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Objective: To describe the development of the
Spasticity-related Quality of Life 6-Dimensions in-
strument (SQoL-6D) and its sensitivity to clinical
change (responsiveness).

Design: Multicentre, prospective, longitudinal cohort
study at 8 UK sites (NCT03442660).

Patients: Adults (n=104) undergoing focal treat-
ment of upper limb spasticity.

Methods: No condition-specific health-related
quality of life tool is available for upper-limb spas-
ticity of any aetiology. The SQoL-6D was developed
to fulfil this need, designed to complement the Upper
Limb Spasticity Index (which incorporates the Goal
Attainment Scaling evaluation of upper limb spasti-
city [GASeous] tool) with targeted standardised mea-
sures. The 6 dimensions of the SQoL-6D (score range
0-4) map onto common treatment goal areas iden-
tified in upper-limb spasticity studies. A Total score
(0-100) provides overall spasticity-related health
status. To assess responsiveness, the SQoL-6D,
Global Assessment of Benefit scale and “GASeous”
were administered at enrolment and 8 weeks.
Results: Significant differences in mean SQoL-6D
Total score change and effect sizes across patients
rating "some benefit” (0.51) and “great benefit”
(0.88) supported responsiveness.

Conclusion: The SQoL-6D is a promising new mea-
sure of health status in upper limb spasticity, that
enables systematic assessment of the impact of this
condition in relation to patients’ priority treatment
goals. A psychometric evaluation of SQoL-6D is pre-
sented separately.

Key words: quality of life; muscle spasticity; botulinum toxin;
rehabilitation; surveys and questionnaires; health status.

Accepted Oct 7, 2021; Epub ahead of print Nov 2, 2021
J Rehabil Med 2021; 53: jrm002XX
Correspondence address: Lynne Turner-Stokes, Regional Rehabilita-

tion Unit, Northwick Park Hospital, Watford Road, Harrow, Middlesex,
HA1 3UJ, UK. E-mail: lynne.turner-stokes@doctors.org.uk

pasticity and spastic dystonia are common featu-
res of upper motor neurone syndrome following
damage to the central nervous system (1). Both con-

(LAY ABSTRACT )
Upper-limb spasticity is a condition in which muscles
become "tight”, restricting use of the arm and hand. Ques-
tionnaires have been developed to assess a person’s qua-
lity of life, but are not specifically designed to assess the
impact of spasticity on a person. The Spasticity-related
Quality of Life 6-Dimensions instrument (SQoL-6D) was
created to address this deficiency. The development of
the SQoL-6D is described here, along with analysis of its
responsiveness to ensure that the SQoL-6D detects chan-
ges in spasticity symptoms following treatment (as report-
ed by patients using other questionnaires). These analyses
showed that the SQoL-6D captured changes in the burden
of spasticity for people with this problem. Other technical
psychometric properties of the SQoL-6D are reported in

\the companion paper available in this issue. Y,

tribute to functional impairment, reduced activities of
daily living and restricted social participation, which
impact quality of life (QoL) and health status (2, 3).
Upper-limb spasticity (ULS) typically occurs after a
stroke or other acquired brain injury (4).

Botulinum toxin A (BoNT-A) injections are
recommended for management of focal and regional
spasticity (5, 6). However, while benefits are readily
demonstrated at the level of impairment and of daily
activities, understanding the impact of BoNT-A treat-
ment on health-related QoL (HRQoL) is difficult as a
result of the complex interaction of spasticity with oth-
er features of neurological disability, including motor
weakness, contracture and limb deformity, cognitive,
communicative, emotional and behavioural problems.

To date, attempts to show change in general aspects of
HRQoL following treatment for spasticity using generic
measures (Assessment of Quality of Life, EuroQolL—5
Dimensions—5 Levels (EQ-5D-5L), EuroQoL visual
analogue scale, and Short-Form-36 (SF-36)) have largely
been unsuccessful (7-10). This is partly because these
instruments contain a range of items that are unlikely to
be sensitive to focal intervention for localised spasticity,
and partly because other neurological impairments and
external factors are likely to impact more on these general
instruments than spasticity itself. While generic measures
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have the advantage of enabling comparisons of disease
burden and treatment benefit across diseases (11, 12),
condition-specific measures of health have the potential
advantage of being more responsive and clinically useful
(13, 14). HRQoL measures specific to spasticity due to
spinal cord injury do exist and are recommended for use
alongside the SF-36 (15); however, no condition-specific
tool is available for ULS of any aetiology.

The Spasticity-related Quality of Life 6-Dimensions
instrument (SQoL-6D) was developed as a patient-
reported outcome tool to fulfil the need for a health
status measure that would: (7) be sensitive to the burden
of patient experience in ULS and the changes following
treatment, and (if) might be used in the future for eva-
luation of treatments for ULS. The aim of this paper
is to describe the development of the SQoL-6D and
present results regarding its responsiveness to clinical
change over time. The results of a formal psychometric
evaluation of the SQoL-6D (validity and reliability),
and consensus-based standards for the selection of
health measurement instruments self-assessment are
presented in a companion paper in this issue.

METHODS
Context of SQoL-6D development

Goal attainment scaling (GAS) is a process for setting patient-
centred goals that can also be a sensitive measure of outcome
from ULS treatment that enables identification of goals of im-
portance to the patient and their carers (that are not otherwise
identifiable using standardised measures) (16—18). The process
also supports treatment planning and coordination of multidis-
ciplinary patient-centred interventions (16—18).

Analysis of goal-setting statements from large ULS treatment
studies and their classification using the World Health Orga-
nization (WHO) International Classification of Functioning,
Disability and Health (ICF) (19) has identified 6 main goal areas
for management of ULS in worldwide clinical practice. These are:

* Reduction of pain/discomfort;

 Control of spasms and other involuntary movements;

* Maintenance of upper limb movement range (i.e. avoiding
contractures)

* Passive function (ease of caring for the affected limb, e.g.
maintaining hygiene, skin integrity, dressing the limb);

* Active function (use of the affected limb, e.g. reaching, hol-
ding, grasping/releasing objects, lifting and carrying, or fine
dexterity during activities such as meal preparation, household
duties, work-related tasks, recreation/leisure activities);

* Mobility/balance (16, 17, 20, 21).

The Upper Limb International Spasticity observational study
programme provided real-world evidence of the benefit of repea-
ted cycles of BONT-A treatment by first identifying GAS as the
most widely applicable common treatment outcome measure,
and then refining GAS tools together with standardised measures
for use in clinical practice (18, 21-23).

Briefly, a structured approach to GAS was developed (GAS
evaluation of ULS (GASeous) tool) to capture goal attainment
for 1-3 selected goals (16, 24, 25). To record both patient-
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reported and clinician-rated elements of ULS, the ULS Index
(ULSI) and Focal Spasticity Index (for upper- and lower-limb
spasticity) (26, 27) were designed to measure:

Severity of presentation and other confounders to recovery;
Goals for treatment (using GASeous);

Standardised measures of symptoms and function selected
according to the patient’s treatment goals (e.g. the 10-cm
visual analogue score for pain goals, Arm Activity measure
(ArmA) for goals in passive or active function, etc.);

* Global benefit, as rated by both the patient and the treating
clinician. However, these tools capture the diversity of pre-
sentation, goals and outcomes that reflect, but do not directly
measure health status. In this context, the SQoL-6D was
designed to complement the ULSI and GASeous (and be
used in conjunction with them), by providing a systematic
assessment of patients’ experience of the main impacts of
ULS, specifically in relation to a patient’s priority treatment
goals (Fig. 1). Patients with ULS have diverse presentations
and widely differing goals for treatment (21). The SQoL-6D
was developed on a formative model to capture health status
across the range of patient experiences relating to spasticity.

The SQoL-6D

The SQoL-6D was developed following over a decade of research
led by King’s College London, including extensive analysis
of goals and other outcomes from large international studies
(16—18). The SQoL-6D is based on goal categories developed
with patients and carers over a number of years to capture disease
burden and concerns relevant to patients, and as such reflects
recommendations by INVOLVE (20, 28). Further consultation
with patient users was undertaken regarding question wording
and presentation when delivered in paper and electronic versions.

The 6 dimensions (items) of the SQoL-6D map onto the same 6
goal areas identified above. It is important to note that, although the
SQoL-6D is designed around common goal areas, each individual
patient would usually only have treatment goals in 1-2 areas. While
the whole SQoL-6D would provide an overall picture of spasticity-
related health status, when evaluating treatment response, it was
anticipated that only dimensions relevant to the identified treatment
goals would change. The SQoL-6D was therefore designed to be
applied in a similarly targeted manner to the ULSI, so it is critical
to understand the responsiveness of the SQol-6D, not only in terms
of the overall score, but also at an individual item level.

Each dimension of the SQoL-6D uses a 5-level scale (score
range 0—4) generally reflecting none (0), mild (1) moderate (2),
severe (3), or extremely severe (4) problems. Higher scores there-
fore indicate a worse condition, mirroring the generic EQ-5D-5L
item scores (29). The SQoL-6D Total score (0—100) provides an
overall picture of spasticity-related health status, and is computed
as a linear transformation of the mean of the 6 dimension scores,
with the direction of scoring inverted (higher scores indicating
better health), in line with most HRQoL instruments.

Following refinement by an international advisory board of clini-
cians (see Acknowledgements) in minuted meetings, the SQoL-6D
version 4.0 was accepted for further testing and use in July 2014.

The tool is freely available online, with user instructions,
at https://www.kcl.ac.uk/cicelysaunders/resources/tools/the-
spasticity-related-quality-of-life-tool-(sqol-6d). The manual
includes anchored information to help patients and clinicians
identify the appropriate scoring level, for example:

[ have mild restriction in range of movement in my affected
upper limb(s) (anchor: but I am able to stretch my joints out
fully with assistance)
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In current clinical practice, no tool directly measures the health status of patients with upper limb

spasticity (ULS)

Current measures of treatment outcome
Six goal categories for Goal Attainment Scaling (GAS) in ULS'3

Reduction of Control of
pain / discomfort spasms

Passive function
(caring for limb)

Active function
(use of limb)

Maintenance of
movement range

GAS evaluation of ULS (GASeous) is a structured approach to GAS specifically in ULS
that captures symptom presentation and goals. GASeous is incorporated into:

Focal Spasticity Index
Captures presentation
and goals in both ULS
and lower limb spasticity

ULS Index (ULSI)

Alimited set of assessments that captures:
« Severity of presentation
» Confounders to recovery
« One to three treatment goals

\
\

Mobility /
balance
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SQoL-6D maps onto the same six goal categories and complements

the ULSI and GASeous
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Rating scales

Each dimension of the SQoL-6D
uses a five-level scale (0 to 4)
from ‘no’ to ‘extremely severe’
affliction in the goal area

Dimension scores are totalled and
converted to the SQoL-6D Total
100 score (0 to 100). This provides an
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overall picture of spasticity-
related health status

SQoL-6D can facilitate economic evaluation of treatment and capture health status across the

range of patient experiences relating to spasticity.

Fig. 1. Context and development of the spasticity-related quality of life 6-dimensions instrument (SQoL-6D). 1. Turner-Stokes et al. J Rehab Med
2010; 42: 81-89; 2. Ashford et al. Phy Res Int 2006; 11: 24-34; 3. Turner-Stokes et al. J Int Soc Phys Rehabil Med 2019; 2: 138-150.

* [ have extremely severe restriction in range of movement in
my affected upper limb(s) (anchor: so that I can barely move
my affected limb at all)

Study design

To assess the psychometric properties of the SQoL-6D,
including responsiveness as reported here, a multicentre,
prospective, longitudinal, cohort study was conducted at § UK
sites (NCT03442660; see also the companion psychometric
evaluation paper in this issue). Adults (aged > 18 years) receiving
treatment for ULS as part of their routine clinical management
were followed between May 2018 and October 2019. Enrolment
was independent of therapeutic decisions, and required informed
consent, an understanding of English and cognitive ability to

JRM

understand the SQoL-6D questions, and fulfilment of protocol
requirements, as judged by the investigator.

The SQoL-6D was self-administered at enrolment (Visit 1)
and at 8 weeks (+2 weeks; Visit 2/follow-up), by which time an
intervention would be expected to impart its maximum effect
on spasticity. The GASeous tool and the Global Assessment
of Benefit Scale, a 5-point scale (-2 much worse,—1 worse,
0 same, +1 some benefit, +2 great benefit) (21), were completed
by both the investigator and the patient at Visit 2.

Intervention

This study was a “non-clinical trial of investigational medicinal
products” because it was set in the context of a cohort with
clinical interventions for spasticity. Investigators were free to

J Rehabil Med 53, 2021
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choose healthcare strategies in accordance with participant needs
and routine clinical practice, but assessment tools were collected
outside of normal clinical practice. Full details of interventions
were not collected, as the performance of the SQoL-6D in real-life
clinical practice was to be assessed regardless of intervention.

Study population

Asresponsiveness of the SQoL-6D (ability to detect change over
time) was of key interest, calculation of sample size was based
on this parameter. With an expected change in score of 5 points
between baseline and follow-up, and a hypothesised standard de-
viation (SD) for the SQoL-6D Total score of 15 (effect size, 0.33),
87 patients were needed to detect a statistically significant change
(paired #-test at 5%; power of 80%). Allowing for a drop-out rate
of up to 13%, the target for recruitment was set at 100 patients.

Statistical analysis

All analyses were pre-planned. The full analysis set (FAS;
n=98) comprised all adults who completed Visit 1. The re-
sponsiveness” population (n=90) comprised patients from the
FAS who completed both Visits 1 and 2.

Responsiveness to change over time was assessed in the “’re-
sponsiveness population” using analysis of variance (ANOVA)
or t-tests at the 5% significance level, comparing change in
scores from Visit 1-2 across groups defined by the level of
”perceived benefit” (with the investigator- and patient-reported

53 9,

global assessment of benefit scale as “great benefit”, ’some
benefit” and “no benefit” (’same”, ”worse” and “much worse”
combined)) and by “overall goal attainment” (defined by GAS
T-score >50 ((i.e. goals achieved as expected or better) and GAS
T-score <50 (goals not achieved as expected)).

We expected to see a positive relationship between improved
health status (increase in total SQoL-6D) and global benefit,
as perceived by both patients and clinicians. The sensitivity
to change over time of the SQoL-6D individual dimension
and Total scores between Visit 1 and 2 were also evaluated by
the calculation of effect sizes (mean difference divided by the
pooled SD at baseline). An effect size of 0.8 or more represents
a ’large”, 0.5 a "medium” and 0.2 a ”small” change (30).

Electronic data capture was used whenever possible, which
did not allow patients to skip items or save incomplete entries,
to minimise missing data; no imputations were made for missing
data. Statistical Analysis System (SAS®) version 9.4 (SAS
Institute Inc., Cary, NC, USA) was used for statistical analysis.

RESULTS

Patient disposition and socio-demographics

Across the 8 study sites, 104 patients were enrolled
(Fig. 2; 3-22 patients per site). Demographic and disease
characteristics are shown in Table I. More detailed de-
mographic and disease characteristics are provided in
the companion psychometric evaluation paper in this
issue. This was a relatively young population (mean
age 53 years) with chronic spasticity (median duration
5.4 (range 0-38.5) years). Overall, the study popula-
tion demographics were comparable to those of other
published large international cohorts with ULS (18, 21).

medicaljournalssweden.se/jrm

Enrolled population
(n=104)

No SQoL-6D
(n=6)

FAS population
Nn=98 (94.2%)
I

Responsiveness population Test retest population
n=90 (91.8%) n=78 (79.6%)

Fig. 2. Patient disposition. Percentages were calculated based on the
enrolled population for the full analysis set (FAS) population, and based
on the FAS population for the responsiveness population. SQoL-6D:
Spasticity Quality of Life-6 Dimensions instrument.

Responsiveness to clinical changes

The mean change in the SQoL-6D Total score bet-
ween enrolment and follow-up was 11.9 (95% C1 9.4,
14.4), with reduction in mean item scores ranging
from —0.3 to —0.6 (Table II). ANOVA demonstrated
statistically significant differences in the change in
SQoL-6D Total score between patients who repor-
ted ”some benefit” compared with “great benefit”
(»=0.0008; Table III) and similar differences were
seen between groups defined by investigator-reported
benefit (»=0.0014)

These results were further supported by effect
sizes, which indicated a large change for the patients
reporting “great benefit” (effect size=0.98); a medium
change for those reporting “some benefit” (effect
size=0.52); and no change for those reporting no
benefit” (effect size=-0.04).

Responsiveness by item showed a logical pattern

Table I. Patient demographic and disease characteristics

FAS

Characteristics (n=98)
Age, years, mean (95% CI) [Range] 53.0 (49.9, 56.0) [19-82]
Male, n (%) 65 (66.3)
Ethnic group, n (%)

White 85 (86.7)

Asian-Asian British 11 (11.2)

Other 2 (2.0)

Duration since ULS onset, months
Mean (95% CI)
Median, IQR, [Range]

Arm affected?, n (%)

92.7 (73.5, 111.8)
65.0 (22.4, 123.8) [0-462]

Left 52 (53.1)

Right 46 (46.9)
Affected upper limb, n (%)

Dominant 45 (45.9)

Non-dominant 48 (49.0)

Both arms 5(5.1)

Percentages are based on the number of patients with available data in the
FAS population. If both arms were affected, the most severely affected arm
was studied; if both arms were affected with the same severity, data for right
arm was studied.95% CI: 95% confidence interval; FAS: full analysis set;
IQR: interquartile range; SD: standard deviation; ULS: upper limb spasticity.
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Table II. Mean scores at enrolment and follow-up and change scores

SQoL-6D dimension Enrolment (n=98) Follow-up (n=90) Change score (n=90) p-value

1. Pain/discomfort Mean (SD) 1.8 (1.2) 1.3(1.1) -0.5(1.1) <0.0001
95% CI (1.5, 2.0) (1.1, 1.5) (-0.7, -0.3)

2. Involuntary movements or spasms Mean (SD) 1.6 (1.3) 1.1 (1.1) -0.6 (1.1) <0.0001
95% CI (1.4, 1.9) (0.8, 1.3) (0.8, -0.4)

3. Restricted range of movement Mean (SD) 2.7 (1.0) 2.1 (1.0) -0.6 (1.1) <0.0001
95% CI (2.5, 2.9) (1.9, 2.4) (0.8, -0.4)

4. Caring for the affected limb Mean (SD) 2.1 (1.3) 1.7 (1.4) -0.4 (0.9) <0.0001
95% CI (1.8, 2.3) (1.4, 2.0) (0.6, -0.2)

5. Using the affected limb Mean (SD) 3.4 (0.7) 3.1 (0.9) -0.3 (0.8) 0.0005
95% CI (3.3, 3.6) (2.9, 3.3) (0.5, -0.1)

6. Mobility/balance Mean (SD) 2.4 (1.2) 2.0 (1.4) -0.5 (1.1) <0.0001
95% CI (2.2,2.7) (1.7, 2.3) (-0.7, -0.3)

Total score Mean (SD) 41.4 (18.8) 53.1 (20.3) 11.9 (11.9)
95% CI (37.6, 45.1) (48.8, 57.4) (9.4, 14.4) <0.0001
[Range] [0.0-79.2] [8.3-95.8] [-12.5-37.5]

SQoL-6D individual dimension scores range from 0 to 4, with higher scores indicating worse outcome. SQoL-6D Total score ranges from 0 to 100, with higher
scores indicating better quality of life. 95% CI: 95% confidence interval; SQoL-6D: spasticity-related quality of life 6-dimensions instrument.

(although not reaching statistical significance) of
larger improvements in SQoL-6D scores for patients
with greater benefit, as rated by the clinician, except
for pain/discomfort (Fig. 3). Similarly, when using the
patient Global Assessment of Benefit scale, dimension
and Total scores indicated greater mean improvements
for patients with greater benefits, except for item 5
”using the affected limb”. Comparison of subgroups
identified p-values of <0.01 for item 6 “mobility/ba-
lance” and for the SQoL-6D Total score.

Trends were generally as expected, with patients
having reached their GASeous goals showing larger
mean improvements than those who did not. Howe-
ver, none of the between-group differences reached
statistical significance, except for mobility/balance
(»p=0.022). Patients not reaching their goals presented
an effect size of 0.37, suggesting a small improvement
observed in these patients, while those achieving their
goals presented an improvement of medium to large
size (effect size=0.68).

DISCUSSION

The SQoL-6D is the first condition-specific self-reported
questionnaire developed for adult patients with ULS
of any aetiology, to assess change in health status. The
SQoL-6D is designed to be simple and easy to self-
administer, and maps onto the 6 key goal areas that have
been identified previously in worldwide clinical practice
as relevant to patients with ULS and their carers.
Here, the SQoL-6D demonstrated responsiveness to
clinical change in a UK multicentre cohort of patients
with ULS. The limited level of association between
the SQoL-6D Total score and GAS T-score was not
unduly surprising, as most patients have only 1-2
stated goals, which are therefore by definition restricted
to 1-2 items of the SQoL-6D. As noted earlier, the
SQoL-6D was originally designed to be applied in a
targeted manner, selecting only the items relevant to
the patient’s chosen goal areas to measure intervention-
related change. However, having a global tool with a
Total score provides a standardised tool that supports

Table III. Change in spasticity-related quality of life 6-dimensions instrument (SQoL-6D) Total score between enrolment and follow-up

by subgroups

SQolL-6D Total Score

Subgroups of clinical benefit n Mean (95% CI) p-value Effect size
Investigator Global Assessment of Benefit scale
Same/worse/much worse 5 -0.8 (-14.2, 12.6) -0.04
Some benefit 56 10.1 (7.1, 13.1) p=0.0008 0.52
Great benefit 29 17.5 (13.3, 21.8) 0.98
Patient Global Assessment of Benefit scale?
Same/worse/much worse 5 2.5 (-10.5, 15.5) 0.19
Some benefit 51 9.5 (6.6, 12.4) p=0.0014 0.51
Great benefit 31 17.6 (13.1, 22.1) 0.88
Missing?® 3
GAS T-score at follow-up
GAS T-score <50 20 7.9 (1.5, 14.3) p=0.0925 0.37
GAS T-score =250 69 13.0 (10.3, 15.8) 0.68

Missing?

1

@There were few missing cases; no specific measures were taken to account for missing data. Data are derived from the responsiveness population (n=90).
Analysis of variance and t-tests were used to derive p-values for global assessment of benefit scales, and GAS T-scores, respectively. 95% CI: 95% confidence
interval; GAS: goal attainment scaling; SQoL-6D: spasticity-related quality of life 6-dimensions instrument.
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Fig. 3. Mean (95% CI) change in Spasticity Quality of Life-6 Dimens

ions instrument (SQoL-6D) scores by subgroups at follow-up. (a) Clinician

Global Assessment of Benefit scale. (b) Patient Global Assessment of Benefit scale. (c) GAS T-scores. Data are derived from the Responsiveness

Population (n=90).*p <0.05 **p < 0.01. Analysis of variance (ANOVA)
for GAS T-scores. Note: Parametric and non-parametric tests led to simil

pooled analysis and group comparison. Hence, we first
explored the performance of the overall tool (and the
study was powered with that in mind). A larger sample
would be necessary with representation across all goal
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was used for the Total score, Kruskal-Wallis for dimension scores and t-tests
ar p-values. 95% CI: 95% confidence interval; GAS: goal attainment scaling.

areas to explore more targeted application of the tool.

Similarly, although a larger sample would be needed
to define a responder threshold for the SQoL-6D
Total score, these preliminary data allow us to provide



JRM

JRM

JRM

some guidance for interpreting within-patient score
change over time. Using anchor-based methods, the
mean change in SQoL-6D score for patients who have
reported ’some benefit” on the Global Assessment of
Benefit scale was 9.5, and 10.1 when using the clinician
Global Assessment of Benefit scale; therefore, a Total
score change of about 10 points could be considered
to represent a meaningful improvement. It should
also be highlighted that distribution-based methods
indicate that a Total score change of 10 points repre-
sents more than half the baseline SD of 18.8, which is
generally considered as benchmark to define effects of
medium size. Comparison of results from patients who
improved following treatment vs those who did not
was not possible using the receiver operating charac-
teristic curve, as there was an insufficient number of
patients (n=>5) who reported ’no benefit” on the Global
Assessment of Benefit scale; further research is therefore
required to define a minimally important difference.
The authors acknowledge a number of strengths and
weaknesses to this study. Strengths include the mul-
ticentre sample, and the fact that it was conducted in
real-life clinical practice, both of which help to support
the generalisability of the findings. Although the sample
size of just under 100 patients was fairly modest, the
study was adequately powered for its intended purpose.
Weaknesses include the fact that the study was confined
to one country. Further testing should be conducted in
a larger sample allowing analysis of individual items in
patients targeting the corresponding therapeutic goals.
In conclusion, the SQoL-6D was developed to fulfil the
need for a health-status measure specific for adults with
ULS of any aetiology. Results of a multicentre study show
the SQoL-6D is responsive to detecting clinical change
in patients of differing clinical outcome following focal
treatment of ULS. A companion paper in this issue pro-
vides further technical results related to the psychometric
evaluation of the SQoL-6D reliability and validity.
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