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Abstract
Objectives: The objective of the study was to examine the characteristics of randomized controlled trials (RCTs) evaluating physio-
therapy interventions for low back pain (LBP) that specified a language-grounded eligibility criterion and the proportion of people being
excluded consequently.

Study Design and Setting: This is a meta-epidemiological study of RCTs evaluating at least one type of physiotherapy intervention for
treatment or prevention of LBP. Records were retrieved from Physiotherapy Evidence Database (PEDro), LILACS, and SciELO from
inception to May 2021. We retrieved metadata of each record from PEDro and extracted from included studies: country of recruitment,
language-grounded eligibility criterion, and the number of consequent exclusions (if specified).

Results: This study included 2,555 trials. A language-grounded eligibility criterion was specified in 463 trials (18.1%); the proportion
was higher in trials conducted in North America and Europe, published after 2000, investigating cognitive and behavioral interventions, and
including large sample size. Of these 463 trials, 75 trials (16.2%) reported a total number of 2,152 people being excluded due to lack of
language proficiency, equivalent to 12.5% of randomized participants.

Conclusion: Nearly one in five physiotherapy clinical trials on LBP excludes people based on language proficiency, compromising the
evidence to manage LBP in minority populations. � 2022 Elsevier Inc. All rights reserved.
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1. Introduction

Low back pain (LBP) ranks ninth in overall disease
burden (i.e., counting both death and disablement) and is
highly prevalent across all age groups, especially among fe-
males [1,2]. LBP had a global point prevalence of 7.0% in
2019, which means 568 million people were suffering at
any time worldwide [2,3]. The prevalence is higher in coun-
tries with high-income economies than countries with me-
dium- or low-income economies [4,5].
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Most published studies on LBP were conducted in high-
income countries [6,7]. These countries are highly cultur-
ally and linguistically diverse, where minority populations
may be prevented from participating in clinical trials due
to language barriers [8]. For instance 14% of the population
of the United States and 26% of Australians were born
overseas, 80e85% of whom preferred to speak a language
other than English at home [9e11]. Previous reviews
[12,13] found approximately 20% of clinical trials conduct-
ed in these two countries excluded people based on lan-
guage proficiency, and the proportion may have increased
over time [14]. Exclusion of people from linguistically
diverse backgrounds may limit the external validity of the
intervention across populations [15].

Physiotherapy interventions are frequently recommen-
ded in clinical guidelines for LBP management [16e18].
However, there is a dearth of research analyzing the extent
to which people with limited language proficiency have
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What is new?

Key findings
� Nearly one in five randomized trials evaluating

physiotherapy interventions for low back pain re-
ported excluding people based on language profi-
ciency. The total number of people consequently
excluded was equivalent to one-eighth of those
randomized.

What this adds to what was known?
� Physiotherapy trials conducted in North America

and Europe, published after 2000, investigating
cognitive and behavioral interventions, and
including large sample size had higher proportion
of excluding people due to lack of language
proficiency.

What is the implication and what should change
now?
� Excluding people based on language proficiency

could create uncertainty about the feasibility and
effectiveness of physiotherapy interventions in mi-
nority populations. Investigators should implement
linguistically adaptive strategies in clinical trials to
prevent exclusion of people merely due to lan-
guage barriers.

been excluded from physiotherapy clinical trials. The aims
of this study were to identify randomized controlled trials
(RCTs) evaluating physiotherapy interventions for LBP
which specified language proficiency as an eligibility
criterion, to compare the characteristics of these trials
(especially country of recruitment and year of publication),
and to determine the proportion of people consequently
being excluded from trials due to lack of language
proficiency.
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2. Methods

We preregistered the protocol on PROSPERO (CRD4
2021286339). This study is reported following the report-
ing items recommended in the Preferred Reporting
Items for Systematic Reviews and Meta-analyses 2020
guideline [19].

2.1. Data sources

The Physiotherapy Evidence Database (PEDro)(www.
pedro.org.au) is a pre-eminent global database indexing
up to 99% of physiotherapy clinical trials, reviews, and
guidelines [20,21]. To locate RCTs evaluating physio-
therapy interventions, the PEDro developed broad inclusion
criteria to perform monthly optimized searches in Medline,
PsycINFO, AMED, Embase, CINAHL, and CENTRAL
[22]. We searched in PEDro from inception to 4 May,
2021, for RCTs evaluating physiotherapy interventions
for LBP written in any language. Our search strategy
included the term ‘‘low back pain’’ and a combination of
PEDro codes for body part ( ‘‘the lumbar spine, the sacro-
iliac joint or the pelvis’’), problem (‘‘pain’’), subdiscipline
(‘‘musculoskeletal’’), and study method (‘‘clinical trial’’).

We requested the full text and the following metadata
[23] of each record from PEDro: year and language of pub-
lication, age groups (pediatrics !18 years; adults
18e70 years; geriatrics O70 years), physiotherapy inter-
vention, and the ratings of 11 PEDro criteria. We collapsed
the 14 categories of physiotherapy intervention into four
groups: cognitive and behavioral interventions (e.g.,
‘‘behavior modification’’), passive treatments (e.g., ‘‘mas-
sage’’ and ‘‘taping’’), skill training and exercises
(e.g., ‘‘strength training’’ and ‘‘fitness training’’), and other
interventions (e.g., ‘‘respiratory therapy’’). The PEDro
scale [24] includes 11 criteria: criterion 1 relates to the
external validity, criteria 2e9 appraise internal validity,
and criteria 10e11 examine the statistical reporting of
RCTs.

In addition, we searched in LILACS and SciELO from
inception to 16 May, 2021. These two databases focus on
publications from Latin America and the Caribbean coun-
tries and are not routinely searched by PEDro. We used
Health Sciences Descriptors [25] to make accurate transla-
tion of English terms and create identical search strategies
in Spanish and Portuguese (see Appendix File A).
2.2. Study selection

We included RCTs evaluating at least one type of phys-
iotherapy intervention for prevention or treatment of LBP.
LBP related to any cause of any duration and RCTs
focusing on either LBP only or mixed musculoskeletal con-
ditions (e.g., LBP and neck pain) were included. We
excluded RCTs that were not rated on PEDro due to the
lack of bilingual PEDro raters or where full-text copy of
the trial could not be retrieved.

Records retrieved from LILACS and SciELO were im-
ported to EndNote X9 (Clarivate Analytics Pty Ltd); and re-
cords written in English, Spanish, and Portuguese were
independently screened by three pairs of reviewers (Q.C.
and C.M., V.V. and A.F., A.O. and G.F.) against the selec-
tion criteria. Disagreements were resolved by consensus.
Full texts of potentially eligible studies were supplied to
the developer of PEDro to be indexed and appraised before
data extraction.
2.3. Data extraction

This study shared the same selection criteria with a pre-
vious systematic review by Cashin et al. [18]; both studies
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searched in the PEDro database using the same search strat-
egy. Therefore, we adopted the extracted data by Cashin
et al. [18] and developed an extended data extraction form
with additional variables added. To ensure consistency, this
extended form was calibrated by three iterations of pilot
testing among three reviewers (Q.C., C.M., and G.F.), with
a detailed guide (see Appendix File B) created to specify
the definition of each variable and the coding. We
compared the retrieved records from PEDro between these
two studies by PEDro ID to check the eligibility of previ-
ously screened records in Cashin et al.’s review and identify
newly indexed records. The extended data extraction form
included the following:

� research question (effectiveness, efficacy, effective-
ness/efficacy, or economic);

� intervention aim (prevention, treatment, or mixed);
� duration of pain (acute !6 weeks; subacute
6e12 weeks; chronic O12 weeks; mixed duration;
not reported);

� diagnosis of LBP;
� whether participants with other musculoskeletal con-
dition(s) were included (yes or no);

� country of recruitment (coded as 194 member states
of World Health Organization (WHO)) [26];

� country of the corresponding author;
� sample size (total number of participants who were
randomized);

� whether a language-grounded eligibility criterion was
specified (yes or no);

� description of the criterion;
� the language specified in the criterion;
� number of people excluded due to lack of language
proficiency (if reported).

We collapsed LBP diagnosis into five groups: nonspecific
LBP, radiculopathy, LBP related to serious pathology (e.g.,
fracture and cancer), pregnancy-related LBP, and other or
mixed-diagnoses. If country of recruitment was not reported
or name of the languagewas not specified in the criterion, we
coded them as the country of the corresponding author and
the official language of the country of recruitment. Eight re-
viewers were divided into four pairs for independent data
extraction (Q.C. and C.M., V.B. and S.V., V.V. and A.F.,
A.O. and G.F.). Conflicts were resolved by consensus. We
also recruited 33 bilingual or trilingual volunteers worldwide
who were qualified PEDro raters or their colleagues with a
physiotherapy background to assist with screening and data
extraction from studies written in 12 languages (other than
English, Spanish, and Portuguese).
2.4. Data analysis

We summarized characteristics of all included studies and
compared between studies which specified a language-
grounded eligibility criterion and those that did not. Categor-
ical variables were summarized using frequency (%), and
continuous variables were summarized using the mean (stan-
dard deviation) or median (interquartile range). For categori-
cal variables, comparisons of studies with and without a
language-grounded eligibility criterion by category of charac-
teristicswere analyzedusingPearson’s chi-square test; if there
were less than five studies in a certain category, Fisher’s exact
test was used for comparison instead. Continuous variables
were compared between studies with and without a
language-grounded eligibility criterion using Student’s t-test.
The year of publication was collapsed into three periods:
before 1999, 2000e2009, and 2010 or later. We computed
the number and proportion of studies with a language-
grounded eligibility criterion by the country of recruitment
and WHO region [26]. The WHO grouped its 194 member
states into six regions according to regional distribution. For
studies in which the number of excluded people due to lack
of language proficiency was reported, we summed the total
number of people excluded from these studies and the total
number of participants being randomized into study groups
by country of recruitment. All data were analyzed in RStudio
(Version 1.4).
3. Results

3.1. Study selection

Out of 3,304 records retrieved from PEDro, 39 records
were not yet rated, and 2,538 records were included
(Fig. 1). We identified 676 records from LILACS and 288
records from SciELO (Fig. 1), including 333 duplicates.
Of the 631 records, 596 records were excluded, and 18
eligible studies were also retrieved from PEDro. Finally,
we included 2,555 studies in this review, including 313
studies (12.3%) written in 14 languages other than English.

3.2. Study characteristics

The characteristics of included studies are described in
Table 1. There were 1,656 studies (64.8%) evaluating pas-
sive treatments and 1,128 studies (44.2%) testing skill
training and exercises. Most studies focused on nonspecific
LBP (n 5 2,148, 84.1%) and adults aged 18e70 years
(n 5 2,457, 96.2%).

Four hundred and sixty-three studies (18.1%) had lan-
guage proficiency specified as an eligibility criterion
(Table 1). Compared with other physiotherapy interven-
tions, studies evaluating cognitive and behavioral interven-
tions had the highest proportion (249 out of 693 studies,
35.9%) of studies with a language-grounded eligibility cri-
terion specified. The median of sample size of the studies
that specified a language-grounded eligibility criterion
was significantly larger than those that did not (112 vs.
56 participants). Of the 11 criteria of the PEDro scale there
were nine criteria where the proportion of satisfying that
criterion differed between studies with a language-
grounded criterion and those without.
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Fig. 1. PRISMA flow diagram. Abbreviations: PRISMA, Preferred Reporting Items for Systematic reviews and Meta-Analyses.

16 Q. Chen et al. / Journal of Clinical Epidemiology 152 (2022) 13e22
3.3. Geographical distribution and time trend

The 2,555 included studies were conducted in 67 coun-
tries, led by the United States (n 5 397, 15.5%), China
(n 5 217, 8.5%), and the United Kingdom (n 5 181,
7.1%). More than 85% of included studies were conducted
in the European region (n 5 1,158, 45.3%), the Americas
(n 5 585, 22.9%), or the Western Pacific region
(n 5 504, 19.7%).

The 463 studies with a language-grounded eligibility crite-
rion were conducted in 37 countries (Table 2); over a quarter
of these studies (n5 122, 26.3%) were from the United States.
Language proficiency was required in nearly half (49.5%) of
studies conducted in Australia, over 40% in Sweden and
Switzerland, and over 35% in the Netherlands and Denmark.
In terms of regional distribution (Fig. 2), over 20% of studies
conducted in the Americas and Europe from 2000 onwards
excluded people based on language proficiency; a percentage
significantly higher than the other four regions.

The overall proportion of studies where language profi-
ciency was required significantly increased since 2000
(Table 1). Only 41 out of 396 included studies (10.4%) pub-
lished before 2000 had language proficiency specified as an
eligibility criterion; the proportion then nearly doubled to
18.5% (137 out of 742 studies) between 2000 and 2009 and
was 20.1% (285 out of 1,417 studies) from 2010 onwards.
3.4. Number of people excluded based on language
proficiency

Seventy-five studies reported the actual number of peo-
ple excluded due to a lack of language proficiency, repre-
senting 16.2% of studies where a language-grounded
eligibility criterion was specified (Table 3). Spain had the
highest rate of reporting the number of exclusions in Euro-
pean countries at 41.7% (5 out of 12 studies), followed by
Switzerland at 33.3% (4 out of 12 studies). In total, 17,148
participants were randomized in these 75 clinical trials, and
a total number of 2,152 people were excluded due to the
lack of language proficiency, equivalent to 12.5% of those
randomized.
4. Discussion

We examined the characteristics of physiotherapy clin-
ical trials for LBP where language proficiency was speci-
fied as an eligibility criterion and determined the number
of people excluded from these trials due to limited language
proficiency. We identified 463 out of 2,555 included studies
(18.1%) which explicitly required language proficiency,
and 75 of these 463 studies (16.2%) reported a total number
of 2,152 people excluded due to lack of language profi-
ciency, equivalent to 12.5% of randomized participants.
This study found that trials conducted in North America
and Europe, published from 2000 onwards, investigating
cognitive and behavioral interventions, and including large
sample size had higher proportion of specifying a language-
grounded eligibility criterion.

We found studies evaluating cognitive and behavioral in-
terventions had a significantly higher proportion of trials
(35.9%) excluding people based on language proficiency
than other interventions. A previous review evaluating tele-
health for type 2 diabetes identified 29 out of 58 RCTs
(50%) that included language proficiency as an eligibility
criterion [27]. These relatively high proportions may be



Table 1. Descriptive summary

Characteristics

All included
studies

(n [ 2,555)

Studies with a
language-grounded
criterion (n [ 463)

Studies without a
language-grounded

criterion (n [ 2,092)

P-valueaN N % N %

Year of publication !0.001

Before 1999 396 41 10.4 355 89.6

2000�2009 742 137 18.5 605 81.5

2010 or later 1,417 285 20.1 1,132 79.9

Category of interventiond !0.001

Cognitive and behavioral interventions 693 249 35.9 444 64.1

Passive treatments 1,656 227 13.7 1,429 86.3

Skill training and exercises 1,128 241 21.4 887 78.6

Other interventions 113 18 15.9 95 84.1

Age group 0.49b

Pediatrics 23 2 8.7 21 91.3

Adults 2,457 446 18.2 2,011 81.8

Geriatrics 75 15 20.0 60 80.0

Duration of pain 0.09

Acute 166 25 15.1 141 84.9

Subacute 46 11 23.9 35 76.1

Chronic 1,171 233 19.9 938 80.1

Mixed or not reported 1,172 194 16.6 978 83.4

Diagnosis of LBP !0.001

Nonspecific LBP 2,148 396 18.4 1,752 81.6

Radiculopathy 129 11 8.5 118 91.5

LBP related to serious pathology 147 17 11.6 130 88.4

Pregnancy-related LBP 78 28 35.9 50 64.1

Other or mixed diagnoses 53 11 20.8 42 79.2

Mixed sample

No 2,347 417 17.8 1,930 82.2 0.14

Yes 208 46 22.1 162 77.9

Sample size median (IQR) 72 (96) 112 (164.5) 65 (80) !0.01c

Trial characteristicse

Eligibility criteria and source of participants 2,005 433 93.5 1,572 75.1 !0.001

Randomized allocation 2,451 449 97.0 2,002 95.7 0.20

Concealed allocation 958 277 95.2 681 88.3 !0.001

Participants’ similarity at baseline 2,015 414 89.4 1,601 76.5 !0.001

Blinding (subjects) 200 25 5.4 175 8.4 0.03

Blinding (therapists) 44 3 0.6 41 2.0 0.05b

Blinding (assessors) 966 211 45.6 755 36.1 !0.001

Outcome measure of O85% subjects 1,634 305 65.9 1,329 63.5 0.34

Intention-to-treat analysis 919 270 58.3 649 31.0 !0.001

Between-group statistical comparisons 2,412 447 96.5 1,965 93.9 0.03

Reporting measures of variability 2,336 439 94.8 1,897 90.7 !0.01

Abbreviations: LBP, low back pain; IQR, interquartile range.
a Comparisons between studies with and without a language-grounded eligibility criterion using Pearson’s chi-square test.
b Fisher’s exact test.
c Student t-test.
d The 14 categories of physiotherapy intervention indexed on PEDro were collapsed into four groups in this review. Each study indexed on PE-

Dro can be selected for up to three categories of intervention; therefore, the sum of studies evaluating each category of intervention was larger than
the total number of included studies.

e Trial characteristics (i.e., design, conduct, and reporting) were measured using the 11 criteria of the PEDro scale.
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Table 2. Top 10 countries where studies with a language-grounded eligibility criterion were conducted

Rank Country

Studies with a
language-grounded

criterion
Total number
of studies Percentage (%) Language (number of studies)

1 United States 112 397 28.2 English (110), English/Spanish (1), not specified (1)a

2 Australia 48 97 49.5 English (48)

3 Sweden 44 104 42.3 Swedish (42), Swedish/English (1), not specified (1)

4 Netherlands 40 103 38.8 Dutch (38), not specified (2)

5 United Kingdom 34 181 18.8 English (32), Norwegian/English (1),
Norwegian/English/Swedish (1)

6 Denmark 25 70 35.7 Danish (24), not specified (1)

7 Norway 22 82 26.8 Norwegian (22)

7 Germany 22 109 20.2 German (22)

9 Canada 14 74 18.9 English (12), French (1), English/French (1)

10 Switzerland 12 30 40.0 German (6), Italian (1), German/Italian (2),
German/English (2), not specified (1)

10 Spain 12 68 17.7 Spanish (10), Spanish/Catalan (1), not specified (1)

The other 26 countries 78 1,039 7.5

a There were 11 studies in which language proficiency was specified as an eligibility criterion without the name of language reported.
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attributed to the necessity and importance of communica-
tion, either verbal or written, between participants and in-
vestigators when delivering cognitive and behavioral
interventions and telehealth interventions [13,27].

This study found that more recent trials published after
2000 predicted exclusions from clinical trials based on lan-
guage proficiency. Similarly, a review of studies on emer-
gency medicine also reported an increased proportion of
research excluding non-English speakers from 6.2% in
2004 to 14.5% in 2014 [14]. Meantime the proportion of
physiotherapy clinical trials satisfying each criterion of
the PEDro scale increased over time [18]. However previ-
ous reviews evaluating the quality of clinical trials mainly
focused on blinding, concealment, and the intention-to-
treatment principle [18,28e31], whereas none of these re-
views paid much attention to the quality of reporting of
eligibility criteria and what the criteria were.

More than 20% of the physiotherapy clinical trials con-
ducted in North America and Europe excluded people
based on language proficiency. A recent review screened
14,367 clinical trials registered in the United States in
2019e2020 and identified 19.0% of those required English
proficiency [13]. Another review of clinical trials in
Australia reported trials evaluating treatments for pain were
nearly three times more likely to exclude people with low
English proficiency than other trials [12]. The large number
of immigrants in these countries and regions may be the
main reason for investigators to require language profi-
ciency during recruitment. The migration rate in Australia
and the United Sates was 30.1% and 15.3% respectively
[32], indicating large linguistic diverse populations. Based
on the World Migration Report [33], 21.1% of the total
population of Oceania in 2020, 14.5% in North America,
and 10.9% in Europe were international immigrants,
whereas proportions of the other regions were below 2%.

Language proficiency plays a crucial role for a partici-
pant to accomplish a physiotherapy intervention as ex-
pected. For instance, interventions related to behavior
modification or health promotion require high-level lan-
guage proficiency for participants to comprehend instruc-
tions of functional activities or healthful lifestyles and
regularly provide verbal or written feedback to instructors
[34e36]. Of the 41 included studies where a reason for a
language-grounded eligibility criterion was specified,
language proficiency was necessitated for informed con-
sent, completing questionnaires, reading the information
or materials, participating in interviews or group discus-
sions, following treatment instructions, and communicating
with therapists.

Linguistically diverse populations should not be
deprived of the opportunity to participate in clinical trials.
As examples of inclusive trials, we noticed a few trials
which clearly specified the inclusion of participants with
all levels of language proficiency by implementing strate-
gies to address potential language barriers, such as recruit-
ing interpreters or multilingual staff and providing
validated questionnaires in other languages. In the stage
of study design, investigators should delineate the demo-
graphic characteristics of the target population, especially
linguistic backgrounds, to translate informed consent forms
and study materials and provide access to interpreter ser-
vices as required. Funders, sponsors, and governments
should take the initiative to cover the additional costs of
these linguistic-related adaptations in clinical trials to
enhance inclusiveness and generalizability of trials in
multilingual communities.



Fig. 2. Number of studies with a language-grounded eligibility criterion stratified by the time and WHO region of recruitment, and its proportion in
all studies conducted in the region within the period. Abbreviations: WHO, World Health Organization.
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Despite translation of trial materials and provision of
interpreter services, the inclusion of participants from
linguistically diverse backgrounds may still lower the reli-
ability of informed consent and result in a loss in quality of
treatment delivery [8,15]. For example, it may be feasible
to resort to the aid of an interpreter when implementing
Table 3. Country of recruitment of studies in which the number of people e

Rank Country

Number of studies

Reported number
of exclusions

Specified a
language-grounded

criterion

1 Argentina 1 1

2 Spain 5 12

3 Switzerland 4 12

4 Thailand 1 4

5 Denmark 6 25

6 United Kingdom 8 34

7 Canada 3 14

8 Norway 4 22

9 Netherlands 7 40

10 United States 18 112

11 Australia 7 48

12 Belgium 1 7

13 Ireland 1 7

14 Sweden 6 44

15 France 1 8

16 Germany 2 22

Overall 75 412

a PEDro ID 30050: randomized 350 participants into study groups, wh
communication.’’ The proportion of exclusions based on language proficienc
passive physiotherapy treatments for LBP, such as spinal
manipulation; but treating via an interpreter may down-
grade the quality of pain education, for instance, which en-
tails extensive use of language for interaction and feedback
and requires culture-specific adaptations. In such cases
quality of treatment needs maintaining by recruiting a
xcluded due to lack of language proficiency was reported

Total number of participants

Proportion (%)
Excluded due to
language issue

Randomised
in studies Proportion (%)

100.0 26 220 11.8

41.7 21 861 2.4

33.3 67 373 18.0

25.0 1 140 0.7

24.0 669 1,049 63.8a

23.5 161 1,606 10.0

21.4 29 546 5.3

18.2 397 1,645 24.1

17.5 41 832 4.9

16.1 442 5,451 8.1

14.6 77 1,000 7.7

14.3 22 84 26.2

14.3 28 255 11.0

13.6 156 2,734 5.7

12.5 10 142 7.0

9.1 5 210 2.4

18.2 2,152 17,148 12.5

ile 580 people were excluded due to ‘‘had problems with language or
y in the other five studies conducted in Denmark was 69/699 5 9.9%.
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physiotherapist who speaks the patient’s preferred lan-
guage. Future research could evaluate strategies specially
tailored for the characteristics of physiotherapy interven-
tions to minimize exclusion of people lacking in language
proficiency in clinical trials. Understanding these issues is
of great significance when planning for the delivery of
linguistically validated physiotherapy services to culturally
and linguistically diverse communities.

In this study we evaluated reports of 2,555 RCTs con-
ducted in 67 countries written in 15 languages, enabling a
comprehensive summary of recruitment decisions based
on language proficiency in physiotherapy clinical trials on
LBP worldwide since 1955. This review has some limita-
tions. To identify whether a trial excluded people based
on language proficiency, we had to rely on the reporting
of study methods. It is possible that some trialists excluded
participants based upon language proficiency by default, for
example, by providing information and outcome measures
exclusively in one language; but failed to report this in
the manuscript. This neglect in reporting was noted in a
previous review that collected information on language-
grounded exclusions in trials by mailing questionnaires to
corresponding authors and found 68 out of 172 respondents
(39.5%) excluded non-English-speaking people from trials,
but only 18% of them specified this requisite in the pub-
lished manuscript [37]. Accordingly the magnitude of ex-
clusions could have been underestimated in our study.
There has also been concern about the overall suboptimal
completeness of the reporting of rehabilitation clinical tri-
als. A study [38] assessed 200 RCTs published in rehabil-
itation journals from 2011 to 20, and found that the mean
rate of individual trials adhering to the items of the Consol-
idated Standards of Reporting Trials checklist was only
65%; 97% of trials reported eligibility criteria and 67% re-
ported the settings and locations of data collection. Our
study identified 21.5% of included RCTs (550 of 2,555 tri-
als) which did not report the list of eligibility criteria and/or
the source of participants. Another limitation is the great
variation in the language-grounded eligibility criterion in
each trial, ranging from requirements for language skills
(e.g., writing and speaking) to general requisites (e.g.,
fluent English and adequate comprehension) and to the in-
clusion of native speakers only. Despite our searches in
three large databases, we acknowledge that some physio-
therapy clinical trials on LBP may have been missed in this
study. Since PEDro raters spoke 15 languages, we were also
unable to include studies published in other languages by
retrieving indexed trials from PEDro.
5. Conclusion

Nearly one in five RCTs evaluating physiotherapy inter-
ventions for LBP had a language-grounded eligibility
criterion specified. These trials were more commonly iden-
tified over the last 2 decades in Europe and North America,
especially those investigating cognitive and behavioral in-
terventions. The number of people excluded based on lan-
guage proficiency was equivalent to one-eighth of
participants randomized. This study examined trials based
on the reporting of eligibility criteria in publications which
may involve a considerable deficit of information. Linguis-
tically adaptive strategies should be widely adopted in
physiotherapy clinical trials to prevent people from being
excluded merely due to language barriers.
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