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Background: Few patient-reported outcomes measures (PROs) have been
specifically designed to assess the functioning of patients with systemic
sclerosis (SSc). In addition, the development of currently available instru-
ments did not fully follow current guidelines (1)
Objectives: To develop and validate a PRO assessing activity limitation
and participation restriction of patients with SSc.
Methods: A provisional International Classification of Functioning, Disability
and Health (ICF)-based 65-item questionnaire previously developed from
interviews of SSc patients was submitted online to French patients
(n=184) of the Scleroderma Patient-centered Intervention Network e-cohort
(2). Items were reduced according to their metric properties, dimensional
structure of the questionnaire was assessed by principal component anal-
ysis, convergent and divergent validities using the Spearman correlation
coefficient (�), internal consistency by the Cronbach a coefficient and reli-
ability by a test-retest method using intraclass correlation coefficient (ICC)
and Bland and Altman analysis.
Results: Overall, 113/184 (61.4%) patients completed the provisional ques-
tionnaire. The item-reduction process resulted in a 17-item questionnaire,
the Cochin 17-item Scleroderma Functional scale (CSF-17). Principal com-
ponent analysis extracted 2 dimensions: 10 items related to mobility
(CSF-17 section A) and 7 items related to general tasks (CSF-17 section
B). We observed convergent validity with global activity limitation, pain,
depression and aesthetic burden and divergent validity with anxiety. The
Cronbach a coefficient was 0.94 for section A and 0.95 for section B.
ICC (n=25 patients) was 0.92 for CSF-17 total score. Bland and Altman
analysis did not reveal a systematic trend for the test-retest.
Conclusion: The CSF-17 is a self-administered questionnaire assessing
activity limitation and participation restriction of patients SSc with good
content and construct validities
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Background: Several indexes have been constructed for the measurement
of disease activity in rheumatoid arthritis (RA) patients, including the Dis-
ease Activity Score 28-joint count, which either includes the Erythrocyte
Sedimentation Rate (DAS28ESR) or the C-reactive protein concentration
(DAS28CRP), and the Clinical Disease Activity Index (CDAI). The catego-
rization of the results of these three indexes into levels of disease activ-
ity (Remission, Low, Moderate and High) is used to assess patient
outcomes, and to guide medical decisions regarding treatment. However,
the different indexes can lead to somewhat different classification, and
hence influence treatment decisions.1

Objectives: To investigate how DAS28ESR, DAS28CRP and CDAI
indexes are associated to age and sex in RA patients. To investigate
the agreement between indexes and between categories of disease activ-
ity levels.
Methods: We identified a cohort of RA patients, registered in the Swed-
ish Rheumatology Quality Register between January 1st2014 and Decem-
ber 31st2017. The indexes were obtained from the first visit at the time
point of RA diagnosis, and at the visit registered at the start of a first
ever biological treatment prescription. Linear models were used to investi-
gate the correlation between the indexes, age and sex. The agreement
between the indexes was explored with Bland-Altman plots. The agree-
ment between disease activity levels was evaluated through kappa
statistics.
Results: Data were analyzed for 3855 RA patients (2576 women, mean
age ±SD=60±15) at their first diagnosis visit and for 3062 RA patients
(2313 women, mean age ±SD=57±14) at the start of their first biologic.
Similar results for all subsequently described analyses were obtained at
both time points. The correlation coefficient and 95% confidence interval
(95%CI) between the indexes and age were 0.093 (0.063-0.124) for
DAS28ESR and 0.055 (0.025-0.085) for DAS28CRP at the first visit,
while CDAI was not correlated to age. There was no difference between
men and women for CDAI and DAS28CRP, while DAS28ESR presented
a mean difference of 0.1 unit between men and women. The agreement
between categories of disease activity was moderate: at the RA diagnosis
visit, the kappa statistics and 95% CI were: 0.63 (0.61-0.65) between
DAS28ESR and DAS28CRP, 0.59 (0.57-0.61) between DAS28ESR and
CDAI, and 0.55 (0.53-0.57) between DAS28CRP and CDAI. About 25%
of the patients were classified differently. The Bland-Altman plot revealed
that the difference between DAS28ESR and DAS28CRP depended on
sex and slightly increased with age.
Conclusion: Factors related to patient demographics might influence the
results of disease activity indexes. This has a potential to affect clinical
decisions, as the definition into disease activity categories can differ
depending on the score used. This suggests the need to consider sex
and age when defining such categories and interpreting results from
these indexes.
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Background: The Simple Erosion Narrowing Score (SENS), a simplifica-
tion of the Sharp/van der Heijde score (SHS), has been recommended
for use in clinical practice because it combines a simpler, less time-con-
suming scoring method with measurement properties comparable to the
SHS [1]. The SENS assesses both joint space narrowing (JSN) and ero-
sions in the same joints as the SHS, but the SENS sums the number
of joints with erosions and the number of joints with JSN without grading
per joint. However, some studies have suggested that the SENS is less
sensitive to radiographic progression than the SHS. Further erosion of
already eroded joints added to the discriminative ability of the SHS in
the COBRA trial, suggesting some discrimination might be lost when
using the SENS, especially in more advanced RA populations [2]. This is
an important issue, as time savings using SENS are substantial (7
instead of 25 minutes [1,3]), but contrast between interventions is in gen-
eral lower than in the early years of RA research as the standard of
care improves and trials are more and more characterized by active con-
trols and disease activity guided treatment strategies that tend to
converge.
Objectives: To assess whether the SENS can discriminate between treat-
ment groups when the treatment contrast is low, using data from the
DRESS (Dose REduction Strategy of Subcutaneous TNF inhibitors) trial
Methods: The DRESS study (Dutch trial register, NTR 3216, CMO region
Arnhem-Nijmegen, NL37704.091.11) is an open label non-inferiority rando-
mised controlled trial in which RA patients with low disease activity on a
stable adalimumab or etanercept dose were randomised 2:1 to disease
activity guided tapering or usual care [4]. Radiographs of hand and feet
at baseline and the end of follow up (18 months) were assessed inde-
pendently in chronological order by 2 blinded trained readers using the
SHS. The SENS was determined based on the individual joint scores of
the SHS. For both scores, the mean of the two readers was used to
minimise measurement error. In order to compare the discriminative ability
of both scores, we repeated the analyses from the DRESS study using
the SENS and compared the results. In addition, we performed bootstrap-
ping (1000 replications) to investigate the consistency of the results.
Results: Table 1 shows baseline characteristics of the study population.
A significant but clinically unimportant mean increase (95% CI) in radio-
graphic progression of 0.60 (0.16-1.0) points SHS in the dose reduction
group was found in the original study. Using the SENS score, this analy-
sis shows a difference of 0.33 (0.11-0.54) points. In relation to the maxi-
mum score in each method (SHS: 448; SENS: 86), these changes are
comparably low (SHS: 0.13% (0.04%-0.23%); SENS: 0.38% (0.13%-
0.63%)). In bootstrapping replications of the DRESS study, using a T-
test, the SHS detected a significant difference in progression in 86,0% of
replications, the SENS did so in 91,3%.

Table 1. Baseline characteristics

Dose reduction (n=116) Usual care (n=59)

Age, mean (sd) 59 (10) 58 (9)
Female, n (%) 71 (61%) 41 (69%)
Disease duration, median (IQR) 10 (5-16) 10 (6-16)
Erosive disease, n (%) 65 (61%) 34 (62%)
Rheumatoid factor, n (%) 91 (78%) 49 (83%)
Anti-CCP, n (%) 82 (71%) 45 (76%)
Baseline SvdH, median (IQR) 23 (6-50) 18 (9-47)
Baseline SENS, median (IQR) 10 (4-22) 10 (5-20)

Conclusion: The SENS and SHS were equally able to detect a differ-
ence in radiographic progression, even with a very low treatment contrast
between the two groups and in this relatively advanced RA population.
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Background: Risk perception (RP) is a multidimensional phenomenon that
describes the individual’s judgment of the likelihood of experiencing some-
thing unpleasant. RP shapes health-related-behaviors and may be central
for rheumatoid arthritis (RA) management, where treatment must be
based on shared decisions between the patient and the rheumatologist.
Rheumatologists can motivate successful self-care in RA patients with
information that brings the physician vision closer to the patient’s percep-
tions. Assessing patients-perceived risk may help explain how RA patients
integrate their ideas concerning the disease and its treatments, and how
this understanding drives their self-care management. There is no current
validated instrument to assess RP in RA.
Objectives: Develop and validated a RP-Questionnaire (RPQ) for Spanish
speaking RA patients.
Methods: Development and validation the RPQ was performed in 3 differ-
ent steps, using 3 different convenience samples of RA outpatients
attending a tertiary-care-level center. The construction process suggested
by Streiner for health measurement scales when a current measure does
not exist was followed1. Step 1 was the conceptual model construction
and included: a literature review, semi-structured one-to-one interviews to
20 RA outpatients which were directed to answer open-ended questions
about the likelihood of harms related to RA, and interviews to 6 rheuma-
tologists and 5 RA-experienced physiotherapists who were directed to list
and rate (according to severity and frequency) 15 RA-related components
(symptoms, manifestations and/or complications). Step 2 consisted of item
generation (theory, patients interviews and expert opinions were the sour-
ces considered), item reduction performed in 100 additional RA patients
(from 108 to 27 items, that were ultimately distributed into 5 dimensions
following conceptual construction), scaling responses, item scoring and
feasibility. Step 3 consisted of RPQ psychometric validation performed in
270 additional RA outpatients, content and face validity (by experts
agreement), construct validity (exploratory factor analysis) and consistency
and stability (Cronbach’s a and test-retest). Validation sample size was
based on the methodological recommendations, which suggested a mini-
mum of 50 patients for assessing construct validity, 100 patients for
assessing internal consistency, and 5 to 10 patients for each item. IRB
approved the study.
Results: The 390 patients included in the 3 samples were representative
of typical RA outpatients from a tertiary care level center; they were pri-
marily women, in their fifth decade of life, with basic formal education,
medium low socioeconomic status and had long-standing disease; in addi-
tion, patients with a major comorbid condition and with surgical joint
replacement were also represented.
RPQ included 27 items distributed in 5 factors (3 for likelihood, 1 for
responsibility and prevention and 1 for disease control), which resulted in
68.8% of the variance explained. Cronbach’s a for the total score was
0.90. Intraclass-correlation-coefficient in test-retest was 0.93 (95% CI=0.90-
0.95). All items had �80% agreement from experts. Patients agreed
about item´s semantic clarity (89%) and RPQ format adequacy (97%).
Conclusion: RPQ showed to be a valid and reliable instrument to evalu-
ate RP in Spanish speaking RA patients. RPQ can be incorporated to
clinical care and guide interventions to improve patient´s health behaviors.
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