The Coeliac Disease Assessment Questionnaire (CDAQ):
responsiveness to change

Helen Crocker, Crispin Jenkinson, Jill Dawson, Michele Peters

Nuffield Department of Population Health, University of Oxford

UNIVERSITY OF

Introduction

The Coeliac Disease Assessment Questionnaire (CDAQ) is a 32-item patient-reported outcome measure (PROM)
developed to assess quality of life in adults with coeliac disease. It is suitable for use in research, including clinical
trials, and clinical practice. The CDAQ is a reliable and valid measure, but its ability to detect change over time is
yet to be assessed. Therefore, the aim of this study was to assess the CDAQ’s responsiveness to change.

The CDAQ
» 32-item questionnaire addressing 5 dimensions:
Stigma o ,
. Social isolation
Dietary burden |
Worries and concerns
Symptoms

* Dimension scores and an overall summary score can be calculated.
» Scores range from O to 100, with a higher score indicating a better quality of life.

Methods

Responsiveness to change was assessed by
conducting a survey of Coeliac UK members
(n=1443). As the impact of coeliac disease most
predictably changes following diagnosis (and the
introduction of a gluten-free diet), only recently-
diagnosed members were invited to participate.
Members were asked to complete a postal
(n=500) or online (n=943) survey, answering
the CDAQ at two points in time, four months
apart. A four month time period between
completions was considered appropriate to allow
changes in health, particularly symptoms, to
occur.

Results

In total, 277 respondents completed both questionnaires and were included in the analysis. The mean interval between
completing the first and second questionnaires was 130 days + 11.47 days (range: 68-205). The mean time since
diagnosis at baseline was 5.21 months (SD 2.99). The majority of respondents were female (59.2%, n=164), married or in
a civil partnership (63.3%, n=171), White British (92.1%, n=255), working (including full-time, part-time and self-
employed work) (62.9%, n=166), and had never consumed gluten since their diagnosis (71.6%, n=207).

The results of the distribution-based analysis are shown in Table 1. Small to moderate effect sizes (ES) for the CDAQ
Overall index score (0.19), Symptoms (0.27), and Worries and concerns (0.19) domains were found. Small to moderate
standardized response means (SRM) for the Overall index score (0.37) and dimension scores (0.22-0.39), except Stigma
(0.03), were found. The minimal detectable change (MDC) is estimated as 2.06 for the overall index score, and between
14.08 and 18.99 for the dimension scores.

Table 1. Baseline, follow-up and change scores (mean and standard deviation) for the CDAQ Overall index score and
dimension scores, and distribution-based analyses (ES, SRM, SEM and MDC)
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Baseline, follow-up, and change scores for each
of the CDAQ’s five dimensions, and Overall index
score were calculated. The following distribution-

R P
m (SD) 95% CI D =) SRM ICC | SEM 90%

based indicators of responsiveness to change CDAQ dimension

were calculated: effect size (ES), standardized Overall index score 252 51.77(18.20) 55.15(17.39) 3.37(9.12) 224 -450 <0.001 0.19 0.37 0.89 1.10 2.06

response mean (SRM), and minimal detectable 273 52.78(22.63) 53.13(21.34) 0.34(13.29) -124-193 067 002 003 085 764 1426

change (MDQ). Dietary burden 268 37.50(17.79) 40.04(17.68) 2.54(10.86) 1.24-3.85 <0001 0.14 023 082 754 14.08
| Symptoms 272 58.89(22.73) 65.04(20.62) 6.14(15.77) 4.25-8.02 <0001 027 039 08 1017 18.99

Paired t-tests were used to assess the change

between baseline and follow-up scores Social isolation 269 64.09(24.64) 67.51(22.73) 3.42(15.46) 156-5.27 <0.001 0.14 022 086 922 17.22

Statistical significance was set at p<0.05 with a WISl el 269  46.75 (21.53) 50.82(22.40) 4.07(13.22) 249-566 <0001 019 031 078 808 1886

95% confidence interval.
Typical effect size (ES) values: 0.2 (small), 0.5 (medium), and 0.8 (large)
Ethics approval was granted by the University of
Oxford’s Central University Research Ethics
Committee (Reference no: MS-IDREC-C1 -
2015-177).

Discussion

In a sample of people with recently-diagnosed coeliac disease, the Overall index,
Symptoms, and Worries and concerns scores have been found to be responsive to
change. The remaining dimensions (Stigma, Dietary burden, and Social isolation) were
less responsive. This study highlights the challenges faced assessing responsiveness in
coeliac disease, where much of the impact on quality of life is as a result of following a
gluten-free diet. Although the study aimed to include people with newly-diagnosed
coeliac disease, the mean time since diagnosis at the time of the baseline survey was
approximately 5 months. Therefore, in this sample, some changes (e.g. improvement
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in symptoms) would have occurred prior to the respondent’s enrolment in the study,
whereas other changes (e.g. reduced stigma or dietary burden) may take longer to
occur or may not occur in a sample that continues to follow a gluten-free diet. The
study also lacked a specific intervention. To overcome this, the CDAQ’s responsiveness
should be assessed in clinical trials of therapeutic treatments which aim to supplement
or replace the gluten-free diet. An analysis using anchor-based indicators of
responsiveness is underway.
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The CDAQ is managed as part of a wide Patient Reported Outcome portfolio by Clinical Outcomes at Oxford University Innovation, the University of Oxford’s technology transfer company. To use
the CDAQ, please complete a Licence Request Form here: http://process.innovation.ox.ac.uk/
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Please go to http://innovation.ox.ac.uk/clinical-outcomes/ for any further information regarding the CDAQ and its development, sample copies, a list of available languages and example studies.

For further information please contact: healthoutcomes@innovation.ox.ac.uk. Author contact: helen.crocker@dph.ox.ac.uk
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