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Psoriatic arthritis; Introduction and objectives: The Early Arthritis for Psoriatic patients (EARP) questionnaire is a
Psoriasis; screening tool for psoriatic arthritis. The original Italian version has good measurement prop-
Screening; erties but the EARP required translation and adaptation for use in Spain. This article describes
EARP questionnaire; the cultural adaptation process as a step prior to validation.

Cultural adaptation Material and methods: We used the principles of good practice for the cross-cultural adap-

tation of patient-reported outcomes measurement established by the International Society
Pharmacoeconomics and Outcome Research. The steps in this process were preparation, forward
translation, reconciliation, back-translation and review, harmonization, cognitive debriefing
and review, and proofreading. During preparation the developers of the original questionnaire
were asked for their permission to adapt the EARP for use in Spain and to act as consultants
during the process.

Results: The original questionnaire was translated into Spanish by native Spanish translators,
who made slight changes that were approved by the questionnaire’s developers. The Spanish
version was then back-translated into Italian; that version was reviewed to confirm equivalence
with the original Italian text. The reconciled Spanish EARP was then tested for comprehensibility
and interpretation in a group of 35 patients. All the patients answered all items without making
additional comments.

Conclusion: This cultural adaptation of the EARP questionnaire for Spanish populations is the
first step towards its later use in routine clinical practice. The application of a cross-cultural
adaptation method ensured equivalence between the original and Spanish versions of the EARP.
The Spanish questionnaire will be validated in a second stage.
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Introduccidn y objetivos: El cuestionario Early Arthritis for Psoriatic patients (EARP) es una
herramienta de screening para artritis psoriasica con buenas propiedades de medicion en su
version original en italiano que no ha sido todavia adaptado culturalmente al espaiiol. Este
articulo expone la adaptacion para poblacion espafiola como paso previo a su validacion.
Material y método: Aplicacion de la metodologia recomendada por la International Society for
Pharmacoeconomics and Outcomes Research para adaptaciones culturales de medidas centradas
en el paciente y que consta de las siguientes fases: preparacion, traduccion, reconciliacion,
retrotraduccion y su revision, armonizacion, test de comprension y su revision y correccion de
pruebas. En la preparacion se obtuvo el permiso de los autores del cuestionario original para
su adaptacion cultural y colaboraron durante el proceso como asesores.

Resultados: La traduccion del cuestionario original al espanol la realizaron traductores nativos
que realizaron pequefas modificaciones aceptadas por los autores de la version original. Se
realizo la retrotraduccion al italiano, obteniendo una version equivalente al EARP original.
La version espafnola después de la retrotraduccion se aplicd en el test de comprension a 35
pacientes. Todos ellos contestaron a todos los items sin hacer aportaciones adicionales.
Conclusion: La adaptacion cultural del cuestionario EARP para poblacion espafola constituye
la primera etapa para su posterior uso en practica clinica habitual. La aplicacion de una
metodologia estandarizada garantiza la equivalencia entre el EARP en espafol y el original.

En una segunda etapa se realizara la validacion en poblacion espafiola.
© 2017 Elsevier Espana, S.L.U. y AEDV. Todos los derechos reservados.

Psoriatic arthritis (PsA) is a chronic inflammatory disease in
which psoriasis is associated with a variety of clinical and
radiologic signs that are not exclusive to this diagnosis.'
The estimated prevalence ranges from 0.02% to 0.42%*° and
the incidence from 3.4 to 8 cases per 100 000 population per
year.”® About 30% of patients with psoriasis may have PsA.°

The diagnosis of this disease is complicated by the vari-
ety of clinical presentations and its similarity to other joint
diseases. Two patient profiles can be defined. One type of
patient develops early arthritis and is generally followed
by a rheumatologist; another will initially present with skin
involvement and is usually followed by a dermatologist but
will develop arthritis later.’® A recent study in 7 countries
found that a third of patients with psoriasis treated in der-
matology clinics also had PsA."" The dermatologist must
therefore be able to identify signs suggestive of this dis-
ease so that the patient can be referred to a rheumatologist
for early control of joint involvement.'>™ This multidis-
ciplinary approach to PsA means that the main specialists
treating these patients require valid diagnostic tools for use
in routine clinical practice.'*'

The various self-administered questionnaires for detec-
ting PsA cases include the Psoriatic Arthritis Screening
and Evaluation and Toronto Psoriatic Arthritis Screening
questionnaires.'®'” The former has been validated for use in
Spanish populations.'® A study comparing the ability of these
tools to detect cases found that their specificity in clinical
use was lower than that reported in the initial validation
studies and also lower than the levels considered clinically
useful.'® Moreover, these instruments were less sensitive in
patients with lower levels of disease activity, fewer joint
symptoms, or recent onset of disease.'® This situation means
they cannot contribute to early case detection."

The Early Arthritis for Psoriatic Patients (EARP)
questionnaire?® has been shown to have good measure-
ment properties in its original version in Italian. The main
advantages of the EARP over the previously mentioned
questionnaires are that it is simple and can be adminis-
tered quickly, features that make a tool useful to practicing
dermatologists.?" Furthermore, the initial validation study
for the EARP showed that it identified a large percentage of
the patients who had not previously reported PsA symptoms.
The Spanish version we present in this article has undergone
such a validation study; the results are consistent with those
findings and a report should be published soon. The avail-
ability of a culturally adapted and validated Spanish version
of the EARP should prove useful for managing patients with
psoriasis in Spain.

Literally translated questionnaires can contain erroneous
interpretations because of cultural differences between
countries. Before a translated questionnaire is used in a
new population, it must undergo a process of cultural
adaptation of the language and the translated tool’s mea-
surement properties must be appropriately validated. The
International Society of Pharmacoeconomics and Outcomes
Research (ISPOR) provides a standardized method for the
translation, cultural adaptation, and linguistic validation of
clinical tools.??

Our aim here is to report the process we followed to cul-
turally adapt a version of the EARP questionnaire suitable
for use in a Spanish population.

The EARP, whose purpose is to detect PsA in patients with
psoriasis, was developed based on a review of the signs and
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Questi sintomi sono riferiti agli ultimi 6 mesi

1. Ha dolore alle articolazioni?

5. Fanno male le dita e i polsi?

6. Si sono gonfiate le dita o i polsi?

9. Ha dolori a piedi o alle caviglie?

10. Ha dolore all’anca o al gomito?

2. Ha assunto anti-infiammatori pit di due volte alla settimana negli ultimi 3 mesi?
3. Si svegia alla notte per il dolore alla schiena?

4. Sente rigide le mani per piu di 30 minuti al mattino?

7. Non ha mai visto gonfio un dito tipo salsicciotto per piu di tre giorni?

8. Il suo tendine di achille si é gonfiato?

Items in the original Italian version of the Early Arthritis for Psoriatic Patients questionnaire.

symptoms typical of patients diagnosed with PsA.?° The Ital-
ian authors drafted the questionnaire with 14 yes/no and
either/or questions, but after piloting and validating it in a
group of patients, they discarded 4 items because of low cor-
relation with other items (low internal consistency). Thus,
the final version has 10 items (Fig. 1), and the results are
scored from 0 (all negative responses) to 10 (all affirmative
responses). The cut point is 3: a score of 3 or more indicates
the possible presence of PsA. The authors concluded that
the EARP is brief, easy to answer and reliably identifies the
presence of PsA and can also detect incipient PsA.

The cultural adaptation of the EARP questionnaire for use in
Spain followed the ISPOR guidelines,?? which stipulate the
following processes: 1) preparation, 2) forward translation,
3) reconciliation, 4) back-translation, 5) back-translation
review, 6) harmonization, 7) testing of the translation in rel-
evant patients followed by cognitive debriefing, 8) review of
cognitive debriefing findings and revision of the translation,
and 9) proofreading (Fig. 2).

In the first, preparatory, phase we asked the EARP ques-
tionnaire developers for their permission to adapt it for
Spain. At the same time we asked them to clarify our doubts
about ambiguities in concepts and invited them to partici-
pate actively in our translation process. A working group
was established and native translators to Spanish and Italian
were recruited.

In the second step, two native speakers of Spanish each
translated the questionnaire.

In the third step, the Spanish translators reconciled their
translations to produce a single version after discussion of

doubts and discrepancies to arrive at consensus. The Italian
developers participated throughout.

In the fourth and fifth phases, the reconciled Spanish
version was back-translated to Italian and reviewed by the
Italian developers of the original.

In this process, involving much exchange of information
among working group members and the Italian developers,
harmonization was conceived as an ongoing quality control
effort to ensure conceptual equivalence between the orig-
inal and translated version. Thus, harmonization was not a
separate phase in our process. Next, a group of patients
representative of the target population answered the items
on the translated EARP questionnaire and participated in a
cognitive debriefing interview. We enrolled 35 patients for
this purpose, although the ISPOR guidelines?’ suggest fewer
(between 5 and 8) and other cultural adaptation working
groups have tested translations in groups that were smaller
than ours.?>?* We felt that testing in a larger group would
allow us to be more confident that items were compre-
hensible and that potential sources of confusion had been
identified. The results of this test process were discussed
among members of the working group.

The last phase, formal proofreading, was unnecessary
because the questionnaire was very brief and quality checks
in the previous phases ensured accuracy in grammar and
spelling.

We complied with ethical requirements to protect the
confidentiality of participants and obtain their informed
written consent.

Before translation, the developers of the EARP question-
naire gave their permission for the translation and cultural
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Flow chart of the standardized process used to adapt the Early Arthritis for Psoriatic Patients (EARP) questionnaire for

use in a Spanish population.

adaptation to Spanish, and they collaborated actively
throughout the process. Examples of help they provided
include discussion of alternative verb tenses to improve
comprehension of items and the use of the phrase and/or
when more than one part of the body was referred to.
They also clarified whether the phrase dolore alla schiena
in item 3 (Fig. 1) referred to pain in the entire back or
only the lower back. The authors also clarified expressions
with negative constructions that were potentially difficult
to understand.

The translators in the second phase had university
degrees in translation and were experienced with medi-
cal texts (2 translating into Spanish, 1 into Italian). The
project supervisor also gave the Spanish translators the
Italian developers’ comments and clarifications. After rec-
onciliation (third phase) modifications were made (Table 1).
Items were reordered so that the ones referring to joint
pain were grouped first; then followed items referring to
swollen joints and finally the remaining items. Verb tenses
were changed from the present tense used in Italian to the
present perfect for the Spanish version, and the introduc-
tory statement about the time frame was shortened. Item
10 of the Spanish version used the phrase tomar fdrmacos
antiinflamatorios (take anti-inflammatory drugs) in order to
introduce the familiar word fdrmacos even though it was
unnecessary, rather than the shorter phrase used in the Ital-
ian. Another change was the placement of this item last

in the questionnaire since it was the only one to use a time
frame of 3 months; in addition, this statement of time frame
was shifted to the beginning of the sentence, whereas it
appeared at the end in the Italian. These last 2 changes
were made to facilitate comprehension for patients when
they encountered a shift in the time frame. All changes were
approved by the developers of the original questionnaire.

The reconciled Spanish version was back-translated to
Italian (Fig. 3) by a single native Italian translator; like the
Spanish translators, this individual had a degree in trans-
lation and was experienced with medicine. No important
differences between the original and the back-translated
Italian versions were found. The consensus of the working
group and the Italian developers was that the reconciled
Spanish translation was a valid version of the Italian ques-
tionnaire.

Harmonization (the sixth recommended phase) was car-
ried out throughout the process by means of active exchange
of opinions and evaluations within the working group,
which included specialists in dermatology and rheumato-
logy, and the Italian developers. Harmonization was thus
accomplished through ongoing quality control measures.
The 35 patients with psoriasis who answered the translated
EARP questionnaire (seventh and eighth phases) were native
speakers of Spanish; 20 lived in Vigo and 15 in Barcelona.
The mean (SD) age in the group was 46.1 (16.7) years. More
than half were men and the largest education subgroup had

Changes Made in Items of the Early Arthritis for Psoriatic Patients Questionnaire During Translation and Adaptation.

Item Comment

Introductory phrase

The introductory phase about the time frame for most questions was shortened.

All items Items were ordered differently in the Spanish version.
All items The verb tense was changed to present perfect for the Spanish version.
Item 10

Item 10, list order
of other items.

The Spanish item included the familiar word fdrmacos (*‘anti-inflammatory drugs’’ rather than just
‘*anti-inflammatories’’) in Spanish in the interest of using colloquial language.
This item was placed last in the list because its 3-month time frame differed from the 6-month frame
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En los dltimos 6 meses:
In the last 6 months:

1. ¢Le han dolido las articulaciones?
Have you had joint pain?

2. ¢Le han dolido los dedos o las mufiecas?
Have your fingers or wrists hurt?

3. ¢Le han dolido las caderas o los codos?
Have you had pain in your hips or elbows?

4. ;Le han dolido los pies o los tobillos?
Have your feet or ankles hurt?

Have your figures or wrists become swollen?

Has lower back pain caused you to wake up?

de dos veces a la semana?

5. ¢ Se le han hinchado los dedos o las munecas?

6. ¢ Se le ha hinchado el tendon de aquiles (parte baja de la pantorrilla hasta el talon)?
Has your Achilles heel tendon (lower part of your calf to your heel) become swollen?

7. ¢Se le ha hinchado algun dedo (como si fuera una salchicha) durante al menos 3 dias?
Has any of your fingers stayed swollen (so it looked like a sausage) for at least 3 days?

8. ¢ Se ha despertado de noche a causa de dolor en la parte baja de la espalda?

9. ¢ Ha sentido las manos rigidas durante mads de 30 minutos por la mafana?
Have your hands felt stiff for longer than 30 minutes in the morning?

10. En los dltimos 3 meses, ¢ ha tomado farmacos antiinflamatorios para el dolor articular mas

In the last 3 months have you taken any anti-inflammatory drugs more than twice a week for joint pain?

Items in the Spanish version of the Early Arthritis for Psoriatic Patients questionnaire after translation and cultural
adaptation. (Translator’s note: The non-validated English translations shown below each Spanish item are for information purposes

only.)

Social and Demographic Characteristics of the
Sample of Patients Testing the Spanish Translation (Phase 7).

Patient Characteristics Mean (SD) n (%)

Age, y 46.1 (16.7)

Gender
Male 11 (62.9)
Female 8 (37.1)
Higher education 9 (25.7)
Secondary education 3 (8.6)
Primary school 22 (62.9)
No schooling 1(2.9)

only primary schooling (Table 2). This phase is critical for
ensuring that the questionnaire is correctly understood by
the target population and to identify potentially confusing
terms or expressions. All the patients answered all questions
and none reported having problems understanding any of the
items or any expressions or terms. Nor did they consider it
necessary to make any changes in the wording.

At the end of the testing phase, the adaptation process
was complete, and a version was ready for trial in a Spanish
population (Fig. 3).

Proofreading, the last IPSOR-recommended phase, was
deemed unnecessary because grammar and spelling in
this very brief questionnaire were checked throughout the
process.

This article describes the cultural adaptation process used
to translate the EARP questionnaire for use with psoria-
sis patients in Spain. The process has provided a version
that is comparable to the original Italian one. If a stan-
dardized process?? is followed, the user can be confident
that a questionnaire has not simply been literally trans-
lated. Instead, cultural aspects will have been taken into
consideration in the interest of minimizing error due to inap-
propriate interpretation of item content. Various processes
have been recommended in the literature on producing
validated translations of measurement tools,?>%¢ but the
minimally essential steps are as follows: translation, back-
translation, and testing of comprehension with patients who
represent the target population. This process was used to
adapt the EARP questionnaire for use in Spain.

Adequate communication with the developers of the orig-
inal version of a questionnaire is also a basic requirement
for cultural adaptation and should be initiated from the
start of a project. Dialog with the original developers facil-
itates understanding of the exact meaning of each item. In
our process we explained our doubts to the original authors
regarding subtle but important details such as the location
of back pain (whole back vs lower back).

Inadequate cultural adaptation of a questionnaire can
lead to erroneous interpretations affecting the treatment
of individual patients during follow-up. It may also mean
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that reports of research findings for populations in different
countries are not comparable. Given the cultural adaptation
process we applied to translate the EARP questionnaire, it
can be concluded that the Spanish and Italian versions are
comparable.

Properly following the cultural adaptation process is
also an essential condition for later validating the trans-
lated instrument by calculating sensitivity and specificity
statistics. With a valid translation as the starting point,
the user can be confident that discrimination performance
statistics reflect proper interpretation of items that have
been appropriately forward- and back-translated to safe-
guard against cultural misinterpretation. Furthermore, in a
context in which patient measures are considered impor-
tant data in the approval of new therapies,”” compliance
with recommended procedures during cultural adaptation of
measurement instruments acquires particular importance,
as mentioned above.

We detected no remarkable difficulties in interpreting
content during the translation and cultural adaptation of
the EARP questionnaire to Spanish. Thus, we did not have
to make great changes in item content, largely because
the questions were brief, simple, and asked for yes/no
and either/or answers that were easy for patients to give.
Using colloquial words such as dedos (fingers) and caderas
(hips) instead of more technical terms undoubtedly facil-
itated comprehension, and the test patients reported no
interpretation problems.

Nevertheless, our process had certain limitations. Even
though we tested the translation in more patients than
the ISPOR recommendations?? require, and also more than
the 9 to 16 patients other recommendations suggest,?>?* it
would have been desirable to recruit patients representing
more geographic areas within Spain. It would also have been
desirable to include a second lItalian back-translator in the
process so that language choices could have been discussed.
Another point to bear in mind is that the Spanish language
version we produced is valid for a population whose mother
tongue is a version spoken within Spain. It would be neces-
sary to determine whether it would also be valid for use in
other Spanish-speaking areas such as South America.

The cultural adaptation of an instrument is not the final
step for determining whether a translated questionnaire is
reliable for use in clinical practice or research. A validation
study that assesses our translation’s measurement proper-
ties (validity, sensitivity, specificity) must be done?® in an
appropriate Spanish population sample to ensure the pro-
posed tool behaves similarly to the original questionnaire.
Our recently completed validation study of the Spanish EARP
questionnaire should be published shortly.
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