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Abstract The International Classification of Functioning,
Disability and Health (ICF) provides a common language
to understand what health means. An ICF core set, a list
of ICF categories affected by a certain disease, is useful to
objectify the content validity of a health status measure-
ment. This study aims to identify the potential items of a
gout specific ‘ICF core set’. A three-round Delphi exer-
cise was conducted, using web-based questionnaires.
Health professionals, specialized in gout, nominated and
subsequently rated the relevance of life areas divided into
ICF categories. Agreement was determined by using the
UCLA/RAND criteria. Simultaneously, a systematic re-
view of gout measure outcomes was conducted. The re-
sults of these studies were compared using the second
level of the ICF categories. In the Delphi study, consensus

was found for 136 relevant ICF categories. The literature
study extracted 134 different ICF categories in 149 arti-
cles. Three hundred and ten were non-defined outcomes.
A large number of ICF categories were deemed to be
relevant for people with gout. Only 29.7 % (19/64) of
the level 2 categories, deemed to be relevant by health
professionals, had been assessed as relevant in at least
5 % of gout outcome studies. Conversely, 70 % (19/27)
of level 2 ICF categories assessed in at least 5 % of out-
come studies were deemed relevant by health profes-
sionals. These ICF codes, which are found relevant in
both studies, should be considered as mandatory in further
research to a validated and practical core set of ICF cate-
gories. Published gout outcomes research fails to evaluate
many life areas that are thought relevant by health
professionals.
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Introduction

Gout is a metabolic disease of abnormal urate deposition,
leading to arthritis and sometimes tophus formation and
nephrolithiasis [1]. The acute arthritis of gout is typically
intensely painful and debilitating but intermittent in early
stages, sometimes becoming persistent and deforming [2].
Comprehensive assessment of patients with gout in clini-
cal practice or in clinical trials should include the impact
of the disease on the patients’ day-to-day life. To date,
most clinical trials determine the efficacy of gout treat-
ment in terms of reduction in serum urate or generic
health related quality of life (such as the Short Form 36
questionnaire) [3]. Another commonly used instrument in
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gout trials is the Health Assessment Questionnaire
Disability Index (HAQ-DI), which, while validated in a
gout population [4, 5], may not target the important lower
limb issues characteristic of gout. Such generic instru-
ments may be less applicable or not specific for particular
disorders such as gout. They may miss concepts of im-
portance and may not provide a comprehensive picture of
the health of the patient. The only gout-specific instru-
ment that has been developed in gout is the Gout Impact
Scale of the Gout Assessment Questionnaire [6], but this
may have technical psychometric shortcomings and was
not endorsed by OMERACT as a good patient reported
outcome measure [7].

The World Health Organization ratified the International
Classification of Functioning, Health and Disability (ICF) in
2001, providing a useful model and common language for
understanding what ‘health’ means [8]. In this model, health
and disability are at each end of a spectrum that is character-
ized by optimal versus malfunctioning. Functioning can be
considered at an organ level (body functions and structures),
at the level of the individual person (activity limitations) and at
a social level (participation restrictions). Examples of impair-
ment of body function and structure are renal impairment,
abnormal joint range of motion or joint space narrowing.
Examples of activity limitations are difficulty walking, self-
care or dressing. Examples of participation restrictions are
problems with family relationships, inability to work or to
be able to attend to community events. Furthermore, the mod-
el recognizes the influence on health not only by the patho-
logical process (illness or injury) but also by the environmen-
tal and personal contextual factors. Examples of environmen-
tal factors include the level of healthcare available to the indi-
vidual or the provision of a building modification to allow
wheelchair access. Examples of personal factors include age
and gender or psychological factors such as resilience. The
ICF has codified over 1400 items (categories) of human life
grouped into these components (excepting personal factors).
Thus, the ICF provides a very useful and practical way of
organizing the range of health deficits relevant to people with
any particular disease, including gout.

In this study, we sought to elicit the range of relevant
life areas for patients with gout, in the opinion of health
professionals, and to compare this list with the range of
life areas actually assessed in outcome studies of gout.
The objective was to verify that the issues thought impor-
tant by health professionals were being assessed in out-
come studies. In addition, this study was part of a larger
project to gather data that would inform the identification
of core ICF categories for gout. Such core sets of ICF
categories have been identified for rheumatoid arthritis
[9], low back pain [10], osteoarthritis [11], ankylosing
spondylitis (AS) [12] and several other non-rheumatic dis-
eases [13]. In the case of AS, the ICF core set has been

the starting point for the development of a disease-specific
measure of health status (health-related quality of life)
[14].

Materials and methods

Opinion of health professionals

A web-based Delphi study was conducted amongst health
professionals identified from prior surveys, OMERACT gout
working group members and contacts within gout clinical
researchers. The first open-ended survey requested partici-
pants to nominate life areas of relevance for people with gout,
within each component of the ICF (body structures, body
functions, activities and participation and environmental fac-
tors). Each nominated life area was mapped to the most pre-
cise ICF category according to published linkage rules [15].
Life areas that were not able to be linked to an ICF category
were classed as non-definable general health, non-definable
physical health, health condition or personal factor. Then par-
ticipants were asked to rate each ICF category for the rele-
vance to a patient with gout, using a numerical rating scale 1
through 9 (definitely not relevant through definitely relevant).

Consensus was determined by means of the UCLA/RAND
disagreement index [16], whereby an index score <1 was de-
fined as agreement. ICF categories for which there was agree-
ment and found to be relevant (median >6) or not relevant
(median <4) were not rated again. All other ICF categories
(median rating 4 through 6 or for which there was disagree-
ment) were re-rated in further surveys. The median rating and
interpercentile range (IPR) for each ICF category were pro-
vided for respondents to consider when re-rating in subse-
quent surveys. This continued until there was no further dis-
agreement or participants made no changes to their rating
judgements.

Outcomes from published gout studies

A systematic literature review was conducted using the
PubMed, Medline and Cochrane databases to identify ICF
categories that were assessed in outcomes studies. Studies
were selected that met the following criteria: article includes
outcomes related to adult gout patients; the outcomes that
have been measured only concern people with gout. Studies
that included other diseases and other types of arthritis or
hyperuricemia without gout were excluded. Case studies of
a single individual were also excluded.

From each study, every outcome assessment was abstract-
ed. This included baseline assessments if that assessment var-
iable was used as a covariate in the evaluation of outcome. For
questionnaires or instruments that contained multiple items,
each item was abstracted. Then, each outcome item was

2260 Clin Rheumatol (2016) 35:2259–2268



mapped to the most precise ICF category using the same link-
age rules used in the Delphi study.

Comparison of ICF categories

The extent of overlap in ICF categories between the two data
sources was described using the second level of classification
for each category. Categories that received a median rating >6
during the health professional survey were compared to cate-
gories in published gout outcomes research, which appear in
at least 5 % of the articles. This was done for each ICF com-
ponent and items not ICF classifiable separately.

Results

Delphi survey of health professionals

A total of 147 health professionals were invited to participate.
On the first and second questionnaire, there was a response
rate of 44 % (64 participants) and 42 % (62 participants),
respectively. Of these, 79 % (49 participants) completed both
surveys. The third survey was completed by 85 % (53 partic-
ipants) of the participants, who completed the second survey.
The respondents originated from 22 countries, divided over
five continents. There were 70 rheumatologists or rheumatol-
ogy residents, 3 general practitioners, 2 nurses and 1 podiatrist
included.

After the first round, 905 different life areas were collected.
Those could be mapped onto 309 ICF categories, which
belonged to the components of body functions (93), body
structures (54), activities and participation (109) and environ-
mental factors (53). Another 26 items were not definable with-
in the existing categories of ICF. Those were divided into nine
health conditions, three personal factors, six non-definable
physical health (nd-ph) items and eight non-definable general
health (nd-gh) items. During the second iteration, three envi-
ronmental factors and two non-definable factors were added.

In the second round, agreement was found for 120 relevant
ICF categories (disagreement index <1 and median >6) divid-
ed into 35 body functions, 18 body structures, 58 activities
and participation and 9 environmental factors. There were 20
additional non-definable items.

In the third round, or second scoring iteration, there was
agreement for a further 16 relevant ICF categories divided in 3
body functions, 2 body structures, 5 activities and participa-
tion and 6 environmental factors. There were two additional
non-definable items. As summarized, the final list of relevant
ICF categories contains 136 relevant ICF categories and 22
non-ICF definable items.

Pain in body parts (b2801), pain in joints (b28016), mobil-
ity in joint functions (b710) tophi (nd-ph) and MSU deposi-
tion (nd-ph) reached the highest ratings with consensus for a

median relevance rating of 8.5–9. Additionally, 32 items were
judged slightly lower with ratings of a median of 7.5–8, and
121 items were judged with a median of 6.5–7. The specific
results for all relevant items (median ratings 6.5–9), ordered
by relevance based on their median, are displayed in supple-
mentary Tables 1, 2, 3 and 4. These items are summarized by
collapsing categories to the relevant level 2 category (Table 1).
Where more than one narrower ICF category was judged as
relevant within a level 2 category, the higher rated median
rating is shown.

There was agreement that 25 ICF categories were not
relevant (median <4) divided into 6 body functions, 15
body structures, 1 activity and participation and 3 envi-
ronmental factors. There were no additional non-
definable items found to be irrelevant. During the
process, uncertainty (median rating between 4 and 6)
remained about the relevance of 151 ICF categories
and 6 non-definable items. Additionally, 16 uncertain
items did not achieve consensus. Significant change in
opinion (difference in median >1) in those items was
not measurable anymore after 2 iterations and since
there were no new items being nominated, the survey
stopped.

Literature review

Using the pre-defined search strategy, the PubMed search
contained 122 results; Medline search contained 170 results;
and Cochrane search contained 19 results. After screening the
titles, we excluded 149 out of 311 non-duplicate articles (23
duplicates). The reasons for exclusion were that they were
about hyperuricemia rather than gout patients (n = 81); be-
cause they did not contain any outcomes; and they were just
descriptions of existing knowledge about gout or literature
updates (n = 32) and case reports (n = 11). One study was
excluded because it only evaluated diagnostic tools. One
study was excluded because it contained only pharmacologi-
cal parameters.

After screening the abstracts, 12 articles were excluded.
Four articles were excluded because they did not include only
gout patients. Two studies were case reports. Three studies did
not contain outcomes. One study was a pharmacological
study. Two studies did not show any results, in which they
were just study protocols. After reading the full texts, two
studies were excluded. One study did not contain any out-
comes. One study included patients with other diseases. One
additional study that was identified after supervisor review via
expert knowledge was included. In total, 149 articles were
fully included for review.

In total, 1571 different outcomes were extracted. All
outcomes were linked into 134 different ICF categories:
body functions (445 outcomes), body structures (118 out-
comes), activities and participation (197 outcomes) and
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Table 1 Second-level categories of ICF judged by health professionals to be relevant for people with gout

ICF category Description Median (95% CI) rating
of relevance for people
with gout

Category in at least 5 %
of articles from literature
review

Body structures s410 Structure of cardiovascular system 7 (6 to 7)

s610 Structure of urinary system 7 (6 to 8)

s730 Structure of upper extremity 7.5 (7 to 8)

s750 Structure of lower extremity 8 (8 to 9) X

s770 Additional MSK structures related to movement 8 (7.3 to 9) X

s810 Structure of areas of skin 7 (6 to 7) X

Body functions b130 Energy and drive functions 7 (4 to 7)

b134 Sleep functions 7 (6 to 7) X

b180 Experience of self and time functions 7 (6 to 7)

b280 Sensation of pain 9 (8 to 9) X

b410 Heart functions 7 (6 to 7.7) X

b415 Blood vessel functions 7 (5 to 7)

b420 Blood pressure functions 7 (6 to 8)

b435 Immunological system functions 7 (6 to 8) X

b455 Exercise tolerance functions 7 (6 to 7)

b530 Weight maintenance functions 7 (6 to 8) X

b540 General metabolic functions 7 (6 to 8) X

b545 Water, mineral and electrolyte balance functions 7 (5 to 7)

b610 Urinary excretory functions 7.5 (7 to 8) X

b7 Neuromusculoskeletal and movement-related
functions

8 (8 to 9)

b710 Mobility of joint functions 8.5 (8 to 9) X

b715 Stability of joint functions 7.5 (6.3 to 8)

b730 Muscle power functions 7 (6 to 8)

b770 Gait pattern functions 7.5 (6 to 8)

Activities and
participation

d210 Undertaking a single task 7 (5.4 to 7)

d230 Carrying out daily routine 7 (6 to 8)

d4 Mobility 8 (7 to 8.7)

d410 Changing basic body position 7 (7 to 8) X

d415 Maintaining a body position 7 (7 to 8)

d420 Transferring oneself 7 (6 to 8)

d430 Lifting and carrying objects 7 (6 to 8)

d440 Fine hand use 7 (7 to 8)

d445 Hand and arm use 7 (6 to 8) X

d450 Walking 8 (7.3 to 9) X

d455 Moving around 8 (7 to 8)

d460 Moving around in different locations 8 (7 to 9)

d470 Using transportation 7 (7 to 8)

d475 Driving 7 (7 to 8)

d5 Self-care 7.5 (7 to 8)

d510 Washing oneself 7 (6.3 to 8) X

d520 Caring for body parts 7 (6 to 8)

d530 Toileting 7 (6 to 7.7)

d540 Dressing 8 (7 to 8) X

d560 Drinking 7 (6 to 7)

d570 Looking after one’s health 7 (7 to 8) X

d620 Acquisition of goods and services 7 (5 to 7) X
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environmental factors (261 outcomes). A list of all level 2
ICF categories used and the percentage of articles that
used the ICF category can be found in Table 2. For level
2 categories in which more than one narrower category
was used, the frequency refers to the most frequent

category used in outcomes studies. The ICF codes that
appear in more than 5 % of the articles are found to be
relevant.

A list of the most highly rated and/or frequently published
ICF second-level categories is shown in Table 3.

Table 1 (continued)

ICF category Description Median (95% CI) rating
of relevance for people
with gout

Category in at least 5 %
of articles from literature
review

d630 Preparing meals 7 (6 to 7)

d640 Doing housework 7 (6 to 7)

d770 Intimate relationships 6.5 (6 to 7)

d845 Acquiring, keeping and terminating a job 7 (6 to 8)

d850 Remunerative employment 7 (6 to 8)

d870 Economic self-sufficiency 7 (6 to 8)

d920 Recreation and leisure 7 (6 to 8)

Environmental

factors

e310 Immediate family 7 (6 to 7)

e320 Friends 7 (6 to 7)

e355 Health professionals 7 (7 to 8) X

e410 Individual attitudes of immediate family members 7 (6 to 8)

e420 Individual attitudes of friends 7 (6 to 7)

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

7 (6 to 7)

e450 Individual attitudes of health professionals 7 (6 to 7)

e460 Societal attitudes 7 (6 to 7)

e465 Social norms, practices and ideologies 7 (6 to 7)

e580 Health services, systems and policies 8 (7 to 8)

e585 Education and training services, systems and policies 6.5 (5.7 to 7)

Not classifiable

by ICF

Health condition Diabetes mellitus 8 (7 to 8)

Hyperlipidemia 8 (7 to 8)

Urolithiasis 8 (7 to 8)

Major physical stress 8 (7 to 8)

Cancer 7 (6 to 8)

Depression 7 (6 to 8)

Psoriasis 7 (6 to 8)

Other comorbidities 7 (6 to 8)

Personal factors Attitudes to health 8 (7 to 8)

Genetics 7 (7 to 8)

Sex/gender 7 (7 to 8)

Dexterity 7 (5 to 7)

Not definable physical
health

Tophi 9 (8 to 9)

MSU 9 (8 to 9)

Soft tissue erythema 7 (7 to 8)

Factors influencing hormones 7 (6 to 7)

Liver metabolism 7 (6 to 7)

Not definable general
health

Using lower extremities 8 (7 to 9)

Long intercritical periods 8 (7 to 9)

Activities 7 (6 to 8)

Physical appearance 7 (6 to 7)

Reduced function 8 (7 to 8)
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Table 2 Second-level categories of ICF used in outcomes studies in people with gout (from a systematic literature review)

ICF
category

Description Proportion of articles that
used this ICF category
(at least 5% highlighted)

Category also rated as
relevant by health
professionals

Body structures s410 Structure of cardiovascular system 0.03

s750 Structure of lower extremity 0.05 x

s760 Structure of trunk 0.01

s770 Additional MSK structures related to movement 0.55 x

s810 Structure of areas of skin 0.15 x

Body functions b110 Consciousness functions 0.01

b126 Temperament and personality functions 0.03

b130 Energy and drive functions 0.04

b134 Sleep functions 0.06 x

b140 Attention functions 0.01

b144 Memory functions 0.01

b152 Emotional functions 0.31

b180 Experience of self and time functions 0.001

b270 Sensory functions related to temperature and other stimuli 0.03

b280 Sensation of pain 1.13a x

b410 Heart functions 0.09 x

b415 Blood vessel functions 0.02

b420 Blood pressure functions 0.05

b430 Haematological system functions 0.07

b435 Immunological system functions 0.25 x

b450 Additional respiratory functions 0.01

b510 Ingestion functions 0.01

b515 Digestive functions 0.01

b530 Weight maintenance functions 0.15 x

b535 Sensations associated with the digestive system 0.01

b540 General metabolic functions 0.38 x

b545 Water, mineral and electrolyte balance functions 0.01

b550 Thermoregulatory functions 0.06

b555 Endocrine gland functions 0.01

b610 Urinary excretory functions 0.41 x

b650 Menstruation functions 0.01

b710 Mobility of joint functions 0.08 x

b770 Gait pattern functions 0.01

b780 Sensations related to muscles and movement functions 0.03

Activities and
participation

d160 Focusing attention 0.01

d220 Undertaking multiple tasks 0.01

d230 Carrying out daily routine 0.05

d4 Mobility 0.04

d410 Changing basic body position 0.12 x

d415 Maintaining a body position 0.02

d420 Transferring oneself 0.01

d430 Lifting and carrying objects 0.02

d435 Moving objects with lower extremities 0.01

d440 Fine hand use 0.05

d445 Hand and arm use 0.13 x

d450 Walking 0.14 x

d455 Moving around 0.03
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Discussion

A large number of ICF categories were deemed by health
professionals to be relevant for people with gout. Only
29.7 % (19/64) of these have been assessed as relevant in at
least 5 % of gout outcomes studies, suggesting inadequate

coverage of important life areas. Conversely, 70 % (19/27)
of categories assessed in at least 5 % of outcome studies were
deemed relevant by health professionals. The ICF components
least well assessed in published research are ‘activities and
participation’ and ‘environmental factors’ (see Fig. 1). Those
ICF categories which are relevant from both data sources

Table 2 (continued)

ICF
category

Description Proportion of articles that
used this ICF category
(at least 5% highlighted)

Category also rated as
relevant by health
professionals

d470 Using transportation 0.01

d5 Self-care 0.02

d510 Washing oneself 0.05 x

d520 Caring for body parts 0.01

d540 Dressing 0.06 x

d550 Eating 0.03

d560 Drinking 0.01

d570 Looking after one’s health 0.07 x

d6 Domestic life 0.01

d620 Acquisition of goods and services 0.20 x

d640 Doing housework 0.03

d770 Intimate relationships 0.01

d8 Major life areas 0.13

d810 Informal education 0.05

d850 Remunerative employment 0.03

d870 Economic self-sufficiency 0.01

d9 Community, social and civic life 0.01

d910 Community life 0.01

d920 Recreation and leisure 0.07

Environmental factors e110 Products or substances for personal consumption 1.23a

e115 Products and technology for personal use in daily living 0.10

e120 Products and technology for personal indoor and
outdoor mobility and transportation

0.07

e150 Design, construction and building products and
technology of buildings for public use

0.01

e225 Climate 0.01

e235 Human-caused events 0.01

e3 Support and relationships 0.01

e320 Friends 0.01

e340 Personal care providers and personal assistants 0.02

e355 Health professionals 0.09 x

e570 Social security services, systems and policies 0.02

e580 Health services, systems and policies 0.02

Non-classifiable by ICF Nd-hc Health conditions 0.93

Nd-gh Non-defined general health 0.04

Nd-mh Non-defined mental health 0.02

Nd-ph Non-defined psysical health 0.10

Nd-qol Non-defined quality of life 0.05

Pf Personal factors 0.48

a The percentage exceeds 100 % due to the fact that several outcomes in the same article were linked to the same ICF category
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should be considered as mandatory in further research to a
validated and practical core set of ICF categories. The ICF
codes that found to be relevant in only one of the two studies
perhaps should be reconsidered.

Several non-definable items were rated highly by health
professionals within the categories of other health conditions
(e.g. diabetes mellitus), personal factors (e.g. gender), non-
ICF definable physical health concepts (e.g. tophi) and non-
ICF definable general health concepts (e.g. long intercritical
periods). These non-definable items can be found in Table 2.
Of these categories, other health conditions were recorded
frequently in published outcomes literature (93% of articles),
non-ICF physical health concepts (10 % of articles), quality of

life concepts (5 % of articles) and personal factors (48 % of
articles).

It is very likely that patients will have different views
about which ICF categories are of relevance to them, and
it will be necessary to gather data directly from patients
before determining a final list of the most relevant ICF
categories for gout that should be assessed in outcomes
research or clinical practice. A qualitative study of inter-
view data from individuals and focus groups of people
with gout is presently underway.

In the limited work already undertaken on life areas con-
sidered to be affected by gout in the opinion of gout patients,
similar concerns have been identified. A study fromBarcelona

Table 3 Second-level categories
of ICF most frequently used in
published literature (>5 % of
articles) and/or rated most highly
by health professionals (median
rating >7.5)

ICF
category

Description Proportion of
articles
that used this
ICF category

Median rating
by
health
professionals

Body structures
and
functions

s750 Structure of lower extremity 0.05 8
s770 Additional MSK structures

related to movement
0.55 8

s810 Structure of areas of skin 0.15 7
b134 Sleep functions 0.06 7
b152 Emotional functions 0.31
b280 Sensation of pain 1.13a 9
b410 Heart functions 0.09 7
b430 Haematological system

functions
0.07

b435 Immunological system
functions

0.25 7

b530 Weight maintenance functions 0.15 7
b540 General metabolic functions 0.38 7
b550 Thermoregulatory functions 0.06
b610 Urinary excretory functions 0.41 7.5
b7 Neuromusculoskeletal and

movement related disorders
8

b710 Mobility of joint functions 0.08 8.5
Activities and

participation
d4 Mobility 8
d410 Changing basic body position 0.12 7
d445 Hand and arm use 0.13 7
d450 Walking 0.14 8
d455 Moving around 8
d460 Moving around in different

locations
8

d510 Washing oneself 0.05 7
d540 Dressing 0.06 8
d570 Looking after one’s health 0.07 7
d620 Acquisition of goods and

services
0.20 7

d8 Major life areas 0.13
d920 Recreation and leisure 0.07

Environmental
factors

e110 Products or substances for
personal consumption

1.23a

e115 Products and technology for
personal use in daily living

0.10

e120 Products and technology for
personal indoor and
outdoor
mobility and transportation

0.07

e355 Health professionals 0.09 7
e580 Health services, systems and

policies
8

a The percentage exceeds 100% due to the fact that several outcomes in the same article were linked to the same
ICF category
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found that the six most frequent concerns were pain, joint
stiffness, joint swelling/inflammation, dietary restrictions,
not being able to work, not being able to sleep and not being
able to wear shoes [17]. Another qualitative study from New
Zealand found that concerns of people with gout included not
only the direct effects of the disease but also the progressive
nature of the condition (increasing flare frequency, dietary
triggers, reduced effectiveness of acute gout medications)
and lack of knowledge about gout (encompassing social stig-
ma and stoicism) [18].

Further limitations to this study include the low response
rate to the Delphi survey. Most respondents were rheumatol-
ogists with an interest in gout, and the results may be different
with a much broader range of health professionals, particularly
primary care physicians or nurses who treat a different spec-
trum of disease severity, and where the majority of gout pa-
tients received care. Further projects should involve primary
care health professionals to a greater extent.

In addition, and despite the use of mapping rules, there was
the possibility of inconsistently mapping the same item
(whether identified from outcomes research or elicited from
HP) by individual interpretation. This was mitigated to a sig-
nificant extent by having a third author (WJT) independently
check the mapping procedures in a sample of items from each
source and resolving differences by consensus. The mapping
procedure was performed by one author (MJN) for the litera-
ture review and by another author (EMK) for the Delphi sur-
vey. Furthermore, by condensing the ICF categories to the
second level for the comparison, any inconsistencies from
precise categorization are likely to be greatly reduced.

The large number of ICF categories elicited by health pro-
fessionals partly reflects the broad question put to them, which
concerned life areas of relevance for people with gout. This
necessarily includes life areas of relevance to most people,

whether or not they have gout and it will be sensible for the
final list of important gout-specific ICF categories to consider
both relevance and relationship with gout. Some items
thought to be relevant by HP include comorbidities, which
are more frequent in gout and contribute to impaired health
status but are not intrinsic to the disease.

Ultimately, a preliminary set of core ICF categories for gout
needs to be decided by a consensus meeting between patients
and health professionals, having regard for the data collected
in the current study and other data sources (especially data
from patients). Nonetheless, the relative infrequency of out-
comes in clinical gout research that pertain to patient-centred
issues does suggest a need for a change in how clinical trials
are designed, especially with regard the primary endpoint.
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