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ABSTRACT | This study aimed to identify how WHODAS 2.0
is being used in clinical trials. This is a systematic review that
selected clinical trials in Portuguese, English, and Spanish
that used WHODAS 2.0. The search was conducted in the
following databases: MEDLINE, Embase, LILACS, and PEDro.
Data were collected on country, year, population, objectives,
version of WHODAS 2.0, and variables evaluated. This study
found 206 references, after analysis and evaluation of the
inclusion criteria, 32 articles were selected. Most studies
were conducted in Asia (n=10), followed by America (n=9).
Of the 32 studies, four used the 36-item version, 17 used the
12-item version, the others did not report or used results
from specific domains. Regarding study population, most
articles (n=24) included individuals with mental disorders
as their target population. Among the health professionals
who participated in the research, most were physicians and
nurses. It was observed that despite being an instrument
recommended by the WHO to assess functioning, only
32 studies used it. It was possible to observe that the
instrument is disseminated worldwide and despite being
a generic instrument, most studies used it to evaluate the
population with mental disorders.
Biopsychosocial Model; Review.

RESUMO | Este estudo teve o objetivo de identificar
como 0 WHODAS 2.0 estad sendo utilizado em ensaios
clinicos. Trata-se de uma revisdo sistematica em que
se selecionou ensaios clinicos em portugués, inglés e
espanhol que faziam uso do WHODAS 2.0. A busca foi
realizada nas bases de dados: MEDLINE, Embase, LILACS
e PEDro. Foram coletados dados de pais, ano, populacao,
objetivos, versao do WHODAS 2.0 e varidveis avaliadas.
Encontraram-se 206 referéncias, apos analise e avaliacdo
dos critérios de inclusao e foram selecionados 32 artigos.
A maioria dos estudos foi realizada na Asia (n=10),
seguida pela América (n=9). Dos 32 estudos, quatro
utilizaram a versao de 36 itens, 17 utilizaram a versao de
12 itens, os outros ndo informaram ou usaram resultados
de alguns dominios. Em relacao a populacao dos estudos,
amaioria dos artigos (n=24) apresentou como populacdo-
alvo individuos com transtornos mentais. A maioria dos
profissionais de salide que participaram da pesquisa eram
médicos e enfermeiros. Observa-se que apesar de ser um
instrumento indicado pela Organizacdo Mundial da Saude
(OMS) para avaliar a funcionalidade, apenas 32 estudos
o utilizaram. Foi possivel observar que o instrumento
é difundido mundialmente e apesar de ser genérico,
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a maioria dos estudos o utilizou na avaliacao da populacdo com
transtornos mentais.
Modelo Biopsicossial; Artigo de Revisdo.

RESUMEN | Este estudio tuvo como objetivo identificar el uso de
WHODAS 2.0 en los ensayos clinicos. Esta es una revision sistematica
en la que se seleccionaron ensayos clinicos en portugués, inglés y
espafol que utilizaron WHODAS 2.0. La busqueda se realizd en las
bases de datos MEDLINE, EMBASE, LILACS y PEDro. Se recogieron
datos en cuanto al pais, afo, poblacion, objetivos, version WHODAS
2.0y variables evaluadas. Después de un analisis y evaluacion de los
criterios de inclusion se encontraron 206 referencias, de las cuales se
seleccionaron 32 articulos. La mayoria de los estudios se realizaron

INTRODUCTION

Population aging, epidemiological changes, and an
increase in chronic noncommunicable diseases are leading
to an increasing number of people with disabilities’. This
trend leads to a greater need for rehabilitation services,
which are necessary interventions when an individual has
functional, sensory, mental, or even social limitations?.
A study with data from 2019 showed that at least one
in three people in the world need rehabilitation at some
point®. In addition, it is insufficient to rely on information
about morbidity and mortality occurrence to capture the
real health status of people and their need for health
services. Additional information is needed to complement
the data and accurately estimate, e.g., rehabilitation
needs. Therefore, the use of data on functioning has been
recommended for making health decisions**.

'Thus, functioning has been understood as an important
variable for understanding the health condition of the
population and their needs**. Functioning is an umbrella
term that covers the components of body function, body
structure, activity, participation, and contextual factors’.
'The International Classification of Functioning, Disability
and Health (ICF) is the international standard for framing,
describing, recording, and classifying functioning and
disability based on the biopsychosocial model®. The ICF
was published in 2001 by the World Health Organization
(WHO), being developed based on the biopsychosocial

model, and aims to: provide a unified and standardized

en Asia (n=10), seguido de las Américas (n=9). De los 32 estudios,
cuatro utilizaron la version de 36 items, 17 aplicaron la version de
12 items vy los otros no informaron ni utilizaron los resultados de
algunos dominios. Con respecto a la poblacion de estudio, la mayoria
delos articulos (n=24) tuvieron a individuos con trastornos mentales
como la poblacién objetivo. La mayoria de los profesionales de la
salud que participaron en la encuesta fueron médicos y enfermeros.
A pesar de ser un instrumento indicado por la Organizacion Mundial
de la Salud (OMS) para evaluar la funcionalidad, solo 32 estudios lo
utilizaron. Se pudo observar que el instrumento estd muy propagado
en el mundo vy a pesar de ser global, la mayoria de los estudios lo
utilizaron en la evaluacion de la poblacidn con trastornos mentales.
Modelo Biopsicossial; Revision.

language and framework to describe health and health-
related states; provide a scientific basis for understanding
the study of health and health-related conditions, their
determinants, and effects; allow comparison of data
among countries, health-related disciplines, services,
and at different points in time; and provide a coding
scheme for health information systems’.

'The ICF would not be recommended for measuring
disability in daily clinical practice because it does not
yield numerical information. In this context, the WHO
developed the World Health Organization Disability
Assessment Schedule (WHODAS 2.0), which provides
a standardized and cross-cultural model for measuring
health and disability®s. WHODAS 2.0 is a generic
instrument that assesses health and disability at the
population or clinical level. It is a practical and easy-
to-use instrument, providing the level of functioning
in six domains, namely: Cognition - understanding
and communicating; Mobility - getting around; Self-
care - hygiene, dressing, eating, and staying alone;
Getting along with people - interactions with other
people; Life activities — domestic responsibilities, leisure,
work, and school; Participation in society — joining
in community activities. The instrument presents
numerical scores ranging from zero to 100 (best to
worst) for each of the domains and an overall score of
tunctioning and disability, which is reliable and cross-
culturally applicable for adults. Due to its generic
nature, WHODAS 2.0 allows measuring the impact



of any health condition on functioning, enabling the
comparison of different populations. The instrument
has a 36-item version, a 12+24-item version, and a
12-item version, with the possibility of application by
interview, self-assessment, and proxy. The questions
address the difficulties encountered in the last 30 days,
with five response options - none, mild, moderate, severe,
and extreme or cannot. It was published in 2010 and
have been translated into several languages. Another very
important feature of this tool is that as an instrument
answered by the respondent, it offers information from
the respondent’s perspective, with clinical patient-
centered decision-making®.

'Thus, studying the use of WHODAS 2.0 in clinical
trials can provide a useful overview for detecting the
possibilities of strengthening and disseminating already
known application experiences and can also identify areas
or fields that still lack stimulus for the use of the tool.
'Therefore, this study aimed to identify how WHODAS
2.0 is being used in clinical trials.

METHODOLOGY

Study Design, Search Strategy, and Article
Selection

This systematic review followed the Cochrane
Handbook for Systematic Reviews and PRISMA
guideline®’. The study selected clinical trials published
in Portuguese, English, and Spanish in 2010—the
year of publication of WHODAS 2.0. The search was
conducted in the following databases: MEDLINE®
(via PubMed), Embase, LILACS, and PEDro. The
following terms, their equivalents in Portuguese
and Spanish, and their combinations were used:
“WHODAS 2.07; “WHO Disability Assessment
Schedule”; “WHODAS, Measurement”; “Instrument”;
“Assessment.” The search strategy was carried out
as follows: ((((“WHODAS 2.0”) OR (“WHO
Disability Assessment Schedule”)) OR (“WHODAS?”))
AND ((“Measurement”)) OR (“Instrument”)) OR
(“Assessment”))”. Filters: Clinical Trial. The search
took place in March 2023.

This systematic review was registered in the
International Prospective Register of Systematic

Reviews (PROSPERO) under registration number
CRD42023406893.

Eligibility Criteria and Study Selection

This review included only clinical trials using the
WHODAS 2.0 to assess study participants since 2010,
from various locations worldwide. Pilot studies, protocols,
and conference abstracts were excluded. The free reference
manager Mendeley was used for removing duplicates and
organizing references. The Rayyan website helps with the
screening process, which was conducted independently
by the reviewers. The full text of each selected article was
then retrieved.

Data Extraction and Synthesis

Two reviewers independently read the titles and
abstracts and excluded from further analysis articles
with irrelevant titles or abstracts. The selected articles
were compared, and disagreements were resolved by
a third reviewer. After reading the full text of each
article, the reviewers made a final selection based
on the exclusion criteria. Finally, references of the
selected review articles were examined to identify
additional potentially eligible studies not identified in
the databases. The authors’ names, country, year, study
population, objectives, interventions, WHODAS 2.0
version used, and variables assessed with WHODAS
2.0 were also collected independently by the two
reviewers. The results were analyzed for discrepancies,
but none was found. Articles with lacking information
or specificity in the information were defined as
“No information” or “Not specified.”

RESULTS

'The systematic review was conducted from March to
June 2023 in the MEDLINE (via Pubmed), Embase,
LILACS, and PEDro databases and found 206 works.
After removing duplicates, 163 studies remained. Of these,
51 were initially selected by title and abstract. After
analyzing the full texts, 32 articles were selected according
to the inclusion criteria (Figure 1).
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Figure 1. PRISMA flowchart showing a schematic illustration of database searches and identification, screening, and eligibility of

included studies.

Regarding region in which the studies were conducted,
most were in Asia, with 10 studies, followed by the
Americas with nine studies, Europe with five, Middle
East and Africa with four studies, and Oceania with one.
However, all studies were published in English.

Of the 32 studies, four used the 36-item version of
the WHODAS 2.0, 17 the 12-item version, nine did
not inform which version they used, one used 15 items,
and one used the result of only some domains. Moreover,
eight studies also used the WHODAS 2.0 at the time of
screening the individuals who would participate in the
study, selecting only those who had values higher than
16 or 17 points in the final score.

Regarding samples, most articles (n=24) included
individuals with mental disorders as target population;
others included populations with neurological problems
(n=2), and cancer (n=2). In addition, some studies
did not evaluate individuals with health conditions,
selecting only the patients’ profile: older adults (n=1)
and war veterans (n=1). Among the studies that
reported which health professionals participated in
the research, most were physicians and nurses. Chart
1 shows the details.

Chart 1. Characteristics of the studies included in the systematic
review
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DISCUSSION

'This review identified how WHODAS 2.0 is being
used in clinical trials. Although 206 studies were found,
only 38 used the instrument in clinical trials, which were
included in this review. The instrument is disseminated
worldwide because there is at least one study in each
continent. Most used the instrument to assess disability
or functioning and included the population with mental
disorders.

WHODAS 2.0 is an instrument developed by the
WHO for the assessment of health and disability, enabling
the identification of needs, defining rehabilitation
priorities, matching needs with the most appropriate
intervention, and assessing measures and treatment
effectiveness’. The fact that the WHO recommends it,and
itis in the annex of International Classification of Diseases
version 11 (ICD-11) reinforces the need for its adoption
worldwide. This is an important advance since WHODAS
2.0 makes it possible to evaluate individuals based on
the biopsychosocial model, a challenge that has been
advocated since ICF publication in 2001, thus seeking
a paradigm shift and understanding of the concepts of
functioning and disability*.

Although its generic characteristic—i.e., it can be used
to evaluate people with different health conditions—
most studies have used it to evaluate individuals with
mental disorders. This result may be linked to the fact
that for other health conditions, such as musculoskeletal
conditions, some other instruments have already been
considered as the gold standard for assessing functioning.
As an example, studies analyzing the instruments used to
assess the functioning of people with temporomandibular
dysfunction (TMD) and in children and adolescents with
low back pain found a great diversity of instruments**.
However, it is important to understand whether the
questionnaires and scales proposed follow the ICF
framework. The results of the aforementioned studies**
indicate that instruments that contemplate the concept
of functioning in a restricted or incomplete way are still
used, not addressing all ICF components. Thus, the use
of WHODAS 2.0 can be encouraged as the best tool for
measuring functioning from a biopsychosocial perspective
in all health conditions. This does not prevent other tools
from being used in association with the WHODAS 2.0.

When analyzing the versions used, most studies
assessed individuals using the 12-item version. According
to the WHODAS 2.0 manual, this version explains 81%

of the variance of the more detailed 36-item version®.

12

Application time may have been a determining factor
in the version choice. Despite the 36-item version,
which is more detailed, the average application time is
20 min, whereas the 12-item version can be applied in
five minutes®, enabling a brief assessment of functioning.
Of all respondents, 5.26% used only a few domains of
the instrument. Therefore, they did not configure the
instrument as an assessment of functioning or disability.
'The authors describe the methodology as an assessment of
the domain, being a possibility offered by the instrument,
since it provides values referring to each domain®.

All studies that used WHODAS 2.0 at the screening
process conducted intervention processes linked or adapted
from a program developed by the WHO called “Problem
management plus (PM+)"*. According to the WHO itself,
PM-+ is “a low-intensity psychological intervention for
adults with emotional distress in communities exposed to
adversity”, and in the PM+ manual, there is an indication
for the use of WHODAS 2.0 as a measuring functioning.
'Thus, this may have been the stimulus for these studies
to use the instrument. Thus, the preponderant role of the
WHO in determining and stimulating clinical practice
is perceived. Therefore, it would be interesting if more
normative documents were adopted and recommended
for the functioning assessment by WHODAS 2.0, so that
the BPS model could be progressively incorporated into
the clinical routine of health professionals worldwide.

Although the instrument was not developed for the
use of any specific profession, most studies were conducted
with the help of physicians and nurses, and only two
studies were conducted by physical therapists. This fact
must be related to the main interventions proposed in the
articles, which were therapy actions aimed at counseling
individuals with mental health disorders. Furthermore,
the studies that used the WHO PM+ proposal presented
community agents as actors, and in many cases, they were
not health professionals. This information leads us to some
reflections regarding the use of WHODAS 2.0 in enabling
biopsychosocial assessment in clinical trials. For example,
why are other health professionals such as psychologists,
speech therapists, occupational therapists, and dentists
not yet among the health professionals working with
clinical trials using WHODAS 2.0? Is functioning not
studied by these professionals? Do these professionals
not yet have sufficient proximity to WHODAS 2.0 for
its application? These questions may be a starting point
for new studies that seek to understand this imbalance
between health professions in evaluation from the
biopsychosocial perspective in clinical trials.



'Thus, despite being an instrument created to assess
the functioning/disability of the population in the
clinical environment, comprehensively and following
the biopsychosocial model, there are still few studies. This
applies especially to individuals with health conditions
other than mental disorders. Note that the instrument
has already been validated for many health conditions:
fibromyalgia*, low back pain®, post-stroke, TMD*,
chikungunya*, and multiple sclerosis*®*and external
construct validity by association with the Western Ontario
and McMaster Universities Index of Osteoarthritis
(WOMAC, among others***, therefore, it is reliable and
available to use for free. It is also noteworthy initiatives
that facilitate the application of the WHODAS 2.0 in
routine health care, requiring less time for its application
and/or scoring. The WHO itself provides a spreadsheet
on the internet in which the scores can be calculated
automatically’, and a free mobile app created with the
WHO authorization that digitizes the WHODAS 2.0
application and scoring process.

Regarding Brazil, only one article was found, despite
some validation studies already being conducted in
the country (chikungunya*’, low back pain*, and
fibromyalgia*). The low frequency of instrument use
in Brazil may be attributed to the prevalence of classic
instruments that are already commonly used in the daily
clinical practice of health professionals. Such instruments,
however, typically gather information related to constructs
such as “functional capacity,” function, and “functional
disability,” which is not aligned with the conceptual
framework presented by the ICF”.

'The limitations of this study are threefold. Gray
literature was not considered during the search. Secondly,
articles in languages other than Portuguese, English, and
Spanish were not included in the search. Finally, some
articles did not provide all the information regarding
the use of WHODAS 2.0, such as the version of the
instrument used in data collection.

This study comes with the proposal to foster the
use of WHODAS 2.0 in clinical trials, reflecting on
the possibilities of its use in clinical practice. Once the
instrument makes it possible to obtain findings consistent
with the discussions on disability and the population
that needs rehabilitation is growing, WHODAS 2.0 can
offer a series of information that helps in understanding
the main needs and barriers faced by the individual.
Besides that, this tool is an alternative to cope with the
difficulty encountered by professionals in applying for
the ICF in the clinical environment. WHODAS 2.0

can also facilitate the dissemination and homogenization
of terms related to ICF, which is still a problem in
clinics and the academia due to the inappropriate use of
terms’*Incapacidade e Sadde (CIF. Overall, there is an
inequality in the use of WHODAS 2.0 among health
professions, health conditions, countries, and health
areas. This information provides an overview of its use
in clinical trials and provides directions for possible
actions to encourage its use. Thus, a wider range of health
professionals could be trained or encouraged to use
the instrument. An expansion of the health conditions
covered and assessed using this approach would also
be interesting. In addition to what has been said, the
use of the tool around the world could be strengthened
for its recommendations in clinical practice guidelines,
normative clinical texts, and clinical protocols.
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