 
2010 

Psychosocial 

well-being 

Dyadic 

cohesion 

4 months DAS -0.35 4.29 48 -0.27 3.42 51 -0.08 [-1.61, 1.45] Giesler 

2005 7 months -0.75 4.52 41 0.07 4.12 44 -0.82 [-2.66, 1.02] 

12 months -0.41 3.62 41 -0.12 4.26 44 -0.29 [-1.97, 1.39] 

Dyadic 

satisfaction 

4 months -0.45 2.72 48 0.51 4.13 51 -0.96 [-2.33, 0.41] 

7 months -0.55 3.75 41 0.36 3.72 44 -0.91 [-2.50, 0.68] 

12 months -0.36 3.54 41 1.01 3.87 44 -1.37 [-2.95, 0.21] 

Depression 2,5 months CES-D N/A N/A 97 N/A N/A 94 N/E Given 

2004 

4 months -2.16 6.86 48 -1.89 7.08 51 -0.27 [-3.02, 2.48] Giesler 

2005 

5 months N/A N/A 80 N/A N/A 87 N/E Given 

2004 

7 months -2.99 4.69 41 -0.69 7.57 44 -2.30 [-4.96, 0.36] Giesler 

2005 12 months -3 5.58 41 -1.51 6.76 44 -1.49 [-4.12, 1.14] 

Patient 

satisfaction 

Total 

satisfaction 

+/- 6 months PSQ-III -0.3 12.61 55 3.4 11.65 47 -3.70 [-8.41, 1.01] Geerse 

2017 

Overall 

satisfaction 

+/- 6 months -1.4 22.99 55 4.6 18.01 48 -6.00 [-13.93, 1.93] 

Accessibility +/- 6 months 1.2 13.96 54 5.4 13.71 47 -4.20 [-9.61, 1.21] 

Interpersonal 

manner 

+/- 6 months -1.2 14.97 56 3.1 14.55 48 -4.30 [-9.98, 1.38] 

Technical +/- 6 months -0.9 17.06 55 1.2 13.71 47 -2.10 [-8.07, 3.87] 
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quality 

Abbreviations: CES-D (Center for Epidemiological Studies Depression Scale);DAS (Dyadic Adjustment Scale); EORTC-QLQ-C30 (European Organisation for Research and Treatment of Cancer-

Quality of Life Questionnaire-Core 30); EQ-5D (EuroQol 5D); FACT-C (Functional Assessment of Cancer Therapy-Colorectal); FLIC (Functional Living Index-Cancer); HADS (Hospital Anxiety 
and Depression Scale); PC-QOL (Prostate Cancer-Related Quality of Life Scales); PSQ-III (Patient Satisfaction Questionnaire 3rd update); SF-36 (36-Item Short Form Health Survey). 

 

Table A7.8.3. Evidence Summary: binary outcomes 

Main 
outcome 

Sub-
outcome 

Time post 
intervention 

Scale 
used 

Intervention 
(screening) 

Control  
(usual care) 

RR [95%CI] Study ID 

Events Total Events Total 
Distress 

(proportion 

yes) 

Anxiety 2 months HADS 9 103 18 192 0.93 [0.43;2] Waller 2012 

3 months 57 268 64 300 1 [0.73;1.37] Braeken 2013 

4 months 11 85 18 192 1.38 [0.68;2.79] Waller 2012 

6 months 5 67 18 192 0.8 [0.31;2.06] 

12 months 42 268 61 300 0.77 [0.54;1.1] Braeken 2013 

DIS/DSM 0 123 0 127 N/E Maunsell 1996 

Depression 2 months HADS 10 103 26 192 0.72 [0.36;1.43] Waller 2012 

3 months 17 268 23 300 0.83 [0.45;1.51] Braeken 2013 

4 months 9 85 26 192 0.78 [0.38;1.6] Waller 2012 

6 months 9 67 26 192 0.99 [0.49;2.01] 

12 months 46 268 46 300 1.12 [0.77;1.63] Braeken 2013 

DIS/DSM 22 123 15 127 1.51 [0.82;2.78] Maunsell 1996 

Psychological 

distress 

3 months GHQ-12 103 268 117 300 0.99 [0.8;1.21] Braeken 2013 

12 months 65 268 74 300 0.98 [0.74;1.31] 

Psychosocial 

wellbeing 

Physical health 

(rated good or 

excellent) 

12 months LES 98 123 101 127 1 [0.88;1.14] Maunsell 1996 

Physical health 

(do not worry 

moderately or a 
lot) 

87 123 85 127 1.06 [0.89;1.25] 

Physical health 
(no arm 

problems) 

3 months 27 122 31 126 0.9 [0.57;1.41] 

12 months 49 122 63 126 0.8 [0.61;1.06] 

Role functioning 

(working at 

interview) 

3 months 11 55 7 56 1.6 [0.67;3.82] 

12 months 41 55 43 56 0.97 [0.79;1.2] 

Marital relation 

(still with 

3 months LWMAT 76 78 82 83 0.99 [0.94;1.03] 

12 months 74 78 78 83 1.01 [0.94;1.09] 



Chapter 7. APPENDICES 

 

317 
 

spouse) 

Marital relation 

(marriage not 

rated as 

unhappy) 

3 months 69 78 71 83 1.03 [0.92;1.17] 

12 months 70 78 75 83 0.99 [0.9;1.1] 

Marital relation 

(had sexual 
relationship with 

spouse) 

3 months 59 78 61 83 1.03 [0.86;1.23] 

12 months 55 78 55 83 1.06 [0.86;1.31] 

Supportive 

care needs 

(proportion 

yes) 

Physical 

symptom and 

daily living 

2 months SCNS 47 103 98 192 0.89 [0.69;1.15] Waller 2012 

4 months 40 85 98 192 0.92 [0.71;1.2] 

6 months 33 67 98 192 0.96 [0.73;1.28] 

Psychological 2 months 39 103 74 192 0.98 [0.72;1.33] 

4 months 30 85 74 192 0.92 [0.65;1.28] 

6 months 22 67 74 192 0.85 [0.58;1.25] 

Health system 

and information 

2 months 19 103 54 192 0.66 [0.41;1.1] 

4 months 16 85 54 192 0.67 [0.41;1.1] 

6 months 11 67 54 192 0.58 [0.32;1.05] 

Patient care and 

support 

2 months 13 103 26 192 0.93 [0.50, 1.73] 

4 months 9 85 26 192 0.78 [0.38, 1.60] 

6 months 3 67 26 192 0.33 [0.10, 1.06] 

Sexuality 2 months 9 103 12 192 1.40 [0.61, 3.21] 

4 months 6 85 12 192 1.13 [0.44, 2.91] 

6 months  4 67 12 192 0.96 [0.32, 2.86] 

Spirituality 2 months NA-ACP 9 103 17 192 0.99 [0.46, 2.13] 

4 months 7 85 17 192 0.93 [0.40, 2.16] 

6 months 6 67 17 192 1.01 [0.42, 2.46] 

Patient 

satisfaction 

(proportion 

yes) 

Doctor-patient 

relationship 

6 months DanPEP 

(top-

evaluation) 

N/A N/A N/A N/A N/E Bergholdt 

2013 

Medical care N/A N/A N/A N/A N/E 

Information and 
support 

N/A N/A N/A N/A N/E 

Organization of 

care 

N/A N/A N/A N/A N/E 

GP’s 

accessibility 

N/A N/A N/A N/A N/E 

Patient 

satisfaction with 

GP’s 

contribution to 

the 

14 months Ad-hoc 

question 

109 159 105 159 1.04 [0.89, 1.21] 
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rehabilitation 

course 
 

Abbreviations: DIS/DSM (Diagnostic Interview Schedule according to Diagnostic and Statistical Manual criteria); GHQ-12 (General Health Questionnaire 12-tems version); HADS (Hospital 
Anxiety and Depression Scale);  LES (Life Experiences Survey); LWMAT (Locke-Wallace martial adjustment test); NA-ACP (Needs Assessment for Advanced Cancer patients); SCNS 

(Supportive Care Needs Survey); N/A: Not available; N/E: Not estimable 
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ABSTRACT  

BACKGROUND  Systematic assessment of QOL and care needs with the 

Cancer Rehabilitation Evaluation System-Short Form (CARES-SF) was applied in 

two gastroenterology departments to support ‘Cancer Care for the Whole 

Patient’. 

METHODS  Patients with digestive cancer were asked to complete the 

CARES-SF at the start of treatment and three months later. Each time CARES 

data were processed, and summary reports were sent to the reference nurse for 

use in further follow-up.  Patients’  and reference nurses’ experiences with the 

systematic CARES-assessment were explored.   

RESULTS  Fifty one patients participated. The mean age in the sample was 

63 years(SD11.17), 52.9% was male. With the CARES-SF a large variety of 

problems and care needs was detected. The subgroup of problems most 

frequently experienced, and most burdensome for QOL are a mix of physical 

complaints, side effects from treatment, practical, relational, and psychosocial 

difficulties. Only for a limited number of experienced problems a desire for extra 

help was expressed. All patients positively evaluate the timing and frequency of 

the CARES-assessment. The majority believes that this assessment could 

contribute to the discussion of problems and needs with healthcare 

professionals, to get more tailored care. The reference nurses experienced the 

use of the CARES-assessment as an opportunity to systematically explore 

patients’ well-being in a comprehensive way, leading to detection and discussion 

of specific problems or needs in greater depth, and more efficient involvement of 

different disciplines in care. 

CONCLUSION  Both patients and reference nurses had positive experiences 

with the systematic CARES-assessment. The tool provided a broad insight on the 

well-being and care needs of patients, and facilitated the communication 

between patients and healthcare professionals.  

 

KEYWORDS:  digestive cancer, systematic assessment quality of life, care 

needs, CARES  
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INTRODUCTION  

Colorectal cancer is the third most common cancer worldwide. Other types of 

cancer that affect the digestive system are cancers of the esophagus, stomach, 

liver, gallbladder and pancreas. Worldwide 4.065.000 new cases of digestive 

cancer were diagnosed in 2012, accounting for 29% of all cancers [1]. 

Depending on the type of cancer, the prognosis and other health factors 

digestive cancers are mostly treated with surgery, chemotherapy or radiation, or 

a combination of these. Due to the disease and these related treatments cancer 

patients can suffer from physical, psychosocial and practical problems. There is 

a large interpersonal variability in the resulting supportive care needs [15, 130, 

153]. When confronted with digestive cancer, patients often face specific 

challenges such as frequent constipation or diarrhea, weight loss, loss of 

appetite, stoma care, incontinence, changed body image, problems in sexual 

and social functioning [258, 259]. 

In the pursuit for high quality care, it is important that the care offered 

adequately matches with the problems and care needs that patients experience. 

In this context, the Institute Of Medicine (IOM) recommended routine 

assessment of  experiences, needs, preferences and values in all cancer patients 

[33]. Use of a patient reported outcome measure (PROM) could support 

standardization of this routine assessment, and so several studies reviewed the 

available needs assessment instruments, their characteristics, and psychometric 

qualities [46, 134, 135]. The Cancer Rehabilitation Evaluation System (CARES) 

was described as a psychometric robust and feasible instrument for the 

measurement of quality of life (QOL) and care needs. The instrument was 

developed in the early ’90 [80, 85, 138], and subsequently used in clinical 

practice and in several studies [142, 260, 261, 262, 263, 264, 265].  

This article describes an explorative pilot study in which systematic assessment 

of  QOL and care needs with the CARES is applied in the follow-up of patients 

with digestive cancer. The objectives are to explore: 1) the value of the insights 

that can be obtained with the routine application of this tool in clinical practice; 

2) the management of detected problems and care needs; 3) the feasibility of 

the systematic QOL and needs assessment intervention for patients and 

professionals.  
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MATERIAL AND METHODS 

Participants and setting 

For this study participants were recruited from October 2016 until April 2017 in 

the gastroenterology departments of two general hospitals. Two reference 

nurses (clinical nurse specialist in one hospital, head nurse of the department in 

the other) actively worked with the researcher to recruit participants, and 

received the needs assessment output for use in patient follow-up. 

Patients were eligible if they (1) were diagnosed with digestive cancer, (2) 

started treatment in the gastroenterology department (no former experience 

with follow-up in this department), (3) were aged 18 years or older, and (4) 

provided written informed consent. Exclusion criteria were: a lack of proficiency 

in Dutch, cognitive or other impairment that hinders the person from completing 

questionnaires. 

 

Instruments 

QOL and needs assessment instrument 

The CARES-Short Form (CARES-SF) was used in this study for the systematic 

assessment of QOL and care needs. This is a PROM with good psychometric 

qualities, that was developed with great involvement of patients and 

professionals from the clinical field [80, 85, 138]. The instrument was translated 

and validated for the Dutch speaking population [77, 125, 144, 158]. With 

addition of two items, requested for by participants in the validation study, the 

CARES-SF used in this study counts 61 items (min of 34, and maximum of 59 

applicable per person). For each statement patients are asked to answer the 

question “How much does this apply to you?” on a 5-point ordinal scale with 

following answer-options: “not at all” (no problem); “a little”, “a fair amount”, 

“much”; “very much” (severe problem).  Additionally, for any problem 

experienced patients are asked to answer the question "Do you want help?' by 

ticking “yes” or “no”. The tool has an average completion time of 10 minutes. 

Based on all items a CARES-SF-total score and 6 domain scores (physical, 

medical interaction, psychosocial, relational, sexual, miscellaneous) can be 

computed. 
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Assessment output report 

This CARES-report is a short summary of the insights obtained from the 

patients’ CARES-SF completion. The CARES-SF-total score is given as an 

indication for patients’ QOL disruption, followed by a visual overview of the 

average severity of problems in the 6 domains, a list of  the problems that are 

indicated as applicable in ‘a fair amount’ to ‘very much’, and a list of the 

indicated care needs. For the visual overview in subsequent reports, the data of 

previous assessments is maintained to display the evolution. 

 

Study survey and semi-structured interviews 

To explore patients’ experiences with the systematic CARES-assessment 

intervention, a short survey was constructed with multiple choice questions on 

completion time, frequency and timing of the assessment intervention, and 

value of the CARES for the discussion of problems with healthcare professionals. 

Six months after the start of the study, semi-structured interviews were 

conducted with both reference nurses to explore their experiences with the 

implementation of the CARES in their daily work. One semi-structured interview 

was conducted face-to-face, the second by phone, following several key 

questions (for the interview guide see Appendix 8.1). These interviews took 

approximately 30 minutes. 

 

Procedure 

Participants were recruited by the reference nurses at the start of their 

treatment (T0). After informed consent they received a paper version of the 

CARES-SF, and asked if they preferred to complete following assessments on 

paper or digitally. This choice, patients’ diagnosis and treatment regimen were 

registered. Patients were asked to return their filled out questionnaire on socio-

demographic characteristics and the CARES-SF with the stamped and addressed 

envelope provided. The researcher processed the CARES data, set up the output 

report, and sent it coded to the reference nurse for use in patient follow-up. We 

choose not to work with reminders when patients did not return the completed 

CARES-SF, as this would probably not be feasible in the eventual 

implementation of systematic needs assessment in clinical practice in the future. 

At three months post start of treatment (T1) a second CARES-SF was sent to 
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participants, by post or with a Qualtrics survey-link by e-mail, according to the 

preference for paper or digital version. Again, returned questionnaires were 

processed and an output report was sent to the reference nurse. The full 

procedure is visualized in Figure 1. Only the first two CARES assessments are in 

the scope of this article. 

 

 

 

Figure 1. Procedure systematic CARES-assessment 

 

 

Ethical considerations and study registration 

Participant data was treated confidentially. Participant codes were used on 

CARES-SF forms, in data collection and for all correspondence. Only the 

researcher and reference nurse had access to the file that linked the patients’ 

name with their participant code.  

The study procedure and all study materials were submitted to the ethical 

committees of both hospitals (Committee Medical Ethics AZ Delta and Ethical 

Review Commission Jessa Hospital) and the university (Medical Ethical 
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Committee Hasselt University). Ethical approval was given by the leading ethical 

committee (Committee Medical Ethics AZ Delta) on 14th of March 2016 

(B117201627823). The leading ethical committee also reviewed and approved 

amendments. This pilot study was registered with ClinicalTrialsGov. (ID. 

NCT02282696). 

 

Data analysis 

The Statistical Package for Social Sciences (SPSS;Chicago, IL) version 22.0 was 

used for calculation of CARES scores and further data analysis. Simple 

descriptive statistics were used to analyze all data. 

 

 

RESULTS 

Participants 

Patients 

Sixty seven patients consented to participate in this study. Eight of them were 

lost due to death (n=6) or worsened health condition (n=2) before they 

returned any questionnaire. With 51 participants of the remaining 59 actually 

returning one or both completed CARES forms, the response rate was 86.4%. 

The mean age in the study sample was 63years (SD11.17), and for 82.4% the 

digestive cancer was the first cancer diagnosis they were treated for. Further 

socio-demographic and medical characteristics are displayed in Table 1.  

 

Professionals 

The reference nurse in AZ Delta was a female clinical nurse specialist, working 

as the central contact person for the follow-up of cancer patients in the 

gastroenterology department. She had 21 years of job experience, of which 18 

years in oncology. The reference nurse in the other site of this pilot study was 

the male head nurse of the oncology outpatient clinic in the gastroenterology 

department in the Jessa Hospital. He had 28.5 years of job experience, all in the 

field of oncology. 
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Table 1. Socio-demographic and medical characteristics patients (N=51). 

Socio-demographic characteristics n % Medical 
characteristics 

n % 

Sex 
  

Type of cancer c 
  

Men 27 52.9 Colorectal 31 60.8 
Woman 24 47.1 Pancreas 7 13.9 

Relational status   Esophagus 1 2.0 
Single 7 13.7 Stomach 3 5.9 
Partner, married or living together 39 76.5 Liver, gallbladder  7 13.9 
Partner, not married or living 
together 

2 3.9    

Widowed 3 5.9    
Having children 46 90.2 Type of treatment c   
Graduation level a   Surgery 2 3.9 
Elementary school 7 13.7 Surgery + Palliative CT 1 2.0 
High school 27 52.9 CT + RT 5 9.8 
Graduate school 9 17.6 Adjuvant CT 18 35.3 

University 4 7.8 Neoadjuvant CT 5 9.8 
Job occupation b   Palliative CT 18 35.3 
Employed 5 9.8    
Work interruption/on sick leave 6 11.8    
Unemployed 1 2.0    
Disabled 2 3.9 Intention of treatment a   
Housewife/houseman 2 3.9 Curative 29 56.9 
Retired 34 66.7 Palliative 18 35.3 

Abbreviations: CT (chemo therapy); n (number of participants); RT (radio therapy). 
a percentages do not count up to 100%, due to missing data of 4 participants. 
b percentages do not count up to 100%, due to missing data of 1 participant. 
c percentages do not count up to 100%, due to missing data of 2 participants. 
 

 

Quality Of Life 

In this study sample all participants experienced problems to a greater or a 

lesser extent, at the start of treatment, as well as three months after start of 

treatment. For both time points, the frequency and severity rating of all 61 

problems stated in the CARES-SF are presented in Appendix 8.2. The average 

and total number of problems that are experienced by patients in the several life 

domains are presented in Table 2.  
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Table 2. Severity scores for problems and impact on QOL in the CARES domains. 

 
 

Number of problems Severity of problemsa Impact on QOLa,b 

 At T0 At T1 At T0 At T1 At T0 At T1 

CARES 
domains 

M Range M Range M SD M SD M SD M SD 

Physical 5 0-10 5 1-10 1.55 0.57 1.66 0.56 0.89 0.68 1.00 0.76 

Medical 
Interaction 

1 0-4 1 0-4 1.21 0.42 1.23 0.42 0.24 0.38 0.20 0.40 

Psychosocial 8 1-18 7 0-15 1.45 0.53 1.53 0.58 0.76 0.64 0.75 0.61 

Marital 1 0-5 2 0-6 1.50 0.71 1.55 0.57 0.44 0.46 0.58 0.65 

Sexual 1 0-3 1 0-3 2.12 0.98 1.87 0.83 0.93 1.08 1.00 1.09 

Miscellaneous 3 0-10 3 0-10 1.44 0.58 1.70 0.80 0.40 0.38 0.51 0.48 

CARES-SF 
Total 

19 2-37 19 1-41 1.45 0.46 1.51 0.49 0.61 0.43 0.67 0.43 

Abbreviations: M (mean),  SD (standard deviation), T0 (at start of treatment); T1 (3 months after start of treatment). 
a QOL-score range of each CARES-SF item from  0 - 4: 0= “not at all” (no problem); 1= “a little”, 2= “a fair amount”, 3= 

“much”; 4= “very much”, on the question “How much does this apply to you?”.  
b This score is weight on the number of items applicable for a person. 

 

 

At the start of treatment the mean severity of problems was highest in the 

domain of sexual functioning, followed by physical, marital and psychosocial 

functioning, miscellaneous aspects, and medical interaction (Table 2). At T1 this 

sequence was relatively sexual functioning, miscellaneous aspects, physical, 

marital and psychosocial functioning, and medical interaction (Table 2). 

The relative impact of the cancer experience on QOL at T0 was highest for 

sexual, physical and psychosocial functioning, followed by marital functioning, 

miscellaneous aspects, and medical interaction (Table 2). Three months after 

start of treatment the impact was highest in the domains of physical and sexual 

functioning, followed by psychosocial, and marital functioning, miscellaneous 

aspects, and medical interaction.  

The problems most frequently experienced by patients (by more than half of the 

sample) at both time points are displayed in Table 3, as well as the problems 

that have the highest impact on patients’ QOL. 

 

Care needs 

The percentage of participants indicating to be in need for additional support or 

assistance was limited with 34.8 % and 25.6% at T0 and T1, respectively. At the 

start of treatment there were 40 type of problems for which participants desire 

help, three months after start of treatment 36 types of problems (Appendix 8.2).  
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The number of problems for which patients desire help at the start of treatment 

ranges from 0-7, 0-2, 0-7, 0-2, 0-2, and 0-3, for the physical, medical 

interaction, psychosocial, marital, sexual and miscellaneous domain, 

respectively. This is similar at T1. The problems for which additional care or 

support is desired the most at both time points are presented in Table 3.  
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Feasibility and Acceptability intervention 

Questionnaire return 

Of the 51 participants returning their questionnaire, 46 (90.2%) completed the 

first CARES-SF at start of treatment, 43 (84.3%) completed the second CARES-

SF three months later. Reasons for non-return mentioned to the nurse were lack 

of time, not feeling into completing a questionnaire, or forgetting. For example 

because of these reasons, there were five patients who did not complete the 

CARES-SF at the start of the treatment, but did so three months later. 

 

Patients’ experience (quantitative data) 

All participants that completed the questionnaire at the start of treatment 

judged the completion time of the CARES-SF to be acceptable. At the start of 

treatment 42 participants (91.3%) indicated that repeated assessment with the 

CARES-SF could contribute to the discussion of problems and needs with 

healthcare professionals, to get support that was more tailored to their 

individual needs. One person (2.2%) indicated ‘no’ for this question. After the 

CARES-SF completion at three months, participants were asked to evaluate the 

frequency and timing of the CARES-assessments. Almost 91 percent indicated 

that this was good and had no suggestions for other frequency or timing. After 

this second CARES-assessment 65.1% of the participants indicated that the use 

of the CARES-assessment in follow-up could contribute to problems and needs 

discussions with healthcare professionals. Eight participants (18.6%) thought 

this was not the case. 

 

Professionals’ experience (qualitative data) 

Both reference nurses used the CARES-results on needs as action points in care. 

The QOL information was used in follow-up for the discussion of patients well-

being and their way of coping with disease and treatment. In AZ Delta the 

CARES-report was scanned and placed in the electronic patient file, in Jessa 

Hospital the reference nurse included information on detected problems and 

needs in his discipline specific section of the electronic patient record.  

The CARES-SF was experienced by the references nurses as a tool that provides 

support in patient-communication and follow-up of patients’ overall well-being, 

including medical and psychosocial. On the one hand, the CARES-information 
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confirmed their clinical insights, on the other hand in several cases it added 

extra insights. 

“The information is rich…. One of the great strengths of the CARES is that the CARES 
questionnaire gives a reflection of how people are doing, and that you can use it as a 
starting point for communication.” (Reference Nurse 1). 

“Putting patients on the IV line is one thing…but everything going beyond that…the  
questionnaire is perfect for that… the experience, the side effects, and what makes the 
patient feel comfortable. And the CARES gives you input to address all of these 
aspects.” (Reference Nurse 2).  

 

The semi-structured interviews with the two reference nurses revealed that use 

of the CARES can support the completeness, efficiency and customization of 

follow-up. Besides, it could contribute to the relationship of trust that a care 

professional has with the patient. 

“I think, if you have to get all of that information that you collect with the CARES, you 
would need a conversation of three or four hours…and we don’t have that time.” 
(Reference Nurse 1).  

“I think you can navigate care actions a lot better. Plus, I also think that it is a great 
advantage for the patient, or your trust relationship with that patient,  that the  patient 
experiences ‘he understands me’, “he is aware of the problems I have to face” 
(Reference Nurse 2). 

“Your conversations are going to have a larger variety in topics, because there are 
actually many different classes of questions answered. (Sums up a series of  CARES 
topics) A huge divergence of opportunities for discussion topics is addressed.” 
(Reference Nurse 1). 

“You can work a lot more proactively ... so that's the benefit.” (Reference Nurse 2). 

 

During the interview, the reference nurse of the Jessa Hospital stated ‘We also 

should have a questionnaire like that for the patients’ partners’. In AZ Delta the 

reference nurse already asked for such a version during the study period, and 

used a partner-version of the CARES (not part of the scope in this study, but 

developed and added on her request), and experienced this as valuable. 

Problems that remained unnamed before between partners, were now exposed.  

In response to this the concern not to strain each other, and the problem could 

be discussed, sometimes resulting in a relief of relational tension.  

According to the reference nurses healthcare professionals can be involved in a 

more efficient and focused way, better prepared with self-reported problems and 

needs that are important to  patients. Outcomes of the CARES-assessment were 

discussed with several disciplines.  
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“I have already called a general practitioner with issues from the CARES questionnaire, 
a treating physician, because there were some questions or patients who indicated “I 
want more information, but I do not get that “. Social services, especially for problems 
of finance, insurance, practical help at home ... a dietician for nutritional and weight 
problems.” (Reference Nurse 1). 

 

A physician of the gastroenterology department not actively involved in the 

study spontaneously sent an email with the message ‘A lot of our patients 

complete the CARES, often we get valuable insights from this’. A psychologist 

asked if there was a cut-off value for the CARES to determine whether further 

care was required. 

In reference nurses’ experience, most patients were willing to complete the 

CARES. What struck them was that many problems were indicated in the CARES, 

but that few patients pointed out that they were in need for help. However, in 

conversations about these issues, help questions did emerged sometimes. 

According to both reference nurses the use of the CARES could contribute to a 

patient-centered approach in care. 

“The patient will complete the questions from his perspective…and then care will be 
targeted more to individual needs”  (Reference Nurse 2). 

“The patient has his responsibility there too ... he completes those questions, but in the 
end it provides him with more tailored support.” (Reference Nurse 2). 

“You’re going to do something with that (insights from the CARES) in collaboration with 
them…in the end it’s all about them.” (Reference Nurse 1). 

“If they refuge things or don’t want it, well…it’s their way” (Reference Nurse 1).  

 

After recruitment fort his pilot study the reference nurse in AZ Delta kept on 

using the CARES-SF in the follow-up of patients, and encouraged colleagues and 

managers to use the instrument for the wider group of cancer patients in the 

hospital.  

The other reference nurse is also positive about a future implementation of the 

instrument in practice. And this not only for the benefit of the individual patient, 

but also because of the value of big data that could be collected in case of larger 

scale implementation. 

“50% of our care for the patient is treatment, and the other 50% is the attention for 
the thing we’re talking about… patients’ quality of life… and that is important! I’m not 
sure if all doctors are aware of that. Ours are, because they gave me the chance to do 
this PAN-function and take time for the people, but…other doctors… And with an 
instrument like this you can indicate what kind of problems and needs patients 
experience. This is also important for the organization of the healthcare system.” 
(Reference Nurse 2). 
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DISCUSSION  

With the CARES-SF a comprehensive overview of each patients’ overall well-

being was obtained in the study sample. The problems most common in the 

sample, and most stressing to patients’ QOL consist of a mix of disease 

symptoms or treatment side effects, physical, practical, relational, and 

psychosocial problems. As in other studies, only a small group of patients 

experiencing problems also expressed related care needs (34.8% at T0; 25.6% 

at T1), or is willing to accept a referral [266, 267]. This can be explained by the 

fact that patients want to cope with the problems and distress on their own, 

they do not experience their levels of distress as high enough, or they have 

sufficient social support in their personal context to deal with the situation  

[268]. This emphasizes that the QOL insights require attention in follow-up, but 

not necessarily ask for action. However, the indicated care needs do. As in other 

studies [269], some patients who initially did not experience considerable 

problems or care needs did report significant problems or care needs in the 

CARES assessment at three months after start of treatment. This emphasizes 

the value of repeated needs assessment, to enable us to timely identify and 

address patients QOL issues.  

All participants were positive on the frequency and timing of the CARES-

assessment, and the majority indicated that this could have an additional value 

in the patient-professional communication and receiving tailored care. That 

some of the patients do not share this opinion may be in person's personal 

coping, physical and social surroundings. As well, communication needs and 

preferences can change along the care trajectory[270]. 

The reference nurses experienced the CARES data as a  valuable starting point 

to discuss patients well-being, and in detecting potential problems and care 

needs [271]. It stimulates patients to reflect on potential problems and their 

impact, and supports them in determining for which they desire further 

discussion or support [272]. The obtained insights provided the nurses guidance 

in conversations on patients’ well-being, enabled them to ‘come to the point’ in 

less time and to involve other disciplines more effectively in care [273]. 

However, they emphasized that the tool should be used for its’ supportive value 

and not to replace clinical contacts. 
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In addition to these findings, several critical reflections on this study should be 

mentioned. Firstly, in comparison with other intervention studies, our sample 

size was rather small. However, this study was set up with an explorative 

purpose to study the acceptability and feasibility from patients’ and 

professionals’ perspective. In subsequent studies more participants will be 

recruited. As well, outcome measures will be used to study the concrete 

effectiveness of the intervention. Secondly, as we worked with two reference 

nurses that were willing to collaborate for this explorative pilot study, there 

might have been a bias in their judgements. In studies following on this 

explorative pilot, more hospitals and departments should be involved in a 

broader evaluation, with inclusion of additional objective outcomes. Also, it 

would be interesting to evaluate the clinical use of CARES compared to the 

European Organization for Research and Treatment of Cancer (EORTC) QOL-

schemes frequently used in clinical trials. Thirdly, at the point of data processing 

we had some doubts about the question on patients’ experience with the 

potential value of the CARES-assessment for the discussion of problems, and for 

receiving tailored care. This question was accompanied by the answer options: 

‘yes’ and ‘no’. Perhaps it would have been better to use a rating scale, as this 

would have allowed more nuance in patients’ responses. 

In conclusion, it is still challenging to implement a systematic assessment with 

the CARES in daily cancer care. Healthcare professionals have to get acquainted 

in introducing the CARES in the most appropriate way, and to work with the 

obtained insights, in good collaboration with other team members. Mutual 

agreements must be made regarding data processing, inclusion of the obtained 

insights in the patient file, and the actions that have to be taken (and by whom)  

when certain problems or needs are detected. Also for patients it requires an 

effort in terms of time investment to complete the CARES. However, both 

patients and reference nurses positively evaluated the CARES-assessment. The 

tool supports patients in providing valuable information on their well-being and 

care needs, and stimulates the comprehensiveness in professionals’ follow-up. 

The obtained insights can be used in clinical conversations, and to efficiently 

take action in care, in line with patients’ preferences and needs.  
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Appendix 8.1. 

 

Interview guide semi-structured interview with reference nurses 
 
 

1. Do you notice any influence from the use of the systematic CARES 
assessment on the detection of problems or issues in patients? In case 
you do, what kind of influence?     

 
2. Do you notice any influence from the use of the systematic CARES 

assessment on your follow-up of patients? In case you do, what kind of 

influence?        
   

 

3. Do you notice any influence from the use of the systematic CARES 
assessment on the referral of patients? In case you do, what kind of 
influence? 

 

4. With which colleagues (disciplines) did you share information from the 
CARES-reports? How do they react on your use of the CARES?   

 
5. What do you concretely do with the CARES reports after you receive 

them?      
 

6. How do patients react on the use of the systematic CARES assessment? 

  
 

7. What is your general experience with the use of these systematic 
assessment of QOL and care needs in the follow-up of patients?   
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Appendix 8.2. 

Table A8.2.1. Number of participants with problem rating and desire for help at 
start of treatment (T0).  

 
Patients’ problem rating and desire for help 

(N=46)a 
CARES-SF items 0 1 2 3 4 Meanb Nob Yesb 

1.Diff. bend or lift 24 15 6 0 1 1.41 34 2 
4.Reduction in energy 7 17 13 7 2 1.85 33 4 
6.Diff. household chores 20 16 6 3 1 1.58 30 8 
7.Diff. bathe. brush. groom 36 9 1 0 0 1.10 35 0 
12.Diff. planning active. 14 20 9 1 2 1.53 36 2 
13.Cannot gain weight 25 7 5 5 3 2.20 31 4 
85.Gain too much weight 39 5 0 0 0 1.00 29 1 
15.Food unappealing 27 8 5 4 1 1.89 29 3 
87.Fequent diarrhea 21 15 3 3 3 1.75 29 3 
88.Poor bladder control 35 9 2 0 0 1.18 31 1 
19.Cancer interferes work 13 11 11 4 3 1.97 28 3 
20.Frequently has pain 19 17 8 2 0 1.44 30 3 
25.Clothes not fit 30 8 6 1 1 1.69 32 1 
28.Doctors don’t explain what do 41 4 1 0 0 1.20 32 1 
30.Diff. ask doctors questions 38 5 3 0 0 1.38 31 1 
34.Diff. understand doctors’ 

explanation 

34 9 2 0 0 1.18 32 1 

36.Wants more control over doctor 35 10 0 0 1 1.27 31 1 
40.Uncomfor. with body changes 15 17 8 4 1 1.63 31 3 
41.Frequently anxious 24 13 7 1 1 1.55 30 2 
41b. Frequently lonely 36 5 4 1 1 1.82 32 1 
46.Diff. sleep 18 14 8 4 1 1.70 30 4 
47.Diff. concentrating 21 15 5 1 2 1.57 29 3 
54.Diff. ask frnd/rel. help 21 13 9 1 2 1.68 31 1 
55.Diff. tell frnd/rel. about cancer 31 9 3 2 1 1.67 32 0 
57.Frnd/rel. say look well when not 29 11 4 1 1 1.53 321 0 
60.Frnd/rel. do not visit enough 38 6 2 0 0 1.25 32 0 
63.Frnd/rel. diff. talk about cancer 30 11 5 0 0 1.31 33 0 
63b. Worry how loved ones are 

coping 

16 14 12 3 1 1.70 31 4 

66.Nervous wait to see doctor 17 22 4 1 2 1.41 32 1 
69.Nervous get blood drawn 35 9 1 1 0 1.27 32 0 
71.Worry whether cancer progress 3 19 11 6 7 2.02 29 5 
72.Worry not able to care for self 21 15 5 2 3 1.72 32 2 
74.Doesn’t feel sex. attractive 27 6 5 2 3 2.13 31 0 
76.Not interested in having sex 24 5 8 4 2 2.16 28 2 
81.Doesn’t follow MD’s instructions 36 7 0 2 1 1.70 31 1 
82.Financial problems 39 4 2 1 0 1.57 31 2 
83.Insurance problems 41 4 1 0 0 1.20 31 2 
84.Diff. with transport 42 3 1 0 0 1.25 31 1 
90.Diff help children cope c 27 11 2 1 1 1.47 29 1 
93.Diff. talk people at work c 5 1 0 0 1 2.50 5 0 
95.Diff. ask time off for treatments c 4 2 0 1 0 1.67 6 0 
96.Worried about being fired c 5 2 0 0 0 1.00 5 0 
97. Diff. finding new job c 44 0 0 0 0 - 2 0 
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99.Frequency of sex decreased c 1 1 5 0 1 2.14 9 1 
103.Diff. talk feelings with partner c 23 9 4 0 0 1.31 27 1 
108.Diff. talk wills/financial matters 

with partner c 

26 4 4 1 0 1.67 25 0 

109.Doesn’t feel like embrace. etc. 

partner c 

28 3 4 0 0 1.57 26 0 

113.Not get along as well usual with 

partner c 

31 2 1 0 1 2.00 26 0 

118.Partner provides too much care 

c 

19 10 4 1 1 1.56 25 0 

120.Diff. ask partner to take care c 22 8 3 1 1 1.62 25 1 
121.Diff. initiating dates c 1 1 2 0 2 2.60 5 1 
124. Diff. tell date about cancer c 2 0 2 0 2 3.00 5 0 
126.Nervous get chemo c 15 10 4 1 0 1.40 19 0 
127.Nauseated during/before 

chemo c 

21 8 1 0 0 1.11 18 1 

130.Nauseated after chemo c 18 10 2 0 0 1.17 18 1 
131.Vomit after chemo c 28 2 0 0 0 1.00 21 0 
133.Other side effect chemo c 12 10 5 3 0 1.61 20 2 
136.Nervous to get radiotherapy c 3 5 1 0 0 1.17 10 0 
137.Nauseous/vomit after 
radiotherapy c 

7 0 0 1 0 3.00 7 0 

138.Problems ostomy 

care/maintenance c 

1 0 1 0 0 2.00 4 1 

139.Diff. with prosthesis c 3 1 1 0 0 1.50 4 0 

Note: QOL-score range of each item from 0 - 4: 0= Not at all, 1= A little, 2= A fair amount, 3= Much, 4= Very Much, on 

the question ‘Does this apply to you?’,  Need for help-score is retrieved by the indication ‘Yes’ or ‘No’ on the question ‘Do 

you want help?’. 
a Number of participants do not always count up to 46 due to missing values for some participants. 
b Mean = mean problem severity in case a problem is experienced; No/Yes = participants answer on the question ‘Do 
you want help?’. 
c Item not applicable for every participant. 
 

Table A8.2.2. Number of participants with problem rating and desire for help 

3months post start of treatment (T1). 

 
Patients’ problem rating and desire for help 

(N=43)a 
CARES-SF items 0 1 2 3 4 Meanb Nob Yes

b 

1.Diff. bend or lift 20 13 9 0 1 1.52 29 0 

4.Reduction in energy 2 12 19 4 5 2.05 30 2 

6.Diff. household chores 19 10 6 5 0 1.76 23 3 

7.Diff. bathe. brush. groom 35 6 1 0 0 1.14 27 0 

12.Diff. planning active. 11 21 4 4 2 1.58 25 5 

13.Cannot gain weight 22 6 6 4 5 2.38 24 3 

85.Gain too much weight 36 4 1 0 1 1.67 26 0 

15.Food unappealing 17 11 12 2 0 1.64 26 4 

87.Fequent diarrhea 25 7 6 1 3 2.00 24 3 

88.Poor bladder control 34 6 2 0 0 1.25 27 0 

19.Cancer interferes work 14 8 8 7 3 2.19 24 4 

20.Frequently has pain 27 9 4 2 0 1.53 26 1 

25.Clothes not fit 23 7 7 1 4 2.11 25 2 

28.Doctors don’t explain what do 37 1 2 1 0 2.00 27 0 

30.Diff. ask doctors questions 36 5 1 0 0 1.17 26 0 

34.Diff. understand doctor about 

cancer 

36 4 1 0 0 1.20 24 2 

36.Wants more control over doctor 32 8 2 0 0 1.20 25 1 

40.Uncomfor. with body changes 12 16 7 3 4 1.83 23 4 
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41.Frequently anxious 18 12 7 4 1 1.75 27 3 

41b. Frequently lonely 32 2 4 0 1 2.00 26 1 

46.Diff. sleep 19 10 11 1 1 1.70 26 3 

47.Diff. concentrating 18 10 8 4 1 1.83 23 4 

54.Diff. ask frnd/rel. help 19 11 10 2 0 1.61 24 2 

55.Diff. tell frnd/rel. about cancer 31 8 2 1 0 1.36 27 0 

57.Frnd/rel. say look well when not 23 13 4 2 0 1.42 26 1 

60.Frnd/rel. do not visit enough 35 4 2 0 0 1.33 25 1 

63.Frnd/rel. diff. talk about cancer 27 12 3 0 0 1.20 28 0 

63b. Worry how loved ones are coping 20 13 7 0 2 1.59 25 4 

66.Nervous wait to see doctor 18 17 4 3 0 1.42 26 2 

69.Nervous get blood drawn 30 7 3 1 0 1.45 27 0 

71.Worry whether cancer progress 5 18 10 4 5 1.89 26 3 

72.Worry not able to care for self 16 17 5 2 1 1.48 26 1 

74.Doesn’t feel sex. attractive 24 9 5 2 2 1.83 26 1 

76.Not interested in having sex 20 9 7 2 3 1.95 24 2 

81.Doesn’t follow MD’s instructions 35 4 1 1 1 1.86 26 0 

82.Financial problems 34 6 1 0 0 1.14 26 1 

83.Insurance problems 38 0 2 0 0 2.00 26 1 

84.Diff. with transport 37 4 0 0 0 1.00 26 0 

90.Diff help children cope c 22 9 3 1 0 1.38 23 2 

93.Diff. talk people at work c 4 1 0 0 0 1.00 3 0 

95.Diff. ask time off for treatments c 5 0 0 0 0 0.00 2 0 

96.Worried about being fired c 5 0 0 0 0 0.00 3 0 

97. Diff. finding new job c 1 0 0 0 0 0.00 2 0 

99.Frequency of sex decreased c 0 2 5 4 0 2.18 7 0 

103.Diff. talk feelings with partner c 21 6 5 0 0 1.45 21 2 

108.Diff. talk wills/financial matters 

with partner c 

20 5 5 2 0 1.75 21 0 

109.Doesn’t feel like embrace. etc. 

partner c 

22 7 1 0 1 1.44 20 0 

113.Not get along as well usual with 

partner c 

24 2 3 1 2 2.38 19 2 

118.Partner provides too much care c 20 5 6 1 0 1.67 19 1 

120.Diff. ask partner to take care c 18 8 5 1 0 1.50 21 1 

121.Diff. initiating dates c 1 2 0 1 1 2.25 4 0 

124. Diff. tell date about cancer c 2 1 0 3 0 2.50 4 0 

126.Nervous get chemo c 13 10 3 1 2 1.69 15 2 

127.Nauseated during/before chemo c 15 9 0 2 1 1.58 18 0 

130.Nauseated after chemo c 14 6 4 1 2 1.92 15 3 

131.Vomit after chemo c 25 0 2 0 1 2.67 17 0 

133.Other side effect chemo c 7 6 5 6 2 2.21 19 1 

136.Nervous to get radiotherapy c 1 1 0 0 0 1.00 4 1 

137.Nauseous/vomit after 

radiotherapy c 

4 0 0 0 0 0.00 2 0 

138.Problems ostomy 

care/maintenance c 

2 0 1 0 0 2.00 4 0 

139.Diff. with prosthesis c 1 0 0 0 0 0.00 3 0 

Note: QOL-score range of each item from 0 - 4: 0= Not at all. 1= A little. 2= A fair amount. 3= Much. 4= Very Much. on 

the question ‘Does this apply to you?’.  Need for help-score is retrieved by the indication ‘Yes’ or ‘No’ on the question ‘Do 
you want help?’. 
a Number of participants do not always count up to 43 due to missing values for some participants. 
b Mean = mean problem severity in case a problem is experienced; No/Yes = participants answer on the question ‘Do 

you want help?’. 
c Item not applicable for every participant. 
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When confronted with cancer and related treatments, patients and their relatives 

often experience consequences of physical, psychological, social and practical 

nature, that can lead to a variation of care needs [8, 9, 10, 11, 12, 13, 14, 15, 

16, 17, 18, 19, 274, 275, 276]. To adequately address the ‘cancer experience’, 

cancer care should be comprehensive, and driven by a holistic, biopsychosocial 

approach [38]. Besides, in order to achieve more patient-centeredness and a 

higher quality of care, the Institute Of Medicine (IOM) advised to focus more on 

patients’ experiences, values, preferences and needs, and to use these to guide 

all clinical decisions [33]. 

As described in the introduction, the objective of this PhD-project was to 

contribute to the research on the psychosocial aspects and patient-centeredness 

in Flemish cancer care. This gave rise to several consecutive research questions, 

and led to the various studies described in this dissertation. In this last chapter, 

the evidence retrieved from these studies is shortly discussed and 

recommendations for clinical practice and future research are formulated. 

 

 

MAIN FINDINGS FROM THIS RESEARCH PROJECT 

Research question 1: ‘How can we support the detection and 

monitoring of cancer patients’ psychosocial care needs, in order 

to improve the comprehensive and patient-centered approach in 

cancer care?’ 

This question has led to an exploration of the literature on needs assessment 

and psychosocial aspects of cancer care. When this PhD project started in 2013 

already three reviews on needs assessment tools were available, with the most 

recent published in 2012 [46, 134, 135]. These reviews explored available needs 

assessment tools, and evaluated the conceptual and measurement models, the 

psychometric qualities, the feasibility and acceptability to patients. In all these 

reviews the Cancer Rehabilitation Evaluation System (CARES) was discussed as 

a needs assessment instrument that was developed with a thorough procedure 

and involvement of important stakeholders. The instrument was rather complete 

and covers patients’ biopsychosocial well-being and care needs, possessed 

relatively good psychometric qualities, and was judged to be feasible and 
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acceptable for patients. Consequently, from this finding several research 

questions about the CARES followed. 

‘Is the Flemish translation of the CARES eligible to measure quality of 

life (QOL) and care needs of cancer patients in our population?’. After all, 

a simple translation of a validated instrument does not suffice. Due to cross-

cultural and linguistic differences, the validity of an instrument is not necessarily 

applicable to any population [78, 277, 278, 279]. Therefore, frequently studies 

are conducted to examine the cross-cultural validity of already validated patient 

reported outcome measures (PROM) in different languages and populations[92, 

280, 281, 282, 283, 284, 285, 286, 287, 288]. 

 

A first sub question, ‘Is the Flemish CARES psychometrically robust?’, lead 

to the quantitative questionnaire study described in Chapter 2 and 3. The 

CARES was translated into Flemish following a translation-back translation 

process, with involvement of sworn translators. With cooperation of four 

hospitals 192 cancer patients were recruited and asked to complete two 

questionnaire bundles. A first bundle contained questions on socio-demographic 

characteristics, the CARES, and seven other validated and frequently used 

instruments of QOL (EORTC-QLQ-C30), distress (DT), physical functioning 

(KPS), depression and anxiety (HADS), social support (SSL), sexual and marital 

functioning (MMQ). The data collected with this first bundle were used to explore 

internal consistency, construct and concurrent validity. About a week later 

participants received a second questionnaire bundle with the CARES and 

questions on the feasibility and their experiences with the questionnaire. With 

this additional data test-retest reliability and feasibility of the instrument could 

be explored. Data of 176 participants was eligible for analysis. The results 

demonstrated excellent reliability with high internal consistency (range .87-.96) 

and test-retest ratings (range .70-.91) for all summary scales of the Flemish 

CARES. Factor analysis replicated the original factor solution of five higher order 

factors with factor loadings of .325-.851. Correlations with the other seven 

instruments ranged from |.43| - |.75|, and confirmed concurrent validity. This is 

in line with other studies, however in our study even better reliability and 

validity ratings were found [77, 85, 138, 148, 289]. The CARES assessment 

resulted in a clear overview of cancer patients’ frequently experienced problems, 
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QOL disruption, and care needs. Patients mainly gave positive feedback on the 

instrument. 

From this study, it could be concluded that the Flemish CARES has strong 

psychometric properties, and it can as such be used as a valid tool to assess 

cancer patients’ QOL and needs.  

 

A second sub question, ‘Is the CARES an acceptable and feasible 

instrument, and is the content relevant and complete for patients in our 

population?’, was explored in the qualitative study addressed in Chapter 4. 

Quantitative research enables researchers to collect data of a large group of 

patients. However, due to the format of the questions most often used (multiple 

choice (MPC) and matrix questions), an in depth exploration of participants’ 

reasoning and experiences that can be obtained with qualitative design is not 

possible [290]. Since the patient-perspective was of considerable importance in 

this project, focus groups were organized to discuss the CARES content, 

acceptability and feasibility of the instrument with patients. Data were gathered 

in four focus groups with 26 (ex-)patients that were treated for different 

cancers, in different hospitals. The focus group discussions were facilitated with 

key questions, conducted an followed by a moderator and an observer. Thematic 

analysis of the transcribed audio file revealed that participants experienced 

concerns and needs in a wide range of life domains. According to participants, 

the items of the CARES are all relevant and able to give a good impression on 

the biopsychosocial impact that cancer and related treatments can have in a 

persons’ live. However, the theme of ‘well-being of loved ones’ and ‘loneliness’ 

was missing in the CARES. These could be a valuable addition according to 

participants, since attention for these aspects was often also missing in cancer 

care. The completion time of the CARES was judged to be feasible, and for only 

a few items a reformulation was requested. 

In conclusion, the results of these focus group discussions support the content 

validity and feasibility of the Flemish CARES version. This is in line with the 

research on the original instrument [80, 85]. Additionally, we obtained the 

insights that little adjustments in formulation and a few extra item in the CARES 

were needed for an even better match of the CARES content with patients 

experiences. This was not found in earlier studies. The final Flemish CARES 
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versions are presented in Appendix 9.1. There are available at request at 

University Hasselt, and can be used in research and clinical practice with 

approval of the authors of the original instrument. 

 

Research question 2: ‘How do patients experience cancer care, 

and the match of the care offer with their care needs?’  

The Belgian National Cancer Plan that was launched in 2008, contained several 

actions and objectives to stimulate the psychosocial approach in cancer care 

[57]. After a few years, however, several actions were not executed yet or 

limited progress was made [58, 291]. Besides, most actions were rather supply-

driven instead of demand-driven, while the latter is needed to achieve more 

patient-centeredness in care [37, 292]. No actions were planned to actively 

involve patients in the improvement plans, and evaluations of actions. As well, 

there were no actions in line with the international guidelines and 

recommendations on systematically screening of cancer patients distress and 

care needs. However, it is of great importance to know ‘where you stand’, when 

you want to plan ‘where you are going’. Therefore in chapter 5 of this thesis 

the experiences of (ex-)cancer patients with the care they received, the 

detection of, and response to their care needs was addressed. Data were 

collected in four focus groups, 26 (ex-)patients participated. The focus group 

discussions gave insights in the positive and negative experiences that 

participants had in cancer care. These seemed to be influenced by several 

aspects: the accessibility; comprehensiveness; multidisciplinary cooperation and 

referral; continuity and timing of care on the one hand. On the other hand, 

interpersonal aspects like trust, holistic and personal approach, availability/time, 

professionals’ communication style, clarity of information, shared decision-

making and health care professionals’ familiarity with patients’ medical or 

personal situation played an important role in participants’ experiences of care. 

Several specific and important needs were repeatedly mentioned: the need for 

clear information on  their medical condition; treatment and supportive care 

options; a desire for involvement in care choices and decisions; initiation about 

psychosocial topic by care professionals; support in rehabilitation; the 

availability of a central contact person in care to discuss questions and needs. 
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In summary, interpersonal and organizational aspects seem to play an important 

role in the establishment of the (mis)match between cancer care and cancer 

patients’ care needs. Healthcare policy and organization differs between 

countries. The focus group study of this project provided input on points of 

attention for the pursuit of comprehensive, patient-centered cancer care in 

Belgian practice. 

  

Research question 3: ‘How does the multidisciplinary group of 

HCP involved in cancer care manage patients’ psychosocial 

issues?  

A wide variety of healthcare professionals (HCP) from different medical, 

paramedical, psychosocial and spiritual disciplines can be involved in patients’ 

cancer care trajectory. In other words, cancer care is a multidisciplinary affair. 

Since all these HCP together contribute the available care offer, it seemed 

important to also explore their perspective regarding the psychosocial approach 

in their work with cancer patients. In Chapter 6 the cross-sectional survey that 

was conducted to explore professionals’ perspective on the approach of 

psychosocial issues in cancer care is described. Oncology specialists, other 

physicians, nurses, social workers, spiritual workers, psychologists, dieticians, 

GP, physical-, occupational- and lymphedema therapists working in the in-

hospital or in ambulatory care context were invited to participate. Recruiting 

took place in collaboration with heads of departments, team leaders, discipline 

specific networks or associations. These decided to provide us with the mailing 

lists of their team members, or forwarded our message, or placed a message 

about the study in the newsletter for their members. Consequently, there was a 

variation in the way the potential participants were invited to participate in the 

study. Three hundred and sixty eight HCP successfully completed the online 

survey with MPC, matrix, and open questions. The majority of these participants 

did not use a systematic approach to discuss psychosocial concerns with 

patients, 37.5%  indicated to use the general question ’How are you?’, and  

65.0% percent spontaneously addresses various psychosocial aspects. Only 

1.9% uses a PROM or checklist to assure that potential psychosocial issues are 

discussed. A large range of psychosocial topics is ‘sometimes’ or ‘often’ 

discussed. Thoughts about disease, treatment and recovery, and related 
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emotions are discussed more often. However, sexuality and return to work are 

rarely mentioned. About 50% of the participants were convinced that they pay 

enough attention to the psychosocial well-being of cancer patients: by merely 

listening, engaging in a deeper conversation, providing advice, and through 

referral. On the other hand, there is the other 50% that is not satisfied with the 

(amount) of psychosocial support they can provide. Referrals are most often 

made to psychologists, general practitioners (GP), social workers, specialized 

nurses, or centers for well-being and mental health. The barriers in providing 

psychosocial support that were most mentioned are the lack of time, the desire 

for appropriate background knowledge and education, insufficient 

interdisciplinary communication and cooperation on psychosocial issues, 

difficulties with referrals, and lack of reimbursement for psychosocial care. 

The data collected with this cross-sectional survey revealed that only half of the 

participating HCP is satisfied with the support or care they provide when cancer 

patients suffer from psychosocial issues, problems or needs. In general 

psychosocial issues are not systematically addressed. The barriers that need to 

be addressed according to them are mainly related to education, 

communication, healthcare policy and organization.  

 

Research question 4:  ‘What is the effect of systematic screening 

and assessment of cancer patients psychosocial well-being and 

care needs, and which specific characteristics of these 

interventions potentially contribute to this effect?’  

In the last decades, several calls and consensus-based guidelines were launched 

to implement systematic screening of cancer patients’ distress and care needs 

[46, 247, 248, 293]. These guidelines are based on the belief that this 

intervention can stimulate (1) detection of, (2) communication on, and (3) 

tailored referral for psychosocial concerns [114, 188, 189]. This could contribute 

to a more efficient and effective healthcare delivery, and in the end is expected 

to improve cancer patients’ well-being [191]. To explore the potential benefits of 

these interventions for patients’ psychosocial well-being, a Cochrane Systematic 

review was conducted and described in Chapter 7 of this thesis. With a 

combination of controlled vocabulary and free text terms for ‘cancer’, 

‘psychosocial’, ‘screening’, ‘assessment’, ‘quality of life’, ‘distress’ and ‘care 
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needs’ a consecutive search for randomized controlled trials (RCT) and non-

randomized controlled trials (RCT) studies was conducted in five databases 

(CENTRAL; MEDLINE; PsycInfo; Embase; CINAHL), and five trial registers (the 

National Research Register; the ISRCTN registry; the Dutch trial register; the 

RePORTER query tool) from inception to November 2016. All records of two 

journals important in the research field (Psycho-Oncology; Supportive Care in 

Cancer), and the conference abstracts of the yearly World Conference of Psycho-

Oncology were searched from 2010-2016. Twenty four studies were eligible for 

inclusion in the review, of which 16 RCT and 8 NRCT. There was considerable 

heterogeneity in intervention characteristics, outcome measurements and 

methodological quality. Only three studies could be included in a meta-analysis. 

This analysis did not affirm the beneficial effect of the studied intervention. In 

nine individual studies a beneficial effect was found in the intervention group, 

compared to the usual care control group. However, negative effects were also 

found in four studies. Nor was there any coherence observed between the 

intervention characteristics, and the effectiveness of the interventions.  

In conclusion, the evidence found in this Cochrane Review does not support the 

effectiveness of screening and assessment of psychosocial well-being and care 

needs on cancer patients’ well-being, neither on the intervention characteristics 

that could be determinative in the effectiveness of the intervention. 

 

Research question 5: ‘How do patients and HCP experience the 

implementation of systematic QOL and needs assessment with 

the CARES in patients’ care pathway?’  

After the validation of the Flemish CARES, an exploration of patients’ and 

professionals’ perspective, and the systematic review that did not result in 

conclusive evidence, further research on the application of systematic needs 

assessment seemed appropriate. Two gastroenterology departments, in two 

different hospitals, were willing to cooperate in an exploratory pilot study 

regarding the systematic application of the CARES-assessment in their patients' 

care process. In Chapter 8, the pilot study for which 51 patients with a 

digestive cancer diagnosis were included was described. 

The CARES-Short Form, that was also validated for the Flemish population in 

this research project, supported in detection and discussion of a large variety of 
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problems and care needs. The problems most frequently experienced, and most 

burdensome for QOL, are a mix of physical complaints, side effects from 

treatment, practical, relational, and psychosocial difficulties. Patients desire help 

for a limited number of problems that were experienced. All patients positively 

evaluate the timing and frequency of the CARES-assessment. The majority 

believes that this assessment could contribute to the discussion of problems and 

needs with healthcare professionals, to get more tailored care. The reference 

nurses experienced the use of the CARES-assessment as an opportunity to 

systematically explore patients’ well-being in a comprehensive way, leading to 

detection and discussion of specific problems or needs in greater depth, and 

more efficient involvement of different disciplines in care. 

In conclusion, both patients and reference nurses had positive experiences with 

the systematic CARES-assessment in daily routine. The tool provided a broad 

insight on the well-being and care needs of patients, and facilitated patient-HCP 

communication, and efficient referral. 

 

 

General reflections  

Several studies in this dissertation demonstrate the large individual variation, 

and biopsychosocial mix of the concerns, problems, short-, long term- and late-

effects which affect the well-being of cancer patients. This emphases that 

achieving high quality cancer care needs so much more than the excellent 

cancer treatment that increases the survival among cancer patients in Belgium 

[294] (Figure 1).  
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Figure 1. The scope of cancer treatment and cancer care 

 

Due to increased survival and prolongation of cancer patients’ life, future cancer 

care will have to face challenges of new long-term and late effects, to meet 

cancer patients care needs. 

Although the Belgian Cancer Plan that the federal government launched in 2008 

included actions with psychosocial content [57], findings from this research 

project show that both patients and professionals experience similar barriers and 

needs in relation to the integration of the psychosocial approach in cancer care. 

Limited time and contact, medical focus, shortage of information, difficulties with 

communication, interdisciplinary collaboration and referral are seen by both 

patients and HCP as barriers to delivery of psychosocial cancer care [160, 179, 

295, 296, 297]. Like psycho-oncological care is experienced and provided in 

current practice, it appears to be fragmented and situationally determined by 

the affinity of healthcare providers, available resources and patient 

assertiveness. Consequently, some patients and HCP have positive experiences, 

others feel less comfortable or satisfied with the care they receive or provide. 

There is a need for a central stakeholder that coordinates each patients’ care 

across the boundaries of in hospital and ambulatory care. Participants, both 

patients and HCP, in our studies desire for more clarity about rehabilitation 

options, psychosocial support and care, structural and budgetary anchoring of 

psychosocial services in routine cancer care. 
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The use of PROM to support monitoring and follow-up of cancer patients overall 

well-being seems limited in our clinical practice. Only few patients in our 

validation studies previously completed such a tool for clinical purposes. 

Likewise, only few participants in our HCP-survey indicated to use a checklist or 

PROM to support monitoring and follow-up of patients’ well-being. 

Not everyone has a positive attitude towards systematic screening and 

assessment of patients’ psychosocial well-being and care needs, because there 

may be some barriers to use these [298]. However, the majority of patients 

participating in our studies think that it may have a positive effect on the 

sensitization, and on timely discussion of potential psychosocial problems that 

are now often discussed to little or not at all. 

For the references nurses that participated in our pilot study, working with the 

systematic CARES-assessment required some adjustments, in terms of 

introducing the questionnaire, and using the summary report in clinical 

encounters. Nevertheless, they experienced a supporting value of the CARES-

assessment on the content of their conversations with patients, the efficiency of 

problem and need of care detection, and sharing of relevant information with 

other HCP. This is in line with the experiences and satisfaction of participating 

HCP in several studies that were included in the Cochrane Review of this 

dissertation [221, 223, 229]. 

 

 

METHODOLOGICAL CONSIDERATIONS 

The doctoral research project described in this dissertation contains five studies: 

a quantitative validation study, a focus group study, a survey, a systematic 

review, and an exploratory longitudinal pilot study. Here we discuss the 

considerations on the strengths, as well as some limitations of the research. 

 

Strengths 

A major strength of this research project is the methodological triangulation. 

For the validation of the Flemish CARES version the psychometric robustness of 

the instrument was thoroughly explored with the collection and analysis of 

quantitative data. Additionally, focus groups were organized since qualitative 
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subject input is of utmost importance to assure that questionnaire items have 

meaning and relevance to the target population [299]. Next to answering the 

research question regarding the CARES content validity, these focus group 

discussions also provided additional insights on the experiences of (ex-) patients 

with cancer care. With the CARES studies and the survey new evidence was 

collected in our Flemish population.  On the other hand, with the systematic 

review a research synthesis was made of multiple studies conducted all over the 

world [300, 301]. In this way, this dissertation combines insights from new and 

best available evidence on related topics. 

A second strength is that the patient-perspective as well as the 

professional-perspective are addressed in this dissertation. In our patient-

centered approach the patient-perspective is of primary importance. However, 

to complete ‘the bigger picture’, the input from several stakeholders is also 

important. With the HCP and patients that were recruited, the people that 

provide, as well as the people that make use of cancer care were involved in the 

project. Insights were obtained on (ex)patients’ experiences with the impact of 

the disease, related treatment and cancer care. Besides, healthcare 

professionals’ perspective on their psychosocial approach in cancer care was 

explored. This resulted in commonly experienced barriers that need to be 

addressed in order to improve cancer care.  

Thirdly, for the recruitment of the study samples of patients as well as HCP a 

multicenter approach was used. This kind of approach can improve 

recruitment, and generalizability of the results. 

The systematic literature review described in this dissertation was registered 

with, and conducted following the methodology of the Cochrane 

Collaboration. A systematic review can lead to the wrong conclusions if 

relevant studies are missed, and data collection and analysis are conducted 

improperly. Cochrane Reviews are deemed to be robust against this sort of bias, 

due to the rigorous and analytic methodology, and standardization of 

approaches that is prescribed by the Cochrane Collaboration [302, 303]. 

Although time consuming, following this golden methodological standard in 

conducting the systematic review can be seen as another strength of this 

research project. 
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A last strength of the research project are the published protocols of the 

validation study as well as the systematic review. This contributed to the 

transparency of our studies, and to the replicability for other researchers. 

 

Limitations 

Although a multicenter approach was used for the recruitment in all studies of 

this project, most participants were recruited in Limburg. This may limit 

generalizability of the findings. However, studies described elsewhere in the 

international literature show similar findings. This applies to the studies with 

patients as well as with HCP. To avoid this limitation in the explorative pilot 

study, this was conducted in two sites: the Jessa Hospital in Hasselt (Limburg), 

and AZ Delta in Roeselare (West Flanders). 

In all of the studies the response rates were moderate to low. The response 

rate in the quantitative CARES validation study was moderate (61%), and 

recruitment for the FG had to be broadened with calls through local media to 

obtain a sample of 26 participants. However, the number of participants reached 

in these studies is acceptable for this field of research. The response rate in the 

HCP survey was low (12%). We could have achieved a higher response rate by 

working with a more focused recruitment of healthcare professionals working 

with cancer patients, for example through the Cedric Hélène Instituut (Flemish 

institute for Psycho-Oncology), and patient advocacy organizations. However, 

this could have led to bias by recruiting professionals who already have more 

affinity with the psychosocial approach in cancer care, not representing the 

general group of HCP that surround cancer patients in daily practice. This is why 

we chose to use an exhaustive approach in recruiting through discipline specific 

networks and associations, and heads of departments in hospitals. Each of these 

chose to provide us with the contact details of the individual HCP, or forwarded 

our message about the study by e-mail, or placed our message in a newsletter 

to their members. Of course, our exhaustive approach and the ways in which 

HCP were approached about our study has determined the response rate. 

However, the survey had an exploratory purpose. 

A third limitation is the potential of self-selection bias of participants in our 

CARES studies, and survey in the multidisciplinary group of HCP. However, this 

is a known vulnerability in this type of research [304]. As far as possible, the 
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participating patients were compared to the general population of cancer 

patients, and agreed in terms of medical characteristics. The response 

distribution on our HCP survey corresponded with the responses we expected 

from the several professional disciplines that were invited to participate. 

In the quantitative validation study of the CARES we set the age criterion on 

25-60 years in order to capture adult cancer patients, assuming that the 

lifestyles, impact of cancer and related treatments, as well as the rehabilitation 

of young adults (<25years) and the elderly (>60years) would differ. However, 

this limited the evidence of the Flemish CARES validity to the group of adult 

cancer patients, while other studies with the CARES also included young adults 

and elderly [140, 264, 265, 305, 306]. In response to this insight, we adapted 

the age criterion for the focus group and pilot studies. The further and future 

data collection will allow to reexamine the reliability and validity ratings with 

inclusion of elderly patients. 

 

 

IMPLICATIONS FOR CLINICAL PRACTICE  

The landscape of healthcare is changing in Belgium. The increase in chronic 

diseases, aging of the population, and the increased pressure on healthcare 

resources causes an increased need for more integrated and patient-centered 

care (Figure 2).  

 

Figure 2. WHO framework on integrated patient-centered care 

http://www.google.be/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwiQxcnX_PvVAhVIa1AKHbFZDzMQjRwIBw&url=http://www.who.int/servicedeliverysafety/areas/people-centred-care/&psig=AFQjCNHWyVyYmtr2bJivDmGX6RAld0Q9cQ&ust=1504079661626243
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At the federal level there is an ongoing reformation in the organization, as well 

as in the funding of hospital care [307, 308]. In the meantime the Flemish 

government is working on reformations in primary care which should be 

complimentary [309, 310]. Quality care should be guided by patients’ needs and 

will increasingly be organized with transmural care trajectories or pathways. 

Hospitals will play an important role in this transmural care organization, since 

the care trajectory of chronical diseases like cancer mostly starts in these acute 

care settings [311]. However, in the pursuit of quality care, it is crucial to come 

to a good transfer from in-hospital to primary care. Only this makes it possible 

for primary care givers like the GP, home nursing, other healthcare 

professionals, community services and informal caregivers to continue providing 

good care and follow-up. 

 

There is strong variation in the psychosocial care offer for cancer patients within 

Flemish hospitals, and in the extent to which the psychosocial approach is part 

of day-to-day cancer care [312]. Consequently, the care that patients receive 

differs depending on the hospital where they are treated, and according to local 

initiatives in the primary or ambulatory care context. Findings in this dissertation 

show that patients as well as professionals prefer to anchor the psychosocial 

approach in routine cancer care. In this way basic psychosocial support can be 

timely provided to prevent serious psychosocial problems that require more 

specialized (and more expensive) psychological or psychiatric care when patients 

for example have already developed clinical levels of depression or anxiety. 

The current efforts to achieve change in healthcare organization offer 

opportunities to anchor new initiatives that would benefit the quality of care, the 

interdisciplinary data sharing, communication, and collaboration in the support 

and care for patients with cancer.  

Following the findings of this dissertation and working towards more patient-

centered care we recommend to implement systematic comprehensive screening 

of cancer patients overall well-being and care needs with PROM in clinical 

practice. This can have advantages for patients as well as for cancer care. 

1) At the level of patients, screening with the CARES stimulates patients in 

reflecting on their situation, potential problems, and needs. In addition, it 
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provides broad information from patients’ perspective on their overall well-

being and care needs, valuable for the follow-up of each individual patient.  

2) At the level of HCP, it was found to stimulate the comprehensiveness in 

follow-up, addressing potential physical, psychological, and social 

consequences and concerns. Besides, the use of such systematic screening 

could increase HCP’s confidence and understanding of patient-centered care 

[313]. 

3) At the level of care organization it can make a contribution to quality of 

care. In response to the screening results of each individual patient the 

different disciplines of HCP can be involved in the patient’s care trajectory, 

which contributes to the effectivity, efficiency, timeliness, equitability and 

patient-centeredness of care [314]. More comprehensive monitoring of 

patients, timely detecting and addressing psychosocial issues could even 

contribute to patient safety. After all, it is known that (ex)cancer patients are 

at increased risk of suicidality [315, 316].  

We cannot make a general statement on which professional or stakeholder is 

best placed to be involved in this screening intervention, since the background 

or discipline of interventionists differ between studies (physician, nurses, 

psychologists, social workers, volunteers) [221, 230, 234, 317]. Patients and 

HCP in our studies do emphasize the importance of actively using and discussing 

the screening results. 

 

Of course, this systematic screening and assessment with PROM should not be 

seen as a goal on its own, but as a supportive intervention to be able ‘to make 

connections’. With an improvement in addressing and detecting psychosocial 

issues and needs, so that more tailored support or care that meets patients’ 

needs can be offered [24]. However, to achieve the added value of this 

systematic screening, it is of utmost importance that the required referral and 

care can be provided [38, 273]. Therefore, HCP should be confident and able to 

address psychosocial issues, and place adequate referral. Hereto, recognition of 

and communication on psychosocial issues, and the ways to multidisciplinary 

complement each other in cancer care should be a standard part of education. 

The Belgian National Cancer Plan included an objective for the education of 

psycho-oncologists. However, this two year post-graduate study in psycho-
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oncology only holds place for 25 psychologists per cycle, which is limited 

compared to the number of psychologists working in the field. Further training 

and information sessions accessible for other disciplines do not seem to be 

known to the large group of HCP. The knowledge of these courses must 

therefore be increased.  

The implementation of the multidisciplinary oncological consult (MOC) already 

provided favorable developments in the field of multidisciplinary cooperation in 

cancer diagnosis and treatment. To increase transmural collaboration and 

information exchange, GP have the possibility to participate in these meetings. 

Although so far, this rarely is the case. In particular, time constraints, lack of 

invitation to participate, and complexity of the patient’s (medical) situation are 

experienced as thresholds for their participation [60, 318]. We believe that 

psychosocial care needs should also be part of the content in such a MOC. 

Electronic data sharing could support this. However, this ‘care MOC’ would have 

another content, and time dimension, linked to the phase of recovery or further 

follow-up  

Supported by electronic data sharing, the multidisciplinary group of involved 

HCP (intramural and extramural) could combine their findings with regard to the 

biopsychosocial well-being and care needs of the patient, which gives input for 

tailored and comprehensive oncological rehabilitation. This is important, since 

with the growing population of cancer survivors the need for this kind of 

rehabilitation will increase. Developments in this area can provide important 

opportunities, for individual patients, as well as for the community in the context 

of re-integration.  

 

Besides the clinical value of systematic PRO use for individual patients, it can 

also provide the opportunity for collecting ‘big data’. If PRO data would be 

integrated in the electronic patient files, and combined with all medical 

information on disease and treatment characteristics, this would provide a 

wealth of data for retrospective research to answer biopsychosocial and even 

health economic related research questions. Several successful examples abroad 

are the Patient-Reported Outcomes Measurement Information System (PROMIS) 

which was set up in the USA [319], and the Dutch Patient Reported Outcomes 
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Following Initial treatment and Long term Evaluation of Survivorship (PROFILES) 

registry [76]. 

 

 

FUTURE PERSPECTIVES FOR RESEARCH 

The research domain of psycho-oncology is dynamic and challenging, in many 

perspectives. There are still several difficulties and questions arising in practice, 

for which solutions or answers are sought in national and international studies. 

 

Following the CARES studies in this project it seems appropriate to further 

collect CARES-data from patients aged older than 60 years in our population. In 

this way reliability and validity assessments can be repeated to also explore the 

psychometric robustness of the Flemish version in the population of elderly 

cancer patients. After all, this subgroup was part of the study sample in the 

validation studies of the original English instrument. Likewise, it would be 

valuable to focus a research line specifically on the validation of the instrument 

in the subgroup of immigrants and patients with low levels of education.  

Currently, the follow-up of patients in the explorative pilot study with a CARES-

assessment at six and 12 months after start of treatment is still running. These 

longitudinal data will be valuable (1) to obtain insights in the QOL, potential 

problems and care needs of patients with digestive cancer throughout the 

further course of disease, treatment and rehabilitation, (2) to study patients’ 

and HCP’s experiences with, efficiency and feasibility of the repeated and long-

term use of the CARES. 

 

The findings from the studies in this dissertation plea for further research on the 

development and implementation of systematic screening and assessment of 

patients psychosocial well-being and care needs, for there is a strong belief that 

this would contribute to patient-centeredness of care [38, 320]. 

In the development and implementation phase, consideration should be given to 

a number of aspects.  

Firstly, we recommend for these interventions to be implemented as a part of 

transmural clinical pathways that combine the medical and psychosocial follow-

up of patients to achieve a holistic approach. Clinical pathways are used to 
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reduce care variability, support efficient use of resources, and inter-professional 

transparency and collaboration [67, 68], and because of that could stimulate the 

transmural multidisciplinary teamwork that cancer care needs.  

HCP should be actively involved in the development of these interventions to 

ensure feasibility for the clinical work force, sense of mastery and co-

responsibility for implementing the new approach in daily routine [257].  

In the development phase, a clear overview should be created of the support 

and care options provided in the transmural multidisciplinary care context. This 

supports the increase of HCP familiarity with each other’s care offer, possibilities 

of collaboration and referral.  

Though there is variation in patients’ preference for paper-and-pencil 

questionnaires or electronic versions [144, 321], the future of PROM collection 

lies in electronic data collection and processing. This facilitates real time output 

and use of screening results, inclusion of the obtained information in electronic 

patient files, interdisciplinary information sharing, and makes it possible to link 

screening results to potential referral and care options via pre-developed 

algorithms [322, 323].  

To combine both, allow patients to choose the format of their preference, and 

limit workload there is a possibility to work with paper questionnaires that can 

be scanned to obtain the data in an electronic database (e.g. Teleform®, IBM® 

SPSS® Data Collection Paper - Scan Add-on, Captricity®).  

It would be preferable that patients as well as HCP standardly receive the PROM-

outcomes. In the in-hospital context the latter can be a physician or reference 

nurse responsible for follow-up of the patient, in ambulatory care this should be 

the GP. Nowadays, GP often experience ‘a gap’ in their follow-up of patients 

when they are in active cancer treatment [324]. Moreover, the information 

received from the hospital in interim reports is primarily medical and lacks 

insights about the patient’s psychosocial well-being. Sharing the PROM-

outcomes with patients’ permission can meet this limitation. This is consistent 

with the current movement in digitalization, plans for the electronic patient file, 

and eHealth ambitions of the Belgian governments at the federal- and 

community level [307, 308, 309, 310, 325]. Despite the obstacles that exist 

today, both in the context of care organization, safe data sharing, and the often 

shredded computer science applications in healthcare, there is a great potential 
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for a so-called "patient portal". Such a portal provides patients the possibility to 

enter specific questions and care needs in an electronic patient file that interacts 

with the general medical record of the GP. At the Primary care Conference 

(February 2017), the potential of electronic data sharing in care was 

emphasized, and further developments are being pursued in this area. 

 

With the efforts to work towards a more society based, and patient-centered 

care model, it is increasingly important to assure that is there is attention for the 

well-being of patients’ partners or informal care givers in cancer care. These 

people live through the phase of diagnosis and treatment with the patients and 

often suffer from feelings of uncertainty, anxiety, and grief. Due to the 

confrontation with the cancer diagnosis of their loved one, the consequences, 

supporting and caring for the patient, partner’s and informal care givers 

physical, psychological, and social well-being is put to the test as well [274, 275, 

276]. On the one hand, because of the well-being of these people, on the other 

hand, because they are the primary source of support for patients in their daily 

life (Figure 2), it is very important that there is support available for these 

people as well.  

In future studies exploring the effectiveness of the interventions containing 

systematic screening of cancer patients psychosocial well-being and care needs, 

consideration should be given to risk populations. In the studies that already 

took place, participants were mainly recruited on the basis of criteria regarding 

diagnosis, prognosis, treatment, or care process phase [151, 218, 219, 220, 

221, 222, 223, 224, 225, 226, 227, 228, 229, 230, 231, 232, 233, 234, 235, 

236, 237, 238, 239, 240], and not due to risk variables such as being younger, 

single, female, having a worse clinical status, lower QOL, or socio economic 

status [22, 104, 200, 244, 246]. However, the possibility of (sub) analyzes for 

these risk populations could provide us with valuable insights about the 

effectiveness of the interventions.  

When designing intervention studies, it would be interesting to include variables 

as personality, coping and resilience more [314]. These concepts are related to 

valuable psychological theories, which are currently insufficiently used in the 

field of psycho-oncology (discussed at the IPOS World Conference of Psycho 

Oncology 2017). Patients’ personality or coping style can be valuable variables 
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to estimate the way in which people will handle the confrontation with cancer 

and related treatments [326, 327, 328, 329]. We believe it would also be 

valuable for psycho-oncology research, next to care variables and subjective 

PRO, to integrate biomedical parameters of distress (e.g. high blood pressure, 

high cortisol levels) in study designs. It is known that, for example, cortisol has 

a negative effect on immune processes, increasing the risk of cancer progression 

[330]. In this way, subjective and objective signals of patients overall well-being 

can be studied together, and medical and psychosocial interventions can be 

bundled to achieve optimal cancer care that adequately addressed cancer 

patients overall health. 

 

Despite that the findings in this dissertation plea for a more patient-centered, 

comprehensive and transmural approach, the challenge remains to find the best 

approach to operationalize this in daily clinical practice.  

 

The exact approach for each individual will vary according to the patient’s care 

needs, and will be determined by the models of inter-professional collaboration 

in the extramural, intramural and as well transmural care context. However, we 

have to make sure that the ‘minimal standard’ is the same for all patients. Each 

patient’s overall well-being and care needs, including the psychosocial, should 

be addressed and adequately matched with the available care or support. In this 

way, patients are optimally supported in dealing with their disease and 

treatment, in their recovery, and in their re-integration in life. 

 

‘What could support the detection and monitoring of cancer patients’ 

psychosocial care needs?’, ‘Who is informed, in what way, and what is the 

potential of electronic data sharing in this regard?’, ‘Who coordinates the 

different phases of the transmural care pathway, and how can the GP be 

optimally involved in the whole care process?’, ‘How can oncological 

rehabilitation be tailored to the steps taken in the earlier phases of the care 

process?‘,… 

These are all important questions focusing on ‘making connections’: connections 

between cancer patients’ needs and cancer care, connections between involved 

HCP, connections between care contexts and care phases. The first question can 
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be covered with findings from this dissertation. The other questions imply 

suggestions for future research that, given the complexity and intertwining of 

the different perspectives, would best be developed within multidisciplinary 

collaborations. The evolutions in care that are stimulated, both from the level of 

the federal and the Flemish government, provide opportunities for making these 

essential connections. 
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Summary 

In the report ‘Crossing the quality chasm: a new health system for the 21st 

century’, the Institute Of Medicine (IOM) suggested that patient-centeredness 

one of the critical components in the pursuit of high-quality care. The IOM stated 

that ‘care should be respectful of and responsive to patients’ experiences, 

values, preferences and needs, and patients’ input on these should guide all 

clinical decisions’. When confronted with cancer and related treatments, patients 

and their relatives can experience consequences of physical, psychological, 

social and practical nature. Due to earlier detection and successful therapeutic 

approaches more and more patients survive or live longer with cancer, and with 

the related long-term and late-effects. To adequately address the impact of 

cancer, cancer care should be comprehensive, integrating the medical and the 

psychosocial approach during active treatment, as well as in follow-up. The 

objective of this PhD-project was to contribute to the research on the 

psychosocial aspects and patient-centeredness in Belgian cancer care. This gave 

rise to several studies. 

First, we conducted a quantitative study with 192 cancer patients to study the 

psychometric robustness of the Flemish Cancer Rehabilitation Evaluation System 

(CARES), a questionnaire for the assessment of cancer patients’ quality of life 

(QOL) and care needs. From the psychometric analyses focused on the items, 

the subscales and comparisons with other tools, we could conclude that the 

Flemish CARES is a reliable and valid tool. In other words, it is consistent or 

stable in its measurement, and it measures what it is supposed to measure, 

namely QOL and care needs. 

In the same period, four focus groups (FG) with 26 (ex-)patients were 

conducted to explore the relevance and completeness of the content, as well as 

the acceptability and feasibility of the instrument. The results of these FG 

supported the cross-cultural content validity and feasibility of the Flemish CARES 

version. Besides, these FG gave insights in patients’ experiences with cancer 

care, and the match of the care offer with their care needs. Interpersonal and 

organizational aspects seem to play an important role in the establishment of 

the (mis)match between cancer care and cancer patients’ care needs.  
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In a third study, we recruited a multidisciplinary group of healthcare 

professionals (HCP) working in the in-hospital and ambulatory care context. In 

an online survey, their perspective on the approach of psychosocial issues in 

cancer care was explored. The survey revealed that only half of the participants 

was satisfied with the support or care they provide when cancer patients suffer 

from psychosocial problems or care needs. In general psychosocial issues are 

not systematically addressed. The barriers that need to be addressed according 

to the HCP are mainly related to education, communication, healthcare policy 

and organization.  

For the Cochrane Review conducted within this project, we searched for studies 

focusing on the effect of systematic screening and assessment of cancer 

patients’ psychosocial well-being and care needs. Twenty four studies could be 

included. The evidence found did not support the overall effectiveness of the 

screening intervention, neither did it bring clarity on the intervention 

characteristics that could be determinative in the effectiveness of the 

intervention. 

The last study conducted within this PhD-project was an exploratory pilot study. 

In two different gastroenterology departments, a systematic CARES-assessment 

was applied in the care process of 51 patients with a digestive cancer. At the 

start of treatment, three, six and twelve months later the CARES was used to 

assess their QOL and care needs, and a summary report was sent to the 

reference nurse for use in care and follow-up. Both patients and reference 

nurses had positive experiences with the systematic CARES-assessment in daily 

routine. The tool provided a broad insight on the well-being and care needs of 

patients, facilitated patient-HCP communication, and efficient referral. 

The findings from this PhD-project are a plea for further efforts in clinical 

practice and research, focused on patient-centeredness and an integrated 

approach of patients’ well-being. In these, there should be an emphasis on the 

importance of ‘making connections’: connections between cancer patients’ needs 

and cancer care, connections between involved HCP, connections between care 

contexts and care phases. 
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Samenvatting 

In het rapport ‘Crossing the quality chasm: a new health system for the 21st 

century’ stelde het Institute Of Medicine (IOM) dat patient-gerichtheid één van 

de belangrijke componenten is in het nastreven van hoog kwalitatieve zorg. 

Volgens het IOM zou gezondheidszorg respectvol moeten zijn voor en aansluiten 

bij de ervaringen, waarden, voorkeuren en noden van patiënten, en inzichten 

hierover zouden in beschouwing moeten worden genomen bij het maken van 

alle klinische beslissingen. Wanneer men geconfronteerd wordt met kanker en 

de bijbehorende behandelingen kunnen patiënten en hun familie gevolgen 

ervaren op fysiek, psychologisch, sociaal en praktisch vlak. Ten gevolge van 

vroegere detectie en succesvolle behandelingen zijn er steeds meer patiënten 

die de ziekte overleven, of langer leven met kanker en gerelateerde lange 

termijn- en laat optredende effecten. Om de impact die kanker kan hebben in 

iemands leven gericht aan te pakken zou de kankerzorg holistisch moeten zijn, 

waarbij de medische en de psychosociale benadering geïntegreerd worden ten 

tijde van de actieve behandeling en vervolgens ook in de verdere follow-up. De 

doelstelling van dit doctoraatsproject was een bijdrage te leveren aan het 

onderzoek met betrekking tot de psychosociale aspecten en patient-gerichtheid 

in de Belgische kankerzorg. Dit gaf aanleiding tot verschillende studies. 

Eerst werd er een kwantitatieve studie met 192 patiënten uitgevoerd om de 

psychometrische robuustheid te bestuderen van de Vlaamse Cancer 

Rehabilitation Evaluation System (CARES), een vragenlijst voor het meten van 

kwaliteit van leven (QOL) en zorgnoden bij patiënten met kanker. Uit de 

psychometrische analyses toegespitst op de items, de subschalen en vergelijking 

met andere meetinstrumenten konden we afleiden dat de Vlaamse CARES een 

betrouwbaar en valide meetinstrument is. In andere woorden, het is consistent 

of stabiel in zijn metingen en het meet wat het zou moeten meten, namelijk QOL 

en zorgnoden. 

In dezelfde periode werden er vier focusgroepen (FG) met 26 (ex-

)kankerpatiënten georganiseerd om de inhoudelijke relevantie en volledigheid 

van het instrument, de aanvaardbaarheid van formuleringen, alsook de 

bruikbaarheid te bestuderen. De resultaten bevestigden de cross-culturele 

validiteit van de inhoud en de bruikbaarheid van de Vlaamse CARES versie. 
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Daarnaast gaven de FG ook aanleiding tot inzichten in de ervaringen van 

patiënten met betrekking tot de kankerzorg en de aansluiting van het 

zorgaanbod bij hun zorgbehoeften. Interpersoonlijke en organisatorische 

aspecten bleken een belangrijke rol te spelen in al dan niet aansluiten van het 

zorgaanbod bij de ervaren zorgnoden.  

In een derde studie rekruteerden we een multidisciplinaire groep van 

zorgprofessionals uit de intramurale en extramurale zorgcontext. Aan de hand 

van een online bevraging werden hun ervaringen met de benadering van 

psychosociale aspecten in de kankerzorg verkend. Deze bevraging bracht aan 

het licht dat slechts de helft van de deelnemers een goed gevoel had bij de 

steun of zorg die zij aan kankerpatiënten verlenen wanneer deze kampen met 

psychosociale problemen of zorgnoden. Over het algemeen blijken psychosociale 

aspecten niet systematisch besproken te worden. Enkele knelpunten die volgens 

de zorgprofessionals moeten worden aangepakt om de psychosociale benadering 

beter te kunnen integreren zijn overwegend gerelateerd aan opleiding, 

communicatie, gezondheidszorg beleid en organisatie. 

Voor de Cochrane Review die binnen dit project werd uitgevoerd, zochten we 

naar studies die gericht waren op het effect van systematische screening en 

bevraging van het psychosociaal welbevinden en de zorgnoden van patiënten 

met kanker. Vierentwintig studies konden worden geïncludeerd in de review. De 

verzamelde evidentie kon de algemene effectiviteit van het onderzochte type 

interventie niet bevestigen. Evenmin gaf het duidelijkheid over de interventie-

karakteristieken die bepalend zouden kunnen zijn in de effectiviteit van de 

interventie. 

De laatste studie die in dit doctoraatsproject werd uitgevoerd, was een 

verkennende pilootstudie. In twee gastro-enterologieafdelingen werd een 

systematische CARES-bevraging toegepast in het zorgproces van 51 patiënten 

met een diagnose digestieve oncologie. Bij het begin van de behandeling, drie, 

zes en twaalf maanden later, werd de CARES gebruikt om hun QOL en 

zorgbehoeften te bevragen en werd een samenvattend rapport naar de 

referentieverpleegkundige gestuurd om de bekomen inzichten te gebruiken in de 

verdere zorg en opvolging. Zowel patiënten als referentieverpleegkundigen 

hadden positieve ervaringen met het gebruik van de systematische CARES-

bevraging in de dagelijkse praktijk. De vragenlijst zorgde voor een breed inzicht 
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in het welzijn en de zorgbehoeften van patiënten, het faciliteerde gerichte 

communicatie van de zorgprofessionals met patiënten en gaf input voor 

efficiënte verwijzing.  

De bevindingen uit dit doctoraatsproject zijn een pleidooi voor verdere 

inspanningen in de klinische praktijk en het onderzoek, gefocust op patient-

gerichtheid en een geïntegreerde benadering van het welzijn van patiënten. 

Hierbij moet er nadruk gelegd worden op het belang van 'het maken van 

connecties': connecties tussen de behoeften van kankerpatiënten en kankerzorg, 

connecties tussen betrokken zorgprofessionals, connecties tussen zorgcontexten 

en zorgfasen. 
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