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TITLE 

"Keep it simple": Perspectives of patients with low back pain on how to qualify a patient-

centred consultation using patient-reported outcomes 

ABSTRACT  

Background: Patient-reported outcomes are expected to play an important role in patient-

centred health care. To capture the patients' perspectives, patient involvement in the 

development of patient-reported outcome (PRO) instruments is essential, but often lacking. 

This qualitative study explored the perspectives of patients with low back pain to gain an 

understanding of how to qualify a patient-centred consultation by using PROs. This was done 

by exploring the patients' perspectives regarding the assessment of functioning and disability 

as part of the development of a new PRO instrument based on The International 

Classification of Functioning, Disability and Health Core Set. 

Methods: Semi-structured focus group interviews with seven patients with low back pain 

were conducted. Data were analysed by drawing on the interpretive description methodology.  

Results: The analysis revealed three core themes: simplicity, individuality and application. 

Simplicity represented keeping items to a minimum and avoiding overlaps, individuality 

implied the need for individualised answers, and application signified that PROs should be 

utilised during the consultation and that they can provide useful information for clinical 

decision-making.  

Conclusions: This study provides essential knowledge about elements of importance to 

patients with low back pain when aiming for a patient-centred consultation using PROs. 
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Furthermore, it underlines the importance of involving patients in PRO development because 

their perspectives improved the new PRO instrument. 

KEY WORDS:  Patient involvement; patient-centred consultation, patient-reported 

outcomes, low back pain, International Classification of Functioning, Disability and Health 
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1 INTRODUCTION 

Patient-reported outcomes (PROs) are expected to play an important role in patient-centred 

health care (Copley-Merriman, Zelt, Clark, & Gnanasakthy, 2017). PROs are the patients’ 

views on their health and health-related quality of life (Van Der Wees, Nijhuis-Van Der 

Sanden, Ayanian et al., 2014). PROs are measured with PRO instruments, often standardised 

questionnaires, thereby providing PRO data (Coulter, 2017). PRO instruments are 

increasingly being used in clinical practice to monitor and to improve the individual care of 

patients (Bredart, Marrel, Abetz-Webb et al., 2014). Numerous PRO instruments have been 

developed and tested to increase patients’ voices in achieving a more patient-centred 

consultation (Marshall, Haywood, & Fitzpatrick, 2006). Patient involvement should be a core 

feature in the development and application of a PRO instrument to ensure that it reflects what 

matters to the patients (Selby & Velikova, 2018). Patients have the experience of living with 

their disease – a knowledge that is not available to clinicians and researchers (S. Hewlett, 

Wit, Richards et al., 2006). Growing awareness of the discrepancies that exist between 

outcomes defined by researchers and clinicians versus those of patients has resulted in greater 

attention towards involvement of patients in PRO development (S. A. Hewlett, 2003; U.S. 

Department of Health and Human Services Food and Drug Administration, 2009). The 

potential benefits are PRO instruments that reflect outcomes that are more important for 

patients and with greater face validity than instruments devised only by clinicians (Doward, 

Gnanasakthy, & Baker, 2010). Furthermore, PRO instruments developed through patient 

involvement are expected to provide more meaningful results for patients and better reflect 

the challenges of their daily life (Haywood, Brett, Salek et al., 2015). However, in a scoping 
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review of 193 PRO instruments, reviewing the level of patient involvement in PRO 

development, it was found that in a quarter of the included papers, no patient involvement 

were reported (Wiering, de Boer, & Delnoij, 2017).  Three out of the 198 papers included in 

the review concerned PRO instruments for patients with low back pain (LBP) (Deyo, Battie, 

Beurskens et al., 1998; Ruta, Garratt, Wardlaw, & Russell, 1994; Shirado, Doi, Akai et al., 

2007). One study addressed patient involvement in item development (Ruta, Garratt, 

Wardlaw et al., 1994), while two studies used items from existing PRO instruments or other 

non-patient sources (Deyo, Battie, Beurskens et al., 1998; Shirado, Doi, Akai et al., 2007). 

Thus, patient involvement in the development of LBP-specific PRO instruments is lacking.  

LBP is a complex disorder involving a combination of biopsychosocial factors; hence a 

biopsychosocial approach that includes  engaging the patient in decision-making is 

recommended (Buchbinder, van Tulder, Oberg et al., 2018). The International Classification 

of Functioning, Disability and Health (ICF) provides a biopsychosocial approach and is the 

international standard for describing functioning and disability (World Health Organization, 

2001). To make ICF more applicable for clinical practice, ICF Core Sets for several 

conditions has been developed (Stucki, Cieza, Ewert et al., 2002).  

PRO instruments have been utilised to identify and measure LBP-specific outcomes (Longo, 

Loppini, Denaro et al., 2010). However, the most widely used LBP-specific PRO instruments 

do not cover the biopsychosocial perspective (Ibsen, Schiottz-Christensen, Melchiorsen et al., 

2016), and challenges concerning content validity have been reported (Chiarotto, Ostelo, 

Boers, & Terwee, 2018). Thus, there is a need to explore the patients' perspectives on the 

development and application of a LBP-specific PRO instrument.  Therefore, the aim of this 

This article is protected by copyright. All rights reserved.
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study was to explore perspectives of patients with LBP to gain an understanding of how to 

qualify a patient-centred consultation by using PRO data. We also explored the patients' 

preferences regarding the assessment of functioning and disability as part of the development 

of a new PRO instrument based on ICF core sets. 
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2 METHODS 

This qualitative study was inspired by the interpretive description methodology (Thorne , 

2016). Data were generated through semi-structured focus group interviews. The study was 

reported in line with the COREQ checklist for qualitative studies (Tong, Sainsbury, & Craig, 

2007) (Appendix 1). 

 
2.1 Participants and recruitment  

The study population consisted of patients with LBP referred to a large spine centre in xxxx. 

Patients coming to the spine centre undergo a multidisciplinary assessment. Before the 

assessment, patients completed questionnaires (the old PRO) (Kent, Kongsted, Jensen et al., 

2015), comprising 95 items relevant to the diagnosis, prognosis or treatment of LBP. 

Patients were identified through the outpatient clinic in October 2016. The first author 

contacted patients sitting in the waiting room asking them to participate. The inclusion 

criteria were patients diagnosed with LBP with or without radicular pain, age 18-60 years, 

and proficient in written and spoken Danish. The intended sample size was a minimum of 

seven patients, as recommended by COSMIN when conducting qualitative studies regarding 

PRO development (Terwee, Prinsen, Chiarotto et al., 2018). Eleven patients (five women and 

six men) aged 20 to 55 years and with different degrees of LBP accepted the invitation and 

were distributed between two focus groups. One focus group consisted of five patients; one 

opted out on the day of the interview due to pain. The other focus group consisted of six 

patients; three opted out without explanation. Seven patients took part in the focus groups 

interviews (Table 1). 

This article is protected by copyright. All rights reserved.
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[Insert Table 1 around here] 
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2.2 Data collection 

The focus group interviews were conducted in November 2016. A semi-structured interview 

guide was structured in accordance with the aim of the study and refined based on three 

individual pilot interviews. Examples of key questions in the interview guide included: "How 

would you describe your current functioning?", "In what way do your current symptoms 

affect your everyday life?", "What information about you and your symptoms is important for 

the clinician to have before the consultation?" "What are your immediate thoughts about the 

new PRO?", and "What would you emphasise as important with regard to focusing a patient-

centred consultation with the use of patient-reported outcome information?".  Focus groups 

were used to inspire discussion and sharing of experiences by the patients (Halkier, 2016). 

Immediately before the focus group interviews, the patients completed an example draft of 

the new PRO (described below). This was done to have a common basis for discussing the 

patients' perspectives and preferences and identifying pros and cons. All patients were 

familiar with the old PRO.  

The first author (CI, female and physiotherapist) conducted the interviews under the guidance 

of the last author (CH, female and former registered nurse), an experienced qualitative 

researcher. The last author served as an observer and, a research assistant took field notes. 

The interviews took place at the spine centre, and each interview lasted 2 hours. Before 

beginning the interview, the first author informed about the aim of the interview.   

2.3 Analysis 

Data were analysed in an iterative constant comparative manner by means of the interpretive 

description methodology, which is an inductive research methodology directed towards 

This article is protected by copyright. All rights reserved.
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questions regarding practice disciplines (Thorne, 2016). With the goal to improve health 

practice, interpretive description takes inspiration from the interpretive hermeneutic tradition 

and seeks to discover associations and patterns within the phenomenon under investigation 

(Thorne, 2016). 

The focus group interviews were recorded, transcribed and uploaded into NVivoTM. All data 

were read, and a process of discernment of circumstances and generalised patterns in relation 

to the study aim were identified (Thorne, 2016). A critical appraisal of relationships within 

the data was conducted and relevant thematic options extracted, leading to a set of primary 

categorisations and interpretations (Thorne, 2016). Finally, main messages arising from key 

insights within the data were captured and developed into a formal interpretative structure 

concerning the patients' perspectives on the new PRO's ability to assess functioning and 

disability. The first and last author worked together using an iterative process in the analysis 

and coding.  

2.4 Ethical approval 

The study was approved by the Danish Data Protection Agency [file no. 1-16-02-477-16]. 

Patients were contacted in the outpatient clinic by the first author and invited to participate. 

All patients received oral and written information about the project and were guaranteed 

anonymity. Written consent was obtained from all.  

2.5 Patient and Public Involvement  

A detailed description of patient involvement is summarised in accordance with the Guidance 

This article is protected by copyright. All rights reserved.
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for Reporting Involvement of Patients and the Public Short Form checklist (Staniszewska, 

Brett, Simera et al., 2017) (Appendix 2).  

2.6 The new PRO instrument 

The example draft of the new PRO was developed to capture the construct "functioning and 

disability" in the context of the biopsychosocial ICF model (World Health Organization, 

2001). Thus, the items in the new PRO were based on ICF categories from the 

Comprehensive Core Set for LBP (Cieza, Stucki, Weigl et al., 2004) and the Rehabilitation 

Set (Prodinger, Cieza, Oberhauser et al., 2016) (Appendix 3). The Core Set for LBP provides 

a guide for "what to measure" in LBP (Cieza, Stucki, Weigl et al., 2004), and the 

Rehabilitation Set serves as a minimum standard for reporting and assessing functioning and 

disability in clinical populations (Prodinger, Cieza, Oberhauser et al., 2016). The wording of 

items was performed using the ICF definitions (Schiøler G & Dahl T, 2003; World Health 

Organization, 2001) and terminology from the Patient-Reported Outcomes Measurement 

Information System (PROMIS®) (Schnohr, Rasmussen, Langberg, & Bjorner, 2017). To get 

an idea of items and response options in the new PRO, examples are provided in Table 2.  

[Insert Table 2 around here] 

3 RESULTS 

Overall the findings represent perspectives of patients with LBP on the development and 

application of a new PRO instrument to achieve a more patient-centred consultation.  The 

analysis of the interview data revealed three core themes: “Simplicity”, “Application” and 

“Individuality”, which were closely linked in a chain of elements of importance to the 

This article is protected by copyright. All rights reserved.
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patients to qualify a patient-centred consultation with the use of PRO data (Figure 1). The 

patients expressed how the three themes – Simplicity, Application and Individuality – could 

contribute to greatly increasing the quality of a patient-centred consultation but underlined 

that this would only be the case if the clinician and the patient were engaged in a mutual 

dialogue about issues of importance. 

[Insert Figure 1 around here] 
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3.1 Simplicity 

All patients highlighted "Keeping it simple". It was important that the new PRO consisted of 

a suitable and relevant number of items. It was vital that the items had an individual touch, 

without being too "intrusive", which several patients had experienced with the old PRO, 

where, for instance, they had felt offended by repeated items on psychological health 

problems. The patients further expressed how too many irrelevant items were a source of 

annoyance especially when they were in pain and not feeling well. 

ID 1: It's not just two or three questions you know...it is a lot of questions. That's the 

feeling I got from having to fill in the old questionnaire, and at the same time my back was 

killing me. I had great difficulties sitting at my computer, filling out the old questionnaire, 

and the questions went on for ever and ever. So, my point is: Boil it down and make it 

manageable. That's what I'm thinking. 

Another patient described something similar: 

ID 5: If it really hurt then you will be less able to fill out the questionnaire. It’s important 

to know what to expect. If they [the health professionals] see very short answers, it might 

be due to pain. Whereas if you answer: “I’m okay with my pain today”, then you can fill 

out everything. If you’re in pain, you cannot… 

The patients explained how they wanted the new PRO to be short and simple due to pain and 

lack of energy. They described how an individual touch could be an idea for a start-up 

question aimed at uncovering their current status of functioning and pain.  

This article is protected by copyright. All rights reserved.



13 
 

ID 1: Well, I think it is a good idea [the possibility to individualise]. You know, it helps us 

in different ways since we don't all have the same problems, but still my point is: keep it 

simple, as few items as possible. It's because I remember the old questionnaire as really 

bad.  

Another patient explained: 

No. 2: Make it as simple as you can, but at the same time get the information you need. 

However, it does not help if you make it so simple that we have to go through it all with 

the health professional anyway.  

Simplicity was important to the patients, and they expressed that their idea of simplicity was 

met by the example draft of the new PRO.  

3.2 Application 

Application of PRO data was very important to the patients; knowing that the information 

they provided would be used to improve their treatment and the assessment of their 

functioning during their consultation with the clinician. The patients were all engaged in the 

discussion on whether and how their data and information were used. They expressed a 

willingness to answer almost any question as long as they understood how or why the 

answers would support the clinicians to understand their specific situation.  

ID 2: Yes, but do the questions have to make sense to me? Maybe they don't make sense to 

me, but they do to the clinician, who might get a lot of information from my answers. 

Every question doesn't have to add up. I might find the questions odd or I might even ask 

This article is protected by copyright. All rights reserved.
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the clinicians why they pose such questions, then he can explain it to me. In that way the 

questions don't have to make perfect sense...and some questions might not make sense at 

all. Then there is always the possibility to provide an introduction in the questionnaire 

that explains that some questions may seem irrelevant to the patient, and that there is a 

reason why the clinicians ask them... explaining how it might not add up to the patients, 

but for the clinicians it does. Just ways to make sure people don't skip those kinds of 

questions. 

Patients clearly assumed that their answers would be used directly in the consultation and in 

decision-making. They expected the clinician to actively use their PRO data in preparing the 

consultation and in the dialogue during the consultation.   

No. 1: I really did not get the impression that the health professional used the 

questionnaire. He spent most of the time looking at the referral sheet and the information 

that it contained. I do not think that he referred to the questionnaire I had completed in 

any way, and then you start thinking if it matters. 

They also expected to be taken seriously and that their information would be used to reach 

the best decision in relation to their treatment. It was argued by the patients that the use of 

PRO data was a timesaver because it enabled the clinicians to be well prepared for the 

consultation. Further, active use of PRO data was seen as a possibility to direct the focus to 

problematic issues for each individual patient and to avoid being asked the same questions 

twice by clinicians. It was essential to the patients that the information they provided served a 

purpose – namely better options for treatment. They suggested that we explain the rationale 

This article is protected by copyright. All rights reserved.
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behind the items in the PRO in order for them to understand the existence of the item. For 

instance, the patients explained how they could feel invaded when they did not know the 

reasons for posing intimate or very personal questions on, for example, relationships, sexual 

function or bowel function.  

ID 3: Well, yes, it is okay [to pose intimate questions] if it is information that the 

clinicians need and make use of, but I would not answer the question honestly, that's all 

I'm saying. I need to know beforehand that my bowel function is related to my back pain – 

otherwise I wouldn't have a clue. I would relate it to something I ate or something other 

than my back pain. It is too intimate and much too personal. 

Conversely, if the PRO data were provided beforehand, it made sense to the patients to 

answer the questions. Even questions that seemed irrelevant to the patient were acceptable as 

long as they made sense to the clinicians and added to the bigger picture of uncovering the 

right treatment for their back problems. It was important for the patients that if they 

mentioned problems (especially intimate or personal issues) in the PRO, they expected them 

to be addressed in the consultation.  

3.3 Individuality 

The patients emphasised the importance of being able to individualise their answers to some 

degree. This way, they would be able to describe their specific functioning, and the clinicians 

would be able to assess their functioning in the best possible way before the consultation. The 

patients all articulated satisfaction with their involvement in the development of the new PRO 

and with the opportunity to help make it a better and shape it towards more individual 
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treatment for patients with LBP.  

For the patients to be able to secure individual assessment of functioning, it was insufficient 

to tick whether you were able to sit, stand, drive, go to the bathroom, etc. They suggested that 

the new PRO should include an open-text box to allow for write-in options on their individual 

needs and functioning, for example, to describe how they went to the bathroom, took care of 

their own health, cooked, worked, etc. Maybe they were able to manage working, but only if 

they distributed their tasks over the whole day; or they were able to work at the computer, but 

only when lying down. One patient described how he was able to get to the bathroom, but his 

back pain was so bad that he had to crawl all the way there, and the old PRO did not allow 

him to describe this. In this way, elements in their individual everyday lives were of central 

importance for the patients and their ability to express and describe their situation and the 

graduation of their functioning. Therefore, several of the patients requested the possibility to 

describe their own situation. 

No. 3: How can I answer questions that I have not been asked? If I have ticked the box 

indicating that I have pain in my leg or in my neck – then that leads you in a specific 

direction. 

Another patient described: 

 ID 5: I'm just wondering about the question on being “able to be in a relationship". Well, 

 what exactly is meant by that? You know...if you're not able to have sexual intercourse 

 due to pain then it does affect your relationship, but we're still “in” the relationship.  Pain 
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 affects the relationship, and we snap at each other because my back hurts. I think  it is a 

 difficult question 

The patients all explained how disability affected many aspects of their everyday lives, and it 

was of utmost importance to them to be able to describe this to the clinician before the 

consultation. Everyday life was mentioned repeatedly as being the core element in an 

assessment of their functioning.  

ID 4: Yes, everyday life is very important...especially if everyday life doesn't work...then 

you won't work yourself. That was my biggest concern coming to the hospital with my 

back pain. All the issues related to “What will my future look like?”, “How will my 

everyday life be?”, “How can you help me?” I went in to talk to…. afterwards in relation 

to education and stuff like that. “Which path should I choose?”, “Should I choose 

something totally different from what I know?” Yes, that's what I'm talking about, and 

everyday stuff. Posing questions on those kinds of issues is super positive, because that's 

where your specific individual problems occur in the everyday life...right?  

The patients expressed how they found the content of the new PRO better than the old PRO, 

and they preferred the new PRO, as the items were relevant, straightforward and with no 

overlapping elements. In general, the patients were pleased with the content of the new PRO 

and found that the items sufficiently described the various ways in which their everyday lives 

were affected by their symptoms. However, they expressed difficulty understanding the item 

about "eating", and they found the item about "moving around using equipment" irrelevant. 

This article is protected by copyright. All rights reserved.
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Moreover, the patients touched upon missing items in the new PRO concerning medication, 

economics and health care services. 

4 DISCUSSION 

To the best of our knowledge, this is the first study to present results from focus group 

interviews with patients with the aim of exploring their perspectives and preferences as part 

of the development of a new LBP-specific PRO instrument. Through the analysis, three 

themes emerged: simplicity, application and individuality. We incorporated the patients' 

perspectives into the onward development of the new PRO. The alterations will be discussed 

and elaborated in more detail below. 

The patients' desire to avoid overlapping items in the new PRO could have been triggered by 

the patients' experiences with the old PRO. It comprised several validated PRO instruments 

measuring LBP-related symptoms and functioning (Kent, Kongsted, Jensen et al., 2015). 

Merging items from validated PRO instruments into one questionnaire can result in several 

items addressing the same domain. In the patients' perspectives, this can be perceived as 

overlaps, which could have been the case in our study. To avoid overlapping items in the new 

PRO, we used the ICF linking rules, a method developed to link health-status measures to 

ICF in a systematic manner (Cieza, Fayed, Bickenbach, & Prodinger, 2016). Furthermore, we 

aimed to keep the number of items to a minimum, which was a challenge because the two 

ICF Core Sets comprised 78 ICF categories, and we wanted to address all the ICF categories 

in the new PRO. Thus, simplicity was a clinical challenge. On the one hand, we want to 

minimise the patients' response burden, but on the other hand, we wanted to provide adequate 
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and precise information for clinical decision-making; in other words, an increase in the 

number of items in a PRO instrument leads to greater reliability (Basch, Abernethy, Mullins 

et al., 2012). Still, the patient burden should always be carefully considered when selecting or 

developing a PRO instrument (Basch, 2017). 

Application signified that the patients' contributions through PRO data must be visualised as 

part of the dialogue between the patient and the clinician. This made us aware of the 

importance of visualising PRO data in the onwards developmental process. Clinicians are 

increasingly encouraged to use PRO data; however, successful implementation into routine 

clinical practice is lacking (Boyce, Browne, & Greenhalgh, 2014a). Several studies have 

investigated the clinicians' experiences regarding use of PRO data in clinical practice 

(Bennett, Jensen, & Basch, 2012; Greenhalgh, Abhyankar, McCluskey et al., 2013; Holmes, 

Bishop, Newell et al., 2018; Velikova, Sheppard, Campbell et al., 2008).  They found that 

knowledge on how to utilise PRO data effectively in clinical encounters with patients was 

limited (Bennett, Jensen, & Basch et al., 2012; Greenhalgh, Abhyankar, McCluskey et al., 

2013; Holmes, Bishop, Newell et al., 2018; Velikova, Sheppard, Campbell et al., 2008). Our 

study highlights the patients' perspectives, and our findings also suggest that the old PRO was 

not being used in the spine centre. A qualitative systematic review concluded that clinicians’ 

value PROs when they are useful for the clinical decision-making process (Boyce, Browne, 

& Greenhalgh, 2014a). This emphasises that clinicians’ attitudes towards the PRO instrument 

depend on the degree of application. To improve clinicians’ attitudes towards the use of PRO 

data, they should be engaged in the planning stage to ensure that they are well informed 

regarding the rationale for data collection (Boyce, Browne, & Greenhalgh, 2014b). 
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Furthermore, training clinicians how to engage and use PRO data is an essential requirement 

for successful collection and implementation (Holmes, Bishop, Newell et al., 2018; 

International Society for Quality of Life Research, 2015; Santana, Haverman, Absolom et al., 

2015). As a result, the engagement and training of clinicians will be an important step in the 

onward development and implementation of the new PRO.  

All patients stressed that it was important for them to be able to address individual and self-

identified concerns, because ticking a box was not enough to describe how their everyday life 

was affected by LBP. This implies that the patients in our study wanted to explain themselves 

and to be seen as an individual person. These findings are in line with a systematic review 

concluding that is necessary to pay more attention to back patients' narratives to acknowledge 

them as human beings (Damsgaard, Jørgensen, Norlyk et al., 2015). Furthermore, a 

biopsychosocial approach through use of the ICF is recommended in the management of 

patients with LBP (Buchbinder, van Tulder, Oberg et al., 2018). Evidence shows that a 

biopsychosocial approach captures issues of importance to patients (Coenen, Cieza, Stamm et 

al., 2006; Kirchberger, Coenen, Hierl et al., 2009), and adds value in clinical practice 

compared to a conventional biomedical approach (Stallinga, Roodbol, Annema et al., 2014). 

However, our study revealed that, even though we used the ICF Core Sets as a starting point, 

the patients still have the need to address self-identified concerns. To comply with the 

patients’ request, we incorporated a write-in text box at the end of the new PRO encouraging 

the patient to add important information or concerns about their everyday life with LBP. Few 

of the present PRO systems identify and communicate patients’ self-identified concerns 

(Jensen, Snyder, Abernethy et al., 2014). When self-identified concerns are integrated into 
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PRO systems, problems can be identified that may otherwise have gone unnoticed (Jensen, 

Snyder, Abernethy et al., 2014). Our study supports this and underlines the importance of 

presenting the patients self-identified concerns to the clinicians in the clinical encounter, to 

qualify a patient-centred consultation.  

To generate items in the new PRO, we used the ICF Comprehensive Core Set for LBP 

(Cieza, Stucki, Weigl et al., 2004) and the Rehabilitation Set as a starting point (Prodinger, 

Cieza, Oberhauser et al., 2016). Previous studies have investigated the validity of the LBP 

Core Set from the patients' perspective (Bautz-Holter, Sveen, Cieza et al., 2008; Lygren, 

Strand, Anderson, & Magnussen, 2014; Mullis, Barber, Lewis, & Hay, 2007). Overall, they 

found that the LBP Core Set covers the problems of patients with LBP. Our study confirms 

this finding, as the patients expressed that, with few exceptions; the new PRO captured the 

most important elements of functioning and disability. Thus, we trust the LBP Core Set to be 

applicable as a starting point when assessing functioning and disability in patients with LBP. 

However, the patients recommended a few alternations. This resulted in rephrasing the item 

about "eating" and removing the items about "moving around using equipment". Moreover, 

we added items concerning medication, economics and health care services. 

4.1 Methodological considerations 

The main strength of our study was patient involvement at an early stage in the development 

of a new PRO. PRO instruments are often developed by clinicians and researchers; thus, they 

reflect professionally defined clinical priorities rather than issues of importance to patients 

(Boyce, Browne, & Greenhalgh et al., 2014b). By conducting focus group interviews with 

patients and incorporating their perspectives into the development of the new PRO, this study 
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distinguishes itself from other PRO development studies, where the level of involvement 

varies considerably (Wiering, de Boer, & Delnoij et al., 2017). Patients' perspectives 

provided us with new, valuable insights into what was important to this patient group. 

Moreover, even though the number of patients was small, we did involve patients in 

accordance with recently established recommendations for development of PRO instruments 

(Wiering, de Boer, & Delnoij et al., 2017). There are at least three phases in which patients 

can be involved in the development of PRO instruments: 1) determining important health 

outcomes, 2) item generation and testing for comprehensibility, and 3) content validity 

(Wiering, de Boer, & Delnoij et al., 2017). In this study, we involved patients in item 

development and in determining which outcome to measure, hence, to ensure that the new 

PRO measured what is relevant to the patients. Research has shown that interviews during 

item development lead to a better understanding of illness experience (Coyne, Tubaro, 

Brubaker, & Bavendam, 2006; Patrick, Burke, Gwaltney, Leidy, Martin, Molsen, & Ring, 

2011a; Patrick, Burke, Gwaltney, Leidy, Martin, Molsen, & Ring, 2011b). A lack of patient 

involvement may have a negative influence on the validity and sensitivity of a survey and 

may result in low response rate because the PRO instrument does not reflect the patients’ 

perspectives (Meadows, 2011). This can adversely affect the validity of a survey and may 

result in limited use of PRO data in clinical decision-making (Meadows, 2011). The patients 

in this study are obviously considered as an essential first step in the development process 

and several more patients will be involved in testing for comprehensibility and content 

validity. We believe that this study is a very important first step towards further development 

of the new PRO, as qualitative data that represent patients’ voices are essential in establishing 
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the content validity of a PRO instrument (Patrick, Burke, Gwaltney, Leidy, Martin, Molsen, 

& Ring, 2011a). 

Some study limitations should be acknowledged. First, this is a relatively small sample, 

consisting of only seven patients. More patients and interviews may have expanded the 

perspective and strengthened the findings. However, we obtained rich data, and consistent 

themes were identified through the analysis, as there was a high degree of consensus among 

the patients. Furthermore, the sample size is in accordance with COSMIN recommendations 

of at least seven patients in qualitative studies in PRO development (Terwee, Prinsen, 

Chiarotto et al., 2018). LBP patients have complex challenges, but nevertheless they do have 

some common characteristics and experience similar symptoms. Second, it must be 

considered that the patients we interviewed were "healthier" than the patients who declined to 

participate. This is a factor that might have influenced our findings and could be relevant for 

the transferability of our findings. The patients opting out of the interviews proved to be the 

ones who experienced the worst pain and were unable to drive to the spine centre or to sit for 

the 2 hours the interviews lasted. It might therefore have strengthened our study if we had 

conducted the interviews at the patients’ homes to increase the sample size. Still, we believe 

that our findings are applicable to patients who experience more severe pain because the PRO 

provides room for individual perspectives and differences in pain. Previous research indicates 

that patient involvement in qualitative data analysis adds value to the research (Garfield, 

Jheeta, Husson et al., 2016), and we acknowledge that it could have strengthened our study if 

we had involved patients in the data analysis. 
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The first author (CI), who conducted the interviews, has a background as a physiotherapist, 

and the last author (CH), a senior researcher and former registered nurse, also participated in 

the interviews as an observer and contributed with additional elaborating questions when 

relevant. We consider it a strength that the persons conducting the interviews are of different 

professional backgrounds and in this way they represent and add different views and 

perspectives. Furthermore it is considered a strength that the first author had an in-depth 

knowledge of the patient group. Still, we acknowledge the risk of having preconceptions 

when researching within one’s ‘own field of expertise’. The first author was at the time of the 

interviews not employed at the spine centre; thus she was not involved in the 

multidisciplinary specialised evaluation, and none of the patients knew her beforehand.   

We consider the results of our study to be transferable to the context of other patients with 

LBP and even other groups of patients because the findings reflect the existing literature on 

the development and application of PRO instruments (Basch, 2017; Boyce, Browne, & 

Greenhalgh, 2014a; Damsgaard, Jørgensen, Norlyk et al., 2015). However, owing to the 

relatively small number of patients, we recommend that the transferability of our finding to 

similar settings be evaluated in further studies. Finally, this study is based solely on the 

patients' perspectives; interviews with clinicians might have given us insights into other 

perspectives of importance in the development of the new PRO. Thus, exploring the 

clinicians' perspectives will be a key element in the onward development of the new PRO.   

5 CONCLUSIONS 

This study provides essential knowledge about elements of importance to patients with LBP 

regarding a patient-centred consultation using PRO data and underlines the importance of 
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exploring patients' perspectives in the development of PRO instruments. According to 

patients with LBP, a PRO instrument must be simple and allow for individuality, and PRO 

data must be applied actively in the clinical encounter to ensure a patient-centred 

consultation. The findings simplicity, application and individuality were closely linked in a 

chain of elements important to the patients for them to experience that use of PRO data 

qualified a patient-centred consultation. With a few exceptions, the patients found that the 

example draft of the new PRO instrument covered the most important elements of 

functioning and disability when living with LBP. The patients' perspectives will be brought 

into the onward development of the new ICF-based PRO instrument.  
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TABLES 

Table 1. Characteristics of patients participating in the focus group interviews  
ID Gender Age group Diagnosis Work status 
1 F 40–49 Lumbar herniated disc Flexi-job 
2  M 40–49 Spondylosis with radiculopathy Full-time work  
3 M 50–59 Lumbar herniated disc Full-time work 
4  F 20–29 Low back pain, unspecified Full-time student 
5  F 30–39 Lumbar herniated disc Unemployed 
6  M 40–49 Lumbar herniated disc On sick leave 
7  F 40–49 Low back pain, unspecified On social security benefits 
F, female; M, male 
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Table 2. Examples of items and response options in the new PRO instrument 
Items within the ICF components Response options 
Body functions   
 Are you having trouble sleeping?  Not at all 

 A little bit 
 Somewhat 
 Quite a bit 
 Very much 

 Are you having difficulties draining your bladder? 

 Specify the worst back pain you have experienced within the last 7 days? 0-100 
  
Body structures - no itemsa  
  
Activity and participation  
 Are you able to sit as long as you want?  Without any difficulty 

 With a little difficulty 
 With some difficulty 
 With much difficulty 
 Unable to do 

 Are you able to walk? 
 Are you able to do housework? 
 Are you able to engage in social groups or community life, for example, 
 as a member of a club or an organization? 
 Have you experienced difficulties maintaining a relationship?  Not at all 

 A little bit 
 Somewhat 
 Quite a bit 
 Very much 

 Have you experienced problems dealing with stressed situations in 
 everyday life?   

  
Environmental factors - no itemsa  
a Items corresponding to ICF categories within the ICF components "Body structures" and "Environmental 
factors" were not incorporated in the new PRO instrument, as these ICF categories are assessed by the clinician 
as part of the multidisciplinary specialised evaluation.  
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FIGURES 
 

Figure 1. Patients’ perspectives on the development and application of the new PRO 

instrument. 

 

Figure legends:  

Illustration of the patients’ perspectives on the development and application of the new PRO 

instrument. Figure 1 shows that simplicity, application and individuality are closely linked in 

a chain of elements that patients find important to qualify a patient-centred consultation with 

the use of PRO data.  
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APPENDICIES  
 
 

Appendix 1. Consolidated Criteria for Reporting Qualitative Research guidelines 
Topic Item 

No. 
Guide Questions/Description Reported on 

Page No. 
Domain 1: Research team and reflexivity 
Personal characteristics 
Interviewer/facilitator 1 Which author/s conducted the interview or 

focus group? 
5 

Credentials 2 What were the researcher’s credentials? 
E.g. PhD, MD 

Title page 

Occupation 3 What was their occupation at the time of 
the study? 

Title page 

Gender 4 Was the researcher male or female? 5 
Experience and training 5 What experience or training did the 

researcher have? 
5 

Relationship with participants 
Relationship established 6 Was a relationship established prior to 

study commencement? 
19 

Participant knowledge of the 
interviewer 

7 What did the participants know about the 
researcher? e.g. personal 
goals, reasons for doing the research 

19 

Interviewer characteristics 8 What characteristics were reported about 
the inter viewer/facilitator? e.g. Bias, 
assumptions, reasons and interests in the 
research topic 

5 and 19 

Domain 2: Study design 
Theoretical framework 
Methodological orientation 
and Theory 

9 What methodological orientation was 
stated to underpin the study? e.g. 
grounded theory, discourse analysis, 
ethnography, phenomenology, content 
analysis 

5 

Participant selection 
Sampling 10 How were participants selected? e.g. 

purposive, convenience, consecutive, 
snowball 

5 

Method of approach 11 How were participants approached? e.g. 
face-to-face, telephone, mail, email 

5 

Sample size 12 How many participants were in the study? 5 
Non-participation 13 How many people refused to participate or 

dropped out? Reasons? 
5 

Setting 
Setting of data collection 14 Where was the data collected? e.g. home, 

clinic, workplace 
6 

Presence of nonparticipants 15 Was anyone else present besides the 6 
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participants and researchers? 
Description of sample 16 What are the important characteristics of 

the sample? e.g. demographic data, date 
5 (Table 1) 

Data collection 
Interview guide 17 Were questions, prompts, guides provided 

by the authors? Was it pilot tested? 
6 

Topic Item 
No. 

Guide Questions/Description Reported on 
Page No. 

Repeat interviews 18 Were repeated interviews carried out? If 
yes, how many? 

6 

Audio/visual recording 19 Did the research use audio or visual 
recording to collect the data? 

7 

Field notes 20 Were field notes made during and/or 
after the interview or focus group? 

6 

Duration 21 What was the duration of the interviews 
or focus group? 

6 

Data saturation 22 Was data saturation discussed? 18 
Transcripts returned 23 Were transcripts returned to participants 

for comment and/or correction? 
N/A 

Domain 3: Analysis and findings 
Data analysis 
Number of data coders 24 How many data coders coded the data? 7 
Description of the coding 
Tree 

25 Did authors provide a description of the 
coding tree? 

8 (Figure 1) 

Derivation of themes 26 Were themes identified in advance or 
derived from the data? 

7 

Software 27 What software, if applicable, was used to 
manage the data? 

7 

Participant checking 28 Did participants provide feedback on the 
findings? 

19 
 

Reporting 
Quotations presented 29 Were participant quotations presented to 

illustrate the themes/findings? Was each 
quotation identified? e.g. participant 
number 

8- 13 

Data and findings consistent 30 Was there consistency between the data 
presented and the findings? 

8-13 

Clarity of major themes 31 Were major themes clearly presented in 
the findings? 

8-13 

Clarity of minor themes 32 Is there a description of diverse cases or 
discussion of minor themes? 

14-17 

 
 

Developed from: Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting qualitative research (COREQ): 
a 32-item checklist for interviews and focus groups. International Journal for Quality in Health Care. 2007. 
Volume 19, Number 6: pp. 349–357. 
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Appendix 2. Guidance for Reporting Involvement of Patients and the Public in the study  
Section and topic Item 

1: Aim 
Report the aim of the study 

To explore perspectives of patients with low back pain in order to 
understand how to qualify a patient-centred consultation by use of 
patient-reported outcomes (PROs). This was done by exploring the 
patients' perspectives regarding the assessment of functioning and 
disability as part of the development of a new PRO instrument based 
on The International Classification of Functioning, Disability and 
Health Core Set. 

2: Methods 

Provide a clear description 
of the methods used for PPI 
in the study 

Patient and public involvement in this study comprised focus group 
interviews with seven patients. The patients contributed to the 
development of the new PRO instrument.  

3: Results 

Outcomes—Report the 
results of PPI in the study, 
including both positive and 
negative outcomes 

Patient and public involvement contributed to the study in several 
ways: 
1. The patients in the pilot interview helped refine the interview 

guide. 
2. The patients in the focus group interviews contributed with their 

knowledge of living with LBP, and in relation to this, 
identification of relevant and irrelevant items to include in  the 
new PRO instrument. They highlighted the importance of three 
core themes: simplicity, individuality and application. Simplicity 
signified that items should be kept at a minimum, and overlapping 
items should be avoided.  Individuality indicated the need for 
partly individualized answers describing functioning.  Application 
related to provide useful information for clinical decision-making.  

4: Discussion and 
conclusions 

Outcomes—Comment on 
the extent to which PPI 
influenced the study overall. 

Describe positive and 
negative effects 

Interviews with patients provided important input to the development 
of the PRO. Patient involvement ensured that the content was not 
limited to the researchers' perspectives alone. Qualitative data 
containing the patients' perspectives are essential for establishing the 
content validity of PRO instruments.  
 
This qualitative study was an essential first part of a larger mixed-
methods study with the aim of developing and evaluating a decision 
support tool to assess functioning and disability in patients with low 
back pain (The Low Back Pain Tool). Involvement of patients was an 
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essential element in different steps of the development process of the 
overall project. We believe that patient involvement has influenced 
this study and the overall project in several positive ways.  

5: Reflections 

Critical perspective—
Comment critically on the 
study, reflecting on the 
things that went well and 
those that did not, so others 
can learn from this 
experience 

Experience from involving patient in this study has been very positive, 
as patient involvement is essential to develop PRO instruments that 
measure what matters to the patients. Patient and public involvement 
is recommended to be a core feature in PRO development. This study 
is the first to involve patients in developing a LBP-specific PRO 
instrument. 
One of the challenges was recruitment of patients. During a period of 
1 month, we succeeded in recruiting only seven patients with LBP due 
to several reasons, e.g. pain, inability to drive to the Spine Centre or  
sit for the 2hours the interviews lasted. These experiences must be 
taken into account when involving patients with LBP in future 
research.  
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Appendix 3. Comprehensive Core Set for Low Back Pain and Rehabilitation Set 
ICF 
Code 

ICF Category Title Comprehensive Core 
Set for Low Back 

Pain 

Rehabilitation 
Set 

Body functions    
b126 Temperament and personality functions X  
b130 Energy and drive functions X X 
b134 Sleep functions X X 
b152 Emotional functions X X 
b180 Experience of self and time functions X  
b260 Proprioceptive function X  
b280 Sensation of pain X X 
b455 Exercise tolerance functions X X 
b620 Urination functions X X 
b640 Sexual functions X X 
b710 Mobility of joint functions X X 
b715 Stability of joint functions  X  
b720 Mobility of bone functions X  
b730 Muscle power function  X X 
b735 Muscle tone functions X  
b740 Muscle endurance functions X  
b750 Motor reflex functions X  
b770 Gait pattern functions  X  
b780 Sensations related to muscle and movement 

functions  
X  

Body structures    
s120 Spinal cord and related structures  X  
s740 Structure of pelvic region X  
s750 Structure of lower extremity  X  
s760 Structure of trunk X  
s770 Additional musculoskeletal structures related to 

movement  
X  

Activities and participation    
d230 Carrying out daily routines  X 
d240 Handling stress and other psychological 

demands  
X X 

d410 Changing basic body position X X 
d415 Maintaining a body position X X 
d420 Transferring oneself  X X 
d430 Lifting and carrying objects  X  
d445 Hand and arm use X  
d450 Walking X X 
d455 Moving around  X X 
d460 Moving around in different locations  X  
d465 Moving around using equipment  X 
d470 Using transportation X X 
d475 Driving  X  
d510 Washing oneself  X X 
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d520 Caring for body parts  X 
d530 Toileting X X 
d540 Dressing X X 
d550 Eating  X 
d570 Looking after one’s health  X X 
d620 Acquisition of goods and services  X  
d630 Preparing meals  X  
d640 Doing housework X X 
d650  Caring for household objects  X  
d660 Assisting others  X X 
d710 Basic interpersonal interaction X X 
d760 Family relationships X  
d770  Intimate relationships  X X 
d845 Acquiring, keeping and terminating a job  X  
d850  Remunerative employment  X X 
d859 Work and employment, other specified and 

unspecified  
X  

d910 Community life X  
d920 Recreation and leisure  X X 
Environmental factors   
e110 Products or substances for personal consumption  X  
e120 Products and technology for personal indoor and 

outdoor mobility and transportation 
X  

e135 Products and technology for employment  X  
e150 Design, construction and building products and 

technology of buildings for public use 
X  

e155 Design, construction and building products and 
technology of buildings for private use  

X  

e225 Climate X  
e255 Vibration X  
e310 Immediate family  X  
e325 Acquaintances, peers, colleagues, neighbours 

and community members 
X  

e330 People in positions of authority X  
e355 Health professionals  X  
e360 Other professionals X  
e410 Individual attitudes of immediate family 

members 
X  

e425 Individual attitudes of acquaintances, peers, 
colleagues, neighbours and community members 

X  

e450 Individual attitudes of health professionals  X  
e455 Individual attitudes of other professionals X  
e460 Societal attitudes X  
e465 Social norms, practices and ideologies X  
e540 Transportation services, systems and policies X  
e550 Legal services, systems and policies X  
e570 Social security services, systems and policies  X  
e575 General social support services, systems and X  
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policies 
e580 Health services, systems and policies  X  
e585 Education and training services, systems and 

policies 
X  

e590 Labour and employment services, systems and 
policies 

X  
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