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a b s t r a c t

Introduction: The International Restless Legs Study Group (IRLSSG) has developed the IRLS (International
Restless Legs Syndrome Severity Scale) and validated it as a clinician/researcher administered scale to be
used when both patient and examiner are present. The IRLSSG recognized the need for a self-completing
scale that can be used economically in clinical practice and in large population-based studies. In this
study the validity and the reliability of the IRLS as a self-administered scale (sIRLS) is assessed.
Methods: Established RLS patients were recruited by eight centers in four countries and consented to
participate in this study. The validity of the sIRLS was assessed by patients completing the sIRLS before a
clinician administered the IRLS. The reliability of the sIRLS was assessed by patients completing the sIRLS
again, two weeks after the first one, provided no change had occurred.
Results: Overall, 173 patients were recruited and 164 of them were included in the analyses. The sIRLS
showed satisfactory scaling assumptions and no relevant floor or ceiling effect. One factor explained
61.3% of the variance. Cronbach's alpha was 0.93 and the item homogeneity index was 0.59. Intraclass
correlation coefficient between the sIRLS and the IRLS was 0.94. The sIRLS standard error of measure-
ment was 3.61 (½ SD at baseline ¼ 4.11). The results mostly overlapped those of the IRLS analyzed in
parallel.
Discussion: The sIRLS is a reliable, valid and precise instrument that showed tight association with the
IRLS. These findings support the use of the sIRLS for self-evaluation of RLS severity. The responses
aron).
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obtained on the sIRLS and the IRLS scale varied slightly. Therefore, we recommend that either the sIRLS
or the IRLS scale be used as the only scale for serial measures over time.

© 2018 Elsevier B.V. All rights reserved.
1. Introduction

The International Restless Legs Severity Rating Scale (IRLS) was
developed by the International Restless Legs Syndrome Study Group
(IRLSSG) and validated in 2003 [1]. Since then, it has served as the
major endpoint in most academic studies where Restless Legs Syn-
drome (RLS) severity ismeasured andmost industry sponsored trials
where the United States Food and Drug Administration (FDA) and as
well as its European counterpart approval is sought for the use of
medications in RLS [2e6]. The IRLS is a widely used measure for
evaluation of RLS severity. AWeb-of-Science search as of May 2018,
lists 812 publications where the scale is either employed or dis-
cussed. The IRLS shows robust clinimetric properties under both
therapeutic and non-therapeutic conditions [1,7e9] and compares
favorably to other severity rating scales for RLS [10e12].

The IRLS was validated only under conditions where an exam-
iner had to be available to answer any questions the patient may
have about the items in the scale [1]. With the advent of large
questionnaire-based and epidemiology studies in RLS, it has
become apparent that there is a need for a rating scale that can be
answered by the patient in the clinic, by mail or on-line without
assistance from a clinician. The availability of validated measures to
assess treatment efficacy is crucial to performance-based medicine.

The current study is undertaken to determine if the IRLS with
modified instructions (sIRLS) can be administered without the
presence of an examiner and to compare the robustness of the scale
when administered with (IRLS) and without the presence of an
examiner (sIRLS).

2. Methods

2.1. Design

This is an open, cross-sectional, observational, multicenter, in-
ternational study in a cohort of English speaking patients diag-
nosed with Restless Legs Syndrome by expert clinicians.

2.2. Patients

Patients were recruited from eight participating centers, five in
different parts of the US (ASW, LMT, MB, RB, RZ), one in Italy (LFS),
one in Austria (BH) and one in Australia (JS). Each center obtained
approval from its institutional review board or from a centralized
review board. All participating investigators have previously initi-
ated and participated in clinical studies involving RLS patients, are
well known in their community for their RLS expertise and have
good control of the English language. All patients were previously
diagnosed with RLS in the respective center. Centers were
instructed to recruit patients with a wide range of RLS symptoms.
There was no limit on how many patients a center could recruit
between 2015 and 2017. A total of 217 patients were considered for
this study and 173 agreed to participate.

2.3. Inclusion and exclusion criteria

Inclusion criteriawere: (1) an established diagnosis of RLS based
on the revised IRLSSG criteria [13]; (2) stable medications for past 2
weeks and willingness to continue on the same regimen without a
foreseen adverse effect; (3) age 18 and older; (4) able to read, un-
derstand and answer written questions in English as ascertained by
the center investigators; and (5) able to provide informed consent.

Exclusion criteria included not matching any of the inclusion
criteria and retraction of the informed consent.
2.4. Procedures

Written informed consent was obtained from each patient and
the protocol was explained to the subject with an emphasis on the
need to maintain a similar lifestyle with no changes in medication
for the two-week duration of the study. On day one, RLS subjects
who consented to participate in the study completed the sIRLS and
received stamped envelopes containing the sIRLS and the PGIC
with the center clinician's address. On the same day following the
completion of the initial sIRLS by the subject, a clinician familiar
with the scale and blind to the sIRLS results administered the IRLS.
The patient was then instructed to wait two weeks (one week with
clinician's approval if there was an urgent need for medication
adjustment or change) before completing and mailing the ques-
tionnaires included in the envelope, with re-iteration of the need to
maintain the same lifestyle and medication regimen for the two-
week duration of the study. If medication adjustments were
needed at the time of enrollment, participants were asked to
maintain current medications for one week and then complete the
questionnaires prior to changing medications, ie, they had only one
week between questionnaire administrations. If medication
changes were necessary in less than one week, the subject was
removed from the study. If the changes were requested at the one-
week time point or later, the subject was requested to fill out the
forms just prior to changing medications. The subject was
instructed to complete the questionnaires at approximately the
same time as on day one (morning, afternoon, or evening). Once
completed, the questionnaires were returned to the center via mail,
fax, or e-mail. Questionnaires returned within 7e21 days were
included in the analyses. Phone, text, or email reminders were
provided to guarantee the completion of the questionnaires and
return of the envelope.
2.5. Assessments

Socio-demographic and historical RLS data from each patient in
the study were recorded. In addition, the following assessments, all
in English were applied: sIRLS, IRLS and Patient Global Impression
of Change (PGIC).

1. The sIRLS (copyrights by IRLSSG)1 is a self-evaluation composed
of 10 items that replicates themodel of the IRLS (see below), with
adaptation of the wording for self-application by the subjects
(Appendix 1). The wording was agreed upon by the authors after
considering comments and suggestions frommembers of the RLS
Foundation who are RLS patients and did not participate in the
study. The scale includes explanations and instructions for the
user, and the time frame it assesses is “the past 7 days”. The items
score from 0 (no symptoms) to 4 (very severe symptoms), and a
total sIRLS score (0e40) is obtained by the sum of the item scores.
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2. The IRLS is a rater-based measure of RLS severity [11], widely
used and considered the primary endpoint formost clinical trials.
The IRLS includes 10 items scored from 0 to 4, and the total score
runs from 0 (no symptoms) to 40 (the most severe symptoms).
The time frame is “the past week”. The IRLS has been thoroughly
validated, showing excellent clinimetric properties, and has been
recommended for evaluation of RLS severity by the ad hoc
Movement Disorder Society Task Force [11].

3. The modified Patient Global Impression of Change (PGIC) is a
tool that includes a question on change (1 ¼ Condition got
worse; 2 ¼ No change; and 3 to 7 reflecting increasing levels of
improvement) and a numerical visual scale from 0 (much bet-
ter) to 10 (much worse) [14]. In our study the PGIC was used to
monitor the stability of the RLS condition since the first appli-
cation of the sIRLS until the second application scheduled for the
test-retest reliability analysis. Thus, it was essential to have a
stand-alone “no change” item.
Table 1
Descriptive statistics of the sample.

Mean SD Range

Age 59.48 13.19 24e87
Age at onset 38.32 17.47 5e77
Age at diagnosis 49.92 14.58 13e83
Age at start of treatment 52.17 13.43 10e83
Restless Legs Syndrome duration 20.64 17.14 0e76

All values in years.
2.6. Data analysis

Encoded data were locally entered in a database and submitted
to the National Center of Epidemiology (Madrid, Spain) to be
merged in an anonymized central database designed and main-
tained following international and local norms for safety, confi-
dentiality, and ethical requirements.

In addition to descriptive statistics for socio-demographic data
and assessment scores (mean, standard deviation, median, range,
percentage, etc.), the following analyses were carried out:

1 Review of data quality to determine the proportion of full
computable scores. Five percent was considered the limit for
missing data [15].

2 According to the Shapiro-Francia test, the sIRLS and IRLS total
scores and age-related variables showed a normal distribu-
tion and, therefore parametric tests were used for these data.
Floor and ceiling effects were determined as acceptability
parameters (limit, �15%) [16].

3 Scaling assumptions parameters were explored by rough
equivalence of means, standard deviations, and standard
error of the means. Corrected item-total correlation that was
deemed satisfactory if it was >0.30 [17].

4 The dimensionality of the scale was examined by exploratory
factor analysis, principal component factor. Adequacies of the
variables and sample were checked with Bartlett's and
Kayser-Meyer-Olkin's tests.

5 Internal consistency was analyzed through the Cronbach's
alpha coefficient (an estimate of reliability reflecting all
possible correlations between the items of a scale; minimal
acceptable value, 0.70), inter-item correlation (�0.20), item
homogeneity coefficient (mean of the inter-item correla-
tions; >0.30), and the aforementioned item-total correlation
[15,18,19]. The abovementioned attributes were simulta-
neously explored for the sIRLs and the IRLS for allowing the
reader to compare these properties between both scales.

6 Test-retest reliability was carried out in those patients who
declared “no change” between the first and second applica-
tion according to the PGIC (question and visual analog scale).
Weighted kappa with quadratic weights (STATA v. 15) for
items and ICC (1-way, random effect) for the total scores
were used for this purpose.

7 The sIRLS precision was determined by the standard error of
measurement (SEM) on the test-retest reliability index [20].

8 The statistical significance of the difference between sIRLs
and IRLS scores was determined through Wilcoxon test (for
the items) and the student t-test for the total scores. The
agreement between the sIRLS (patient-based) and the orig-
inal IRLS (examiner-based) was analyzed using weighted
kappa with prerecorded quadratic weights for items, intra-
class correlation coefficient (ICC) (2-way, random effect) and
BlandeAltman plot for the total scores.

9 The concurrent validity between the original IRLS and the
sIRLS was established with the Pearson's product-moment
correlation coefficient for the total scores and with the
Spearman rank correlation coefficients for the individual
items. Pearson's correlation coefficient was also used to
explore the association of the sIRLS and IRLS with age, age at
onset, age at start of treatment, and RLS duration.

10 For determining the frequency of the RLS symptoms included
in the sIRLS and IRLS, scores ¼ 0 were considered “symptom
absent” and scores �1, “symptom present”. A comparison
between the respective proportions was carried out using
the McNemar's exact test.
3. Results

3.1. Description of the sample

One hundred seventy-three patients were included in the study.
Nine of them did not complete the sIRLS and, therefore, they were
not considered for the analysis. One patient had twomissing values
in the scale (items 9 and 10; 0.1% of 1640 sIRLS item scores) that
were imputed by the individual's mean of the other items. There-
fore, the sIRLS analysis was carried out on data from 164 patients,
61.6% women. Descriptive statistics of the sample are shown in
Table 1 and the sIRLS and IRLS scores are shown in the Table 2.
3.2. Data quality and acceptability

Nine patients lacked IRLS data. Therefore, the sample for the
analyses referred to this scale is n ¼ 155. All items of both scales
covered the 0e4 theoretical range up to a possible total score of 40.
The total scores were 0e38 for the sIRLS and 0e36 for the IRLS. No
relevant skewness (�0.11) nor floor or ceiling effect was present in
the sIRLS total score (3.1% and 0.6%, respectively) nor in the IRLS
(5.2% and 2.6%), but some items in both scales showed floor or
ceiling effect higher than the standard 15% (Table 3).
3.3. Scaling assumptions

Mean, standard deviation, and standard error of the mean) were
quite similar among the sIRLS item scores. The maximum differ-
ence observed for these statistics were 1.35 (means), 0.30 (SD), and
0.04 (standard error). Item-to-total corrected correlation ranged
from 0.46 (item 3) to 0.88 (item 6), clearly higher than the criterion
0.30. Similar results were found with the IRLS both for score dis-
tribution and item-total correlations (Table 3).



Table 2
Scores of the sIRLS and IRLS.

Items sIRLS (n ¼ 164) IRLS (n ¼ 155)

Median Mean SD Median Mean SD

1. Discomfort 2 2.05 1.06 2 2.03 1.10
2. Need to move 2 2.09 1.10 2 2.10 1.45
3. Relief 2 1.79 0.98 2 1.76 1.01
4. Sleep disturbance 2 1.85 1.23 2 1.74 1.24
5. During the day 2 1.65 1.20 1 1.47 1.20
6. RLS on the whole 2 1.98 0.99 2 2.01 1.06
7. How often 3 2.73 1.24 3 2.68 1.26
8. How severe 2 2.08 0.94 2 2.01 0.99
9. Daily activities 1 1.38 1.17 1 1.23 1.20
10. Mood disturbance 1 1.39 1.19 1 1.33 1.25
Total score 20 18.99 8.83 19 18.49 9.33

sIRLS: Self Completed Restless Legs Syndrome Rating Scale.
IRLS: Restless Legs Syndrome Rating Scale.
SD: Standard deviation.
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3.4. Dimensionality

The exploratory factor analysis of the sIRLS identified only one
factor explaining 61.3% of the variance (Bartlett test of sphericity,
p < 0.001; Kaiser-Meyer-Olkin measure, 0.93). This factor, inter-
preted as “perceived severity of the IRLS symptoms” included all
items of the sIRLS (loadings from 0.52, item 3, to 0.91, item 6; mean:
0.79). A similar result was obtained with the IRLS: one factor
explaining 66.2% of the variance (Bartlett test of sphericity,
p < 0.001; Kaiser-Meyer-Olkin measure, 0.92).

3.5. Internal consistency

sIRLS Cronbach's alpha was 0.93 and the item homogeneity in-
dex was 0.59. Inter-item correlations ranged from 0.29 (item 3 with
item 10) to 0.88 (item 1 with item 6). The respective values for the
IRLS were 0.33 (item 3 with item 4) and 0.87 (item 1 with item 6).

3.6. Stability and precision of the sIRLS

Test-retest reliability of the sIRLS was explored in 63 patients
who remained stable (median: 14 days; interquartile range: 14e15)
according to the PGIC (question and visual analog scale) and
resulted satisfactory for the total score (ICC ¼ 0.82). For items the
average weighted kappa value was 0.65, ranging from 0.38 (item 3)
to 0.80 (item 6). The SEM based on the test-retest ICC was 3.48 (½
SD at baseline, 4.11).
Table 3
Data of acceptability and Item-total correlation.

Items sIRLS (n ¼ 164)

Skew. Floor Ceiling

1. Discomfort 0.19 4.9 10.4
2. Need to move �0.01 6.7 10.4
3. Relief 0.27 6.1 3.7
4. Sleep disturbance 0.21 15.2 12.8
5. During the day 0.22 20.1 6.7
6. RLS on the whole �0.04 6.7 5.5
7. How often �0.45 3.7 39.6
8. How severe �0.02 3.1 4.9
9. Daily activities 0.40 29.9 4.3
10. Mood disturbance 0.28 31.1 2.4
Total score �0.11 3.1 0.6

sIRLS: Self Completed Restless Legs Syndrome Rating Scale.
IRLS: Restless Legs Syndrome Rating Scale.
Skew.: Skewness.
Floor and Ceiling: Floor and Ceiling effect (in %).
I-T corr.: Corrected Item-Total correlation.
3.7. Comparison and agreement between sIRLS and IRLS

Significant differences were found for items 4 (p ¼ 0.01), 5
(p ¼ 0.001), 9 (p ¼ 0.002), and total score (p ¼ 0.016), but differ-
ences higher than ±1 point for each itemwere observed in <95% of
the cases for all items, with full agreement ranging from 68.4%
(item 10) to 83.9% of patients (item 6) (Table 4). Agreement of
scores from sIRLS and IRLS according to weighted kappa and ICC
tests was substantial or better (�0.80) (Table 5). After verifying that
item scores had a normal distribution (Shapiro-Francia test), the
BlandeAltman analysis was applied to each item. According to this
procedure, the number of cases (and %) falling out of the respective
95% CI ranged from 2 (1.3%, for item 6) to 7 (4.5%, for items 2 and 9)
and the mean difference between scales was 0.61 ± 3.12 (95%
confidence interval: �5.50 to 6.73). The correlation of the differ-
ence in score between scales and the mean score of the two scales
was �0.13 (a value near zero indicates concordance). There were 11
values (12 cases; 7.7% of the sample) out of the 95% CI: seven lower
and five higher than thementioned limits. The plot showed that the
sIRLS tended towards scoring slightly higher than the IRLS, and that
the differences between the scores of both scales, were located
across all severity levels, without a systematic distribution (Fig. 1).

3.8. Concurrent validity and association with other variables

The correlation between individual sIRLS and IRLS components
and total scores reached values from 0.80 to 0.94 (Table 5). Both
scales showed negligible correlations (<0.10) with age, age at RLS
onset, age at diagnosis, age at start of treatment, and duration of the
disorder. Although both total scores were mildly higher in women,
the differences by gender did not reach statistical significance.

3.9. Frequency of RLS symptoms captured by sIRLS and IRLS

The frequency of RLS individual symptom items according to
both scales appears in Table 6. As a whole, there was a trend to find
lower rates with the IRLS than with the sIRLS, but the difference
was significant only for item 9.

3.10. Cross-cultural issues

Comparisons of results from participating centers in English
speaking countries (engl) and participating centers in Europe (eu)
are presented as Supplementary Material Tables 1e7. The samples
were significantly different by number: 97 vs. 67, age: mean 62.4
(11.1) vs. 55.2 (14.7), and RLS duration in years: mean 26.2 (18.1) vs
IRLS (n ¼ 155)

I-T corr. Skew. Floor Ceiling I-T corr.

0.86 0.08 7.7 11.0 0.88
0.82 �0.01 8.4 12.9 0.79
0.46 0.34 7.1 4.5 0.45
0.74 0.17 20.0 9.7 0.81
0.72 0.42 24.5 5.2 0.72
0.88 0.14 6.5 9.7 0.89
0.70 0.44 5.2 38.1 0.70
0.78 0.01 5.2 5.8 0.80
0.80 0.50 39.4 3.2 0.81
0.67 0.44 36.1 4.5 0.72
e �0.04 5.2 2.6 e



Table 5
Agreement, and correlation between the sIRLS and IRLS.

Items Agreement sIRLS e IRLS Correlation sIRLS e IRLS

kW Spearman

1. Discomfort 0.86 0.87
2. Need to move 0.82 0.83
3. Relief 0.80 0.80
4. Sleep disturbance 0.85 0.86
5. During the day 0.82 0.82
6. RLS on the whole 0.91 0.92
7. How often 0.91 0.91
8. How severe 0.83 0.84
9. Daily activities 0.84 0.84
10. Mood disturbance 0.84 0.84
Total score 0.94a 0.94b

kw: Weighted kappa coefficient.
Spearman: Spearman correlation coefficient.

a Intraclass correlation coefficient.
b Pearson's correlation coefficient.

Table 6
Prevalence of the WED/RLS symptoms, agreement, and correlation between the
sIRLS and IRLS.

Items Prevalence (%)

N 164 155 Pa

sIRLS IRLS

1. Discomfort 95.1 93.0 0.22
2. Need to move 93.3 91.6 0.63
3. Relief 93.9 92.9 1.00
4. Sleep disturbance 84.8 80.0 0.18
5. During the day 79.9 75.5 0.38
6. RLS on the whole 93.3 93.6 1.00
7. How often 96.3 94.8 0.50
8. How severe 96.9 94.8 0.25
9. Daily activities 70.1 60.7 0.03a

10. Mood disturbance 68.9 63.9 0.42
Total score e e e

a McNemar's exact test.

Table 4
Individual item scores difference between sIRLS and IRLS.

Difference in score Number of patients

�4 �3 �2 �1 0 1 2 3 4

1. Discomfort 0 0 1 16 120 16 1 1 0
2. Need to move 0 1 4 14 117 17 1 1 0
3. Relief 0 0 3 13 118 18 2 1 0
4. Sleep disturbance 0 0 3 10 112 27 2 0 1
5. During the day 0 0 2 13 101 35 2 2 0
6. RLS on the whole 0 0 1 13 130 10 1 0 0
7. How often 0 0 0 10 127 13 5 0 0
8. How severe 0 0 0 13 120 19 2 1 0
9. Daily activities 0 0 1 11 110 27 5 1 0
10. Mood disturbance 0 0 2 18 106 25 3 1 0

sIRLS: Self Completed Restless Legs Syndrome Rating Scale.
IRLS: Restless Legs Syndrome Rating Scale.
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20.6 (17.1). Gender distribution was similar in both samples. When
scales were completed in the office, the mean scores on the sIRLS
and IRLS were very similar, but significant differences were noted
when English speaking patients were compared to European pa-
tients: sIRLS e 16.9 (8.3) vs. 22.0 (8.8) and IRLS e 16.0 (8.6) vs. 22.6
Differences between sIRLS and IRLS total scores: 0.61+3.12 (95%CI:-5.50, 6.73)
Correlations between difference and mean = -0.125

Fig. 1. BlandeAltman plot of agreement between the sIRLS and the IRLS applied in
parallel during the study.
(9.1). The results of the second sIRLS that was mailed in by the
patients were similar in both English speaking countries and Eu-
ropean countries: 15.7 (8.6) vs. 14.8 (8.5).

4. Discussion

This study demonstrates that the sIRLS is an accurate and reli-
able self-completing scale to assess the severity of RLS symptoms.
The sIRLS has been designed as a self-applied assessment with the
same structure and components as the IRLS and with wording
adjusted for its use by patients as opposed to clinicians. In the
present study, the clinimetric attributes of the sIRLS were analyzed
in parallel with the original IRLS. Data were captured in an inde-
pendent manner to guarantee their reliability and validity.

As the sIRLS is derived from an already validated scale, the IRLS,
the latter could be considered “the criterion” or “gold standard”
against which the new instrument has to be tested. The results of
the clinimetric attributes of the IRLS tested in the present study
overlap those from previous validation studies of this scale [1,7,8].
This fact supports the consistency of the findings comparing the
original IRLS and the new scale.

sIRLS data quality were excellent, with less than 0.5% missing
data. Scores were properly distributed across the items, covering
the theoretical score limits (Table 2), and floor and ceiling effects
were irrelevant for the total score (Table 3). The parameters
considered for scaling assumptions (mean, similar item variances,
item-total correlations) were also appropriate for the sIRLS. These
results, therefore, suggest that feasibility/acceptability and scaling
assumptions of the sIRLS are adequate [16,17] and comparable to
those of the IRLS.

The exploratory factor analysis showed that the sIRLS is a uni-
dimensional scale with all items grouped around the construct
(severity of the RLS), similar to the IRLS. All parameters relatedwith
the reliability of the sIRLS, both for internal consistency and sta-
bility, were clearly higher than the respective threshold values
[15,18,21]. These are relevant outcomes related to the appropri-
ateness of the scale, as well as to themeaning and reproducibility of
its scores. Similar corresponding results were obtained with the
IRLS.

In regard to the precision of the sIRLS, the SEM was lower than
the value of ½ SD at baseline, suggesting adequate precision [22].
This statistic parameter depends on the sample variability and scale
stability, keeps relatively constant independent of the sample, and
reflects the standard deviation of the distribution of repeated
questionnaire scores. Thus, the SEM represents a link between the
reliability and the sensitivity to change of the measure [22e24].
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The agreement between both scales may be considered an inter-
rater reliability analysis (patient and doctor) and also a comparative
analysis of the concurrence betweenmeasures (Tables 4 and 5). The
results of this analysis showed that there is a “substantial” to
“almost perfect” agreement between the respective components of
both scales, with very few cases scoring out of the 95% CI for
agreement established for the total scores [25]. Nonetheless, these
results are referred to the collective of patients in the study
considered as a whole. When the subjects and items are individu-
ally considered, a variable proportion of discrepancies in the scores
is found, albeit most of them differing only by one point (Table 4). A
similar situation occurs with the total score, as demonstrated by
95%CI of agreement (�5.50, 6.73) clearly higher than thresholds
proposed for a minimal clinically significant difference (SEM, 3.48;
½ SD, 4.17) [26e28]. These findings have relevance for use of the
scale in single patients.

The association between sIRLS and IRLS components was strong,
with high correlation coefficients (Table 5). As expressed in the
Data Analysis section, this outcome represents a modality of con-
current validity between an original instrument (IRLS) and the
derived one (sIRLS). The high correspondence between the scales,
reaching a 0.94 coefficient for the total score, is indicative of almost
equivalent results with both scales.

This study verified the stability of the sIRLS as a measure of RLS
symptom severity. This stability was maintained when patients
from English speaking countries were compared to patients from
European countries. The European group scored higher on both the
sIRLS and the IRLS when completed in the office supporting the
similarity between the two scales, even when symptom severity is
different. The inclusion of several centers across the globe conveys
both strength and limitation to this study. The strength is derived
from the diversity of the patients included. The absence of validated
translations for the sIRLS and the restriction to only English-
speaking patients in the European group is a limitation of this
study. This effect is mitigated by the use of English for all study
related materials in all patients. Staff limitations, budget re-
strictions and limited availability of English speaking RLS patients
delayed patient recruitment.

Longitudinal studies are needed to assess the sensitivity of the
sIRLS to reflect medications changes or interventions. Another
limitation of both scales is their design and validation as measures
of symptom severity in already diagnosed RLS patients.

It is very convenient to have a valid instrument for self-
evaluation of RLS severity. Neither the IRLS nor the sIRLS are
diagnostic instruments for RLS. These severity scales should be
used only in patients with an established diagnosis of RLS.

In conclusion, the sIRLS is a feasible, unidimensional, reliable,
precise, and valid scale for self-evaluation of severity of RLS. The
results from this first validation study demonstrate a close simi-
larity with the IRLS fromwhich the sIRLS is derived. These findings
support the use of this self-administered form of the IRLS in the
same broad range of clinical and non-clinical conditions for which
the original rating scale was devised, validated and implemented.

5. Recommendations for the use of the scales

Because of some slight variability between the responses obtained
between the sIRLS and the IRLS, we recommend that for serial mea-
sures of RLS severity over time that either the sIRLS alone or the IRLS
alone be used as the only scale for all measurements. An exception
would bewhen clarity over the questions is established initially with
the IRLS as the first administration of the scale and when the sIRLS is
employed in all subsequent administrations of the scale. Under these
circumstances we recommend that statistical comparisons only be
made only amongst the sIRLS versions of the scale.
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