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Background 
Patient involvement is essential when  
developing valid Patient Reported Outcome 
(PRO) instruments (1).  
The International Classification of  
Functioning, Disability and Health (ICF) is 
proposed to facilitate consistent description 
and measurement of Low Back Pain related 
disability (2). 

Purpose
To involve patients with lumbar radicular 
pain in the development of a PRO instrument 
based on ICF (ICF-PRO), by exploring  
patients’ perspectives on the instrument’s 
ability to describe functioning and provide 
information for decision-making.

Methods
The scientific fundament is ICF Core Set for 
Low Back Pain and ICF Rehabilitation Set. 
Items in the ICF-PRO are developed within 
methods and terminology of The Patient- 
Reported Outcomes Measurement  
Information System (PROMIS®).  
The development process contains five  
phases (figure 1). 

Results
This poster presents preliminary results  
from phase 1-3. 89% of the PROMIS items 
were linked to ICF. PROMIS items covered 
34% of the two core sets, resulting in  
development of 44 new items.  
The ICF-PRO sufficiently reflected how the 
patients’ everyday life was affected by lumbar 
radicular pain. The focus group interviews 
identified three themes representing  
elements of most importance for the patients 
(figure 2).  

Conclusions
‘Simplicity’, ‘Application’ and ‘Individuality’ 
was essential to patients to lead towards a 
patient centered consultation.  
Next step in the development process is  
piloting (n=15) before testing in clinical  
practice among patients with lumbar  
radicular pain (n=250). 

Recommendations
This study contributes with important  
insight into engaging patients in development 
of a PRO instrument and the use of patients´ 
perspective in decision making. It is expected 
that the ICF-PRO will facilitate patient  
centered consultation and enhance consistent 
description of functioning in patients with 
lumbar radicular pain by utilising ICF-related 
data. 
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Figure 2. Patients’ perspectives on the development and  
    application of a PRO intstrument in clinical practice.

PRO Instrument

ICF linking process
Link PROMIS items to relevant ICF categories  

using established ICF linking rules

ICF Core Set covered by PROMIS items 
Identify PROMIS items that correspond to ICF categories  

of the ICF Core Set for low back pain  
and (in a total 81 unique ICF categories) 

Development of new items
Develop new items to ensure full coverage of  

the ICF categories in the two core sets

Early stage piloting (n=3)
Individual interviews with patients while fulfilling  

the ICF-PRO
Draft ICF-PRO instrument 

Electronic draft ICF-PRO instrument

Focus group interview  
with patients with 

lumbar radiculopathy (n=7)
Focus group interview 
with clinicians (n=8)

Redraft ICF-PRO
Redraft ICF-PRO according to patients’ and  

clinicians comments and suggestions

Piloting ICF-PRO (n=15)
Telephone interview with patients after  

completing the ICF-PRO 
Redraft ICF-PRO

Redraft and redesign if necessary

Field testing (n=250)
Field test among patients with  

lumbar radiculopathy in Spine Center
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Figure 1. Development process
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