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Linguistic adaptation an adapted Spanish version of the PURE-4 for validation and use in Spain.

Material and method: We applied the method recommended by the International Society for
Pharmacoeconomic and Outcome Research for the cultural adaptation of patient-centered mea-
surement tools. The phases in the processes involved forward translation, reconciliation, back
translation review, harmonization, cognitive debriefing and review, and proofreading.
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Results: We obtained the permission of the author of the original questionnaire. Two native-
speaking translators translated the questionnaire into Spanish. Small changes, mainly in the
way the items were expressed, were then made in order to reconcile the 2 translations. The
questionnaire was then back translated to English and revised to achieve a version equivalent to
the original. A Spanish translation derived from the revision was tested for understandability in
7 patients, and the final Spanish version was then produced. During the translation phases, the
project manager and a scientific committee made up of a dermatologist and a rheumatologist
reviewed the different versions. Team members exchanged information throughout the process,
providing for harmonization and the quality control that guaranteed conceptual equivalence.
Conclusions: This adaptation of the PURE-4 questionnaire for use in Spain has been the first
step toward using it in routine clinical practice. The standardized method we used ensures that
the Spanish and the original versions are equivalent.

© 2020 AEDV. Published by Elsevier Espana, S.L.U. This is an open access article under the CC
BY-NC-ND license (http://creativecommons.org/licenses/by-nc-nd/4.0/).

Antecedentes y objetivo: El cuestionario PURE-4 puede considerarse una herramienta util para
identificar pacientes con posible artritis psoriasica y derivarlos al servicio de reumatologia
para confirmar el diagnostico. La version original en inglés presenta alta validez discriminatoria
(85,7% sensibilidad, 83,6% especificidad). El objetivo de este trabajo es adaptarlo para poblacion
espanola como paso previo a su validacion.

Material y método: Se aplico la metodologia recomendada por la International Society Pharma-
coeconomic and Outcome Research (ISPOR) para adaptaciones culturales de medidas centradas
en el paciente. Fases: preparacion, traduccion, reconciliacion, retrotraduccion/revision, armo-
nizacion, test de comprension/revision, correccion de pruebas.

Resultados: En la preparacion se obtuvo el permiso del autor del cuestionario original. Dos
traductores nativos realizaron la traduccion del cuestionario original al espaol. En la reconcil-
iacion se realizaron pequefas modificaciones, principalmente en el enunciado de los items. Se
realizé retrotraduccion al inglés, logrando una version equivalente al cuestionario original. La
version espaiola derivada se administro en el test de comprension a 7 pacientes, obteniéndose
la version final en espafol. Durante las traducciones, el responsable del proyecto y un comité
cientifico formado por un dermatdlogo y un reumatologo revisaron las diferentes versiones.
Los intercambios de informacion entre el equipo durante todo el proceso integraron la fase de
armonizacion, siendo un control de calidad continuo que garantizé la equivalencia conceptual
de las traducciones.

Conclusiones: La adaptacion del cuestionario PURE-4 para poblacion espafiola constituye la
primera etapa para su uso en practica clinica habitual. La metodologia estandarizada garantiza
la equivalencia entre la version espaiola y la original.

© 2020 AEDV. Publicado por Elsevier Espana, S.L.U. Este es un articulo Open Access bajo la
licencia CC BY-NC-ND (http://creativecommons.org/licenses/by-nc-nd/4.0/).

patients with psoriasis.”® One of the factors that could
explain underdiagnosis of PsA"¢ is the difficulty dermatol-
ogists face to differentiate between PsA and other forms

Psoriatic arthritis (PsA) is an inflammatory arthritis often
associated with psoriasis.” The clinical course is variable,
ranging from slow progression to one that is rapid and
destructive. Delay in diagnosis and treatment can lead to
irreversible erosive arthropathy, causing physical disability
and bone deformity.?

In Spain, the estimated prevalence of psoriasis is 2.3%,>
and it is calculated that 20% to 30% of patients with the
disease may also present PsA.* Furthermore, some studies
suggest that severe forms of psoriasis are associated with a
higher risk of developing PsA.> However, a high prevalence
of undiagnosed PsA (15%-40%) has been reported among

of arthritis in those patients with psoriasis who complain of
joint pain.”-

The high rate of underdiagnosis points to a need to
improve the detection, assessment, diagnosis, and treat-
ment of PsA. To achieve this, better screening for PsA
in patients with psoriasis is necessary, as appropriate and
timely care increases the chances of controlling the negative
impact on health-related quality of life.%°

To enable early detection of PsA, screening tools are
needed to identify patients at risk of developing the disease,
particarly in primary care and dermatology clinics, given
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that skin manifestations occur prior to PsA in 84% of cases.?
This requires sensitive tools that can be readily applied in
clinical practice to identify the first signs and symptoms of
PsA.

The tools currently available for screening patients
for PsA (Psoriasis Epidemiology Screening Tool [PEST],"
Toronto Psoriatic Arthritis Screen [ToPAS],'? Psoriatic Arthri-
tis Screening Evaluation [PASE],">'* and Early Arthritis for
Psoriatic Patients [EARP] questionnaire'®) have a sensitivity
and specificity greater than 85%."® Of all the tools men-
tioned, the EARP questionnaire is the one that has been
shown to be the most sensitive in comparison with ToPAS,
PEST, and PASE.'®'” However, all these tools have limita-
tions when implemented in dermatology clinics, given their
complexity and/or the time needed to correctly record
the different items included.’® A meta-analysis performed
by Iragorri et al.’® showed that additional data would be
needed to determine the extent to which these tools could
be efficient for screening purposes.

Recently, a new scale has been published for detection
of PsA: the PURE-4 (4-item Psoriatic arthritis UnclutteRed
screening Evaluation) questionnaire.'® This questionnaire
only includes 4 items. It has been developed as a brief and
simple tool to screen for patients with symptoms indicative
of PsA, for whom further evaluation by a rheumatologist
would be justified.®

The PURE-4 questionnaire'® was developed based on a
literature review of symptoms associated with PsA. Sub-
sequently, a group of dermatologists and rheumatologists
agreed by consensus on 23 items that would cover the char-
acteristics of PsA, such as presence of psoriasis, pain in
different areas of the body (peripheral, axial, buttocks,
chest wall, fingers and toes, heels) and signs of inflamma-
tion that occur in PsA (morning stiffness, swollen and/or
sensitive joints). The 23 items were administered to a sam-
ple of 137 patients diagnosed with psoriasis (patients with
confirmed diagnosis of PsA were excluded). A logistic regres-
sion model detected the 4 items that best differentiated
between patients with and without suspicion of PsA. The 4
items were evocative signs of dactylitis, inflammatory heal
pain, bilateral buttock pain, and peripheral joint pain with
swelling before 50 years of age. These 4 times require a yes
or no answer and a final score is calculated based on the
number of positive responses (total score ranging from 0
to 4). The questionnaire showed good discriminatory power
(area under curve of 87.6%). In the threshold of > 1 positive
response, the PURE-4 questionnaire achieved an excellent
sensitivity (85.7%) and specificity (83.6%), with dactylitis
being the most specific element (100.0%).'®

Currently, this scale has not been validated in the Spanish
population. The first step towards such a validation is linguis-
tic adaptation to Spanish as spoken in Spain, in accordance
with good translation practices and cultural adaptation to
patient reported outcomes (PROs)."’

Direct translation of a questionnaire can be associated
with errors of interpretation due to cultural differences
between countries. Therefore, before application in a pop-
ulation with a different culture and/or language to the
original version, it is essential to undertake an appropriate
process of cultural adaptation and subsequent validation.
For this objective, the guidelines published by the Interna-
tional Society of Pharmacoeconomic and Outcomes Research

(ISPOR) establish the framework for translation and cultu-
ral adaptation of PRO and standardize its methodology."
The present article describes the process followed for cultu-
ral adaptation of the PURE-4 questionnaire for the Spanish
population.

Cultural adaptation of the PURE-4 Questionnaire was per-
formed according to the ISPOR guidelines,”® with the
following phases: 1) preparation, 2) forward translation, 3)
reconciliation, 4 and 5) back translation and review, 6) har-
monization, 7 and 8) cognitive debriefing and review, and 9)
proofreading (Fig. 1).

In this phase, the permission of the author of the original
questionnaire is requested for the cultural adaptation, invit-
ing them to participate as a consultant during the process.
In this case, the author declined to participate.

A working group was established comprising a transla-
tor whose native tongue was the original language (English),
2 native Spanish translators, 2 clinical consultants (a der-
matologist and a rheumatologist), and a project manager
(PM).

The PM presented the conceptual framework of the ques-
tionnaire to the team to avoid ambiguity and assist the
translators in their work. The PM also presented the distribu-
tion of items, the instructions, and the options for response,
with the aim of facilitating the conceptual equivalence of
the translations.

Two professional native Spanish translators who were fluent
in English translated the questionnaire literally and indepen-
dently.

The PM, with the help of the 2 clinical consultants, deter-
mined, for each item, the translation that most exactly
captured the original meaning, in a simple and colloquial
language, to thus obtain a first version in Spanish of the
questionnaire.

The professional native English translator literally translated
the reconciled questionnaire to the original language. The
PM compared both versions and discussed with the transla-
tors the differences identified to detect possible issues with
comprehension.

The harmonization phase comprised information exchange
during the entire process, ensuring constant agreement
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1-Preparation 2-Forward translation  3-Reconciliation

4-Back translation
5-Review

7-Cognitive debriefing
8-Review

9-Final analysis

Obtain permission
for use of the
original version

Independent
translations
(English to Spanish)
by native Spanish
translators

Obtain a single
translation from
the 2 prior
translations

Back translation
into English of
the reconciled

Spanish version.

Review and approval

Administration of
the final version of
the PURE-4 in Spanish
to a group of 7
patients.

Review of the results

Review of the final
translation.

Proofreading
(correction of spelling
and grammatical
mistakes and other

errors if appropriate)

Y

Harmonization

Phases of the standard process of cultural adaptation of the PURE-4 questionnaire in the Spanish population.

between versions. Instead of considering harmonization an
isolated step, this process was included as a continuous
quality control to guarantee conceptual equivalence of the
translations.

In cognitive debriefing and review, the Spanish version of
the questionnaire resulting from the previous phases was
administered to 7 patients with psoriasis and no prior diag-
nosis of PsA who belonged to the Accion Psoriasis (Psoriasis
Action) patient group. The mother tongue of these patients
was Spanish.

This number of patients is in line with that proposed by
the IPSOR guidelines (5-8 participants),’® and is similar to
other cultural adaptations.?®?' This number was therefore
considered sufficient to determine the level of comprehen-
sion of the items and assess possible confounding factors.

The results of cognitive debriefing were reviewed and
commented by the working group, leading to a second and
final version of the questionnaire in Spanish.

At all times, ethical requirements were met and confi-
dentiality observed. Informed consent was obtained from
the patients.

In this phase, errors that had not been detected earlier were
corrected, and spelling and grammar were revised before
the instrument was considered apt for use in the target
population.

Table 1 shows all versions of the questionnaire.

The translators made several comments on the reconciled
translations:

e Item 3: the end of the original question stated ‘‘at the
same time or not.’’ Given that question is talking about

bilateral buttock pain the translators interpreted this as
meaning ‘‘pain in both buttocks at the same time or
separately,’’ although it could also mean ‘‘pain in both
buttocks at the same time or not’’ (no pain), but the
yes/no responses for this latter option would not be mean-
ingful. Therefore, it was decided to translate this as al
mismo tiempo o por separado (at the same time or sepa-
rately), for which a yes/no answer could be given.

Review of the reconciled translation by the experts gave
rise to the first intermediate version of the PURE-4 question-
naire in Spanish.

The first intermediate version of the questionnaire in Span-
ish was back translated to English by a native English
translator. The comments of the PM and translators after
back translation were:

e Item 1: replace the word evocador (evocative) with sug-
estivo (suggestive).

e Item 1: replace hinchazén general en un dedo (globally
swollen finger) with hinchazén que afectara a todo un
dedo (swelling of an entire finger).

e Item 2: notado (noted) should be added, so the back trans-
lation would be ‘‘had or noted’’

e Item 2: en cuanto se pone en pie (as soon as you stand up)
should be replaced with al ponerse de pie (on standing

up).

With these changes, a second intermediate version of the
questionnaire in Spanish was obtained.

This step is essential to ensure a good level of comprehen-
sion of the questionnaire by the target population and to
identify possible terms leading to confusion.

A total of 8 patients were recruited, of whom 7 were
valid for assessing their comprehension of the PURE-4 ques-
tionnaire. Patients were aged between 40 and 74 years, and
there were more women than men (57.1%) (Table 2).
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Modifications Made to the Items of the PURE-4 Questionnaire.

Original Version

1. Evocative signs of
dactylitis

Have you ever had a
globally swollen
and painful finger
or toe?

O Yes O No
2. Inflammatory heel
pain

Have you ever had
heel pain as soon
as you stand up in
the morning?

O Yes O No

3. Bilateral buttock
pain

Have you ever had
left and right
buttock pain, at
the same time or
not?

O Yes O No

4. Peripheral joint
pain with
swelling, before
50year

Have you ever had a
globally swollen
and painful finger
or toe?

[J Yes [J No

Abbreviation: PURE-4, 4-item Psoriatic arthritis UnclutteRed screening Evaluation.

First Intermediate
Version

1. Signos evocadores
de dactilitis

¢Ha tenido alguna vez
dolor o hinchazon
general en un dedo
de la mano o del pie?

JSi O No
2. Dolor inflamatorio
en el talon

¢Ha tenido alguna vez
dolor en el talon en
cuanto se pone de pie
por la manana?

0 Si O No

3. Dolor bilateral en
los gluteos

¢Ha tenido alguna vez
dolor en el gluteo
derecho e izquierdo,
al mismo tiempo o
por separado?

0 Si O No

4. Dolor articular
periférico con
hinchazon, antes de
los 50 anos

¢Ha tenido alguna vez
hinchazén o dolor en
una articulacion?

0 Si O No

Second Intermediate
Version

1. Signos sugestivos
de dactilitis

¢Ha tenido alguna vez
dolor e hinchazén que
afectara a todo un
dedo de la mano o
del pie?

O Si O No
2. Dolor inflamatorio
en el talon

¢Ha tenido o notado
alguna vez dolor en el
talon al ponerse de
pie por la manana?

O Si O No

3. Dolor bilateral en
los gluteos

;Ha tenido alguna vez
dolor en el gluteo
derecho e izquierdo,
al mismo tiempo o
por separado?

0 Si O No

4. Dolor articular
periférico con
hinchazon, antes de
los 50 anos

¢Ha tenido alguna vez
hinchazén o dolor en
una articulacion?

O Si O No

The minimum and maximum scores on the PURE-4 scale
ranged from 0 to 3 points, with a mean (SD) of 1.1 (1.1). All

patients responded to all items, with no answers omitted.
Comments and suggestions were collected from the

patients: 32 incidents were identified in total (Table 3).
Comments made by the experts on the version with the

patient suggestions were as follows:

e Item 1: no changes

e Item 2: the word inflamacién (inflammation) was deleted

as suggested by the patients.

e Item 3: no changes

e Item 4: at the end of the question, examples of joints have
been added in parentheses (hands, feet, knees or ankles,

for example).

Post-Cognitive
Debriefing Version

1. Signos sugestivos
de dactilitis (dedo en
forma de salchicha)
¢Ha tenido alguna vez
dolor e hinc-
hazon/inflamacion
que afectara a todo
un dedo de la mano o
del pie?

0 Si O No

2. Dolor con
inflamacion en el
talén

¢Ha tenido o notado
alguna vez dolor e
inflamacion en el
talon al ponerse de
pie por la manana?

0 Si O No

3. Dolor en los dos
gluteos

¢Ha tenido alguna vez
dolor en el gluteo
derecho o izquierdo,
al mismo tiempo o
por separado?

0 Si O No

4. Dolor articular con
hinchazon, antes de
los 50anos

¢Ha tenido alguna vez

hinchazoén o dolor en
una articulacion?

O Si O No

Experts Final Version

1. Signos sugestivos
de dactilitis (dedo en
forma de salchicha)
¢Ha tenido alguna vez
dolor e hinc-
hazon/inflamacion
que afectara a todo
un dedo de la mano o
del pie?

0 Si O No

2. Dolor con
inflamacion en el
talén

¢Ha tenido o notado
alguna vez dolor en el
talon al ponerse de
pie por la manana?

O Si O No

3. Dolor en los dos
gluteos

¢Ha tenido alguna vez
dolor en el gluteo
derecho o izquierdo,
al mismo tiempo o
por separado?

O Si O No

4. Dolor articular
periférico con
hinchazon, antes de
los 50 anos

¢Ha tenido alguna vez
hinchazon y dolor en
una articulacion
(manos, pies, rodillas
o tobillos, por
ejemplo)?

0 Si O No

Finally, after applying some grammatical corrections, the
cultural adaptation of the PURE-4 questionnaire to Span-
ish was considered complete, obtaining a final translated
version for administration to the Spanish population.

The present article describes the process followed for cultu-

ral adaptation of the PURE-4 questionnaire for use in the
Spanish population with psoriasis.

By following a standard process,' ensures the user of
the questionnaire can be sure that the translation is not

just literal; cultural aspects pertaining each item are taken
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Sociodemographic Characteristics of Patients
Interviewed and Score Obtained on the PURE-4 Scale.

Characteristics Patients (n=7)

Age, Mean (SD) 60.3 (11.5)
Sex, n (%)

Female 4 (57.1)

Male 3 (42.9)
Educational Attainment, n (%)

Higher education 4 (57.1)

High school 2 (28.6)

Elementary school 1(14.3)
Working Status, n (%)

Retired 4 (57.1)

Working 3 (42.9)
Years Since Diagnosis of Psoriasis, n (%)

>20years 6 (85.7)

15years 1(14.3)
Comorbidities

Arthrosis® n (%) 3 (42.9)

PURE-4 score (Scale 0—4), mean (DE) 1.1 (1.1)

Abbreviation: PURE-4, 4-item Psoriatic arthritis UnclutteRed
screening Evaluation.
@ Patient reported diagnosis.

into account to minimize errors due to interpretation of the
content and to aid comprehension in patients of any cultu-
ral level. Thus, with this process, a version is obtained that
is comparable with the original version in English. Some
authors include variations in the process and recommen-
dations to follow for cultural adaptation of instruments
or questionnaires to measure PROs,2"?? but the basic and
essential steps are, at the very least, forward translation
with back translation, and cognitive debrief, following the
standard process mentioned earlier. This is the process that
was followed for adaptation of the PURE-4 questionnaire.
In addition to maintaining the minimum steps for adapta-
tion, a harmonization phase was performed throughout the
process, rather than as an independent step.

It is essential that cultural adaptation of this type of
questionnaire is performed correctly to avoid erroneous
interpretations and ensure consistent results that enable
both individual monitoring of patients and comparison of
results with versions of the same questionnaire adapted to
other countries. The methodology for cultural adaptation of
a questionnaire should be followed appropriately so that, in
the subsequent validation phase, the results are imputable
only to the capacity for measuring the concept for which
it was designed and not errors in the process of cultural
adaptation.

During the process of cultural adaptation of the PURE-4
questionnaire to Spanish, difficulties were detected in the
comprehension of some expressions or technical terms such
as dactylitis or peripheral. These terms and expressions
have therefore been adapted to facilitate comprehension
and avoid erroneous interpretations. Given the way in which
this adaptation was performed, it can be concluded that the
questionnaire is fully comparable with the original version
in terms of the content of the items.

One aspect to bear in mind is that this cultural adaptation
is valid for the population whose mother tongue is Spanish as
spoken in Spain. Additional checks would be needed to con-
firm that this same version is valid for example for Spanish
spoken in South America.

To date, the PURE-4 questionnaire has not been adapted lin-
guistically and culturally to Spanish. Its adaptation is the first
step for subsequent use in everyday clinical practice, and
application of a standard methodology guarantees equiva-
lence between the Spanish and original English versions.

This study has shown conceptual and linguistic equiva-
lence of the Spanish version of the PURE-4 questionnaire
adapted from the original English version.
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Comments and Suggestions by the Patients During Cognitive Debriefing.

ltem Original
English Version

Title PURE-4

11-Title Evocative
signs of

dactylitis

II-Question Have you ever
had a globally
swollen and
painful finger
or toe?

Second
Intermediate
Version (Back
Translation)

PURE-4 Scale

Signos sugestivos
de dactilitis

¢Ha tenido alguna
vez dolor e
hinchazon que
afectara a todo
un dedo de la
mano o el pie?

Patient Comments/Suggestions (Verbatim Expressions by the
Patients)

P3: *‘I don’t know what it is. | would add something about
inflammation to the title.”’

P5: ‘‘This suggests to me a scale that serves for different items.
But the title doesn’t mean anything to me.”’

Pé6: ‘I don’t understand it, | suggest to call it ‘escala de
probabilidad de tener artritis psoriasica’ (risk scale for psoriatic
arthritis).’”’

P8: *‘I don’t understand the title, but the name is OK. If you
don’t know what it is, you get more response.’’ (This last point is
referring to the fact that if the title does not indicate what the
questionnaire is about, this could be something positive as it
would encourage the patients to respond out of curiosity.)

P3: *“You don’t understand the word dactilitis (dactylitis) if you
don’t read the question below.’’

P4: ‘I don’t know what dactylitis is. You can get an idea from
the question that follows.’’

P5: “‘I don’t understand the word dactilitis (dactylitis). You can
work it out from the question.’’

P6: ‘I would change dactilitis (dactylitis) for another expression
that implies swelling or arthrosis of the fingers.”’

P7: *‘l would put dactylitis and in parentheses the part about
signs suggestive of inflammation or pain.’’

P8: ‘I have no idea what dactylitis is. | would change dactylitis
for a more colloquial word.’’

P3: *‘Change hinchazon (swollen) for inflamacion
(inflammation).’’

P5: “‘Inflamacion (inflammation) instead of hinchazon (swollen),

although the concept of swelling is more colloquial.’’

Pé6: ‘I understand that if | haven’t experienced pain or swelling

in the entire figure (‘todo un dedo’), this doesn’t count. | would

1(Elhange reference to the entire finger for a small part of the
nger.’’

P7: *‘1 would perhaps also put inflammation. It would thus refer

to swelling or inflammation.’’

Assessment of the Proposed
Changes

In general, the patients
comment that they do not
understand the title and it is
meaningless to them.
However, there are no
suggestions.

It is decided not to change
the title and keep the
original title.

In general, the patients have
difficulties understanding the
term dactilitis (dactylitis).
However, their doubts are
resolved when they read the
question that follows. As an
alternative, they suggest
putting in parenthesis
‘‘sausage finger’’ so that the
patient understands the term
better.

Most of the patients’
comments suggest using
inflamacion (inflammation)
instead of hinchazon
(swollen) or adding both
words. It is proposed to
include both words in the
question.
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Table 3 (Continued)

Item

12-Title

12-Question

I3-Title

Original English
Version

Inflammatory
heel pain

Have you ever
had heel pain
as soon as you
stand up in the
morning?

Bilateral
buttock pain

Second
Intermediate
Version (Back
Translation)

Dolor inflamatorio
en el talon

;Ha tenido o
notado alguna vez
dolor en el talon
al ponerse de pie
por la manana?

Dolor bilateral en
los gliteos

Patient Comments/Suggestions (Verbatim Expressions by the
Patients)

P3: “‘This surprised me because | didn’t think the heel could become
inflamed. | associate this with pain. Perhaps | would put ‘Pain caused
by inflammation in the heel’.’’

P5: “‘I am not clear how you would perceive inflammation. You don’t
feel inflammation until it is evident. There is a risk that the patient
has felt pain, but not inflammation and does not respond
appropriately.’’

P7:’’ Pain or discomfort in the heel. But you don’t know whether it is
inflammation or just pain (in the heel, it is difficult to know if the
heel is inflamed).’’

P4: “*You could add the word inflamacion (inflammation): Have you
ever had heel pain or inflammation as soon as you stand up in the
morning?’’

P7: *‘l understand the question but it should specify whether it
refers to acute pain or pain prolonged over time.’’

P1: ‘I would change buttocks for upper part of the leg. The word
buttocks can be confusing.’’

P3: “‘Dolor bilateral en los gluteos (bilateral button pain) is not a
colloquial form of speech, but it can be understood. It is hard to
imagine this pain if you have never experienced it.’’

P4: *“’Bilateral’ is hard to understand. | understand that it means
lateral. | would remove the word bilateral.’’

P6: “‘The word ‘bilateral’ is redundant because if the following
question says that it can be in the right or left, then there is no need
to use the term.’ The word ’bilateral’ is too formal, | would only say
pain in the buttocks:’’

P7: **‘Not everyone knows what bilateral means. Better just to put
‘Dolor en los dos gliteos’ (pain in both buttocks)’’

P8: ‘‘Change the word’ bilateral’ for a synonym, for example, ‘in
both buttocks.’”’

Assessment of the Proposed
Changes

Patients are confused by pain
and inflammation. Consider
whether it is possible to add
dolor con inflamacion *‘pain
with inflammation.”’

Although only one person
suggests adding the word
inflamacién (inflammation),
this could be something to
consider, as the word
inflammation appears in the
title of Question 2 but does not
appear in the question.

Most of the patients agreed to
remove the word ’bilateral’
and just state ‘pain in both
buttocks.’
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Table 3 (Continued)

Item

13-Question

14-Title

14-Question

Original English
Version

Have you ever
had left and
right buttock
pain, at the
same time or
not?

Peripheral
joint pain with
swelling,
before 50years

Have you ever
had a globally
swollen and
painful finger
or toe?

Second
Intermediate
Version (Back
Translation)

¢Ha tenido alguna
vez dolor en el
gliteo derecho o
izquierdo, al
mismo tiempo o
por separado?

Dolor articular
periférico con
hinchazon, antes
de los 50 anos

¢Ha tenido alguna
vez hinchazoén o
dolor en una
articulacion?

Patient Comments/Suggestions (Verbatim Expressions by the
Patients)

P1: “*The text should specify more when this pain occurs (always,
when sitting. ..). And replace the word ‘buttocks’ for upper part of
the leg.”’

P4: *‘l would simplify and say ‘Have you ever had pain in the
buttocks at the same time or separately.’ | would remove reference
to left or right.”’

P1: ‘I would change peripheral for a more colloquial word such as
‘surrounding.’’’

P3: “‘I am not sure what peripheral means. | understand it means
pain the in the feet and hands’’

P5: ‘*This would be more comprehensible if it didn’t use the word
‘peripheral.’”’

Pé6: ‘what is peripheral joint pain? Is it pain in the limbs? Explain
what peripheral joint pain is or remove this expression. | have pain in
my elbows, but | don’t know whether elbow pain is peripheral pain.’’
P7: *‘The term peripheral may be hard to understand. Perhaps |
would remove peripheral from the expression.’’

P8: ‘‘External pain (the patient traces a circle with the fingers).
Peripheral may be hard to understand. | would change to ‘external
pain.’ Before 50 years of age, pain could be relative, because it may
be pain unrelated to psoriatic arthritis.”’

P3: *‘It would be better to refer to inflammation rather than
swelling.’’

P4: *‘This is confusing because | have experienced pain, but not
swelling before | was 50 years old.

P6: ‘‘It might be a little confusing to refer to swelling or pain.
Perhaps it could refer to swelling and/or pain?’’

Abbreviation: PURE-4, 4-item Psoriatic arthritis UnclutteRed screening Evaluation.

Assessment of the Proposed
Changes

It was not considered
necessary to change this item.

Most patients have difficulties
understanding the meaning of
‘peripheral’. It is suggested to
remove the term peripheral if
in medical terms it does not
provide any relevant
information.

It was not considered
necessary to change this item.
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