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Background: International scientific networks have raised concerns about
inadequate reporting of safety outcomes in randomised trials and systematic
reviews. Outcome Measures in Rheumatology (OMERACT) has previously
developed an adaptation of the US National Cancer Institute (US NCI) Common
Terminology Criteria for Adverse Events (CTCAE), the RCTC (Rheumatology
Common Toxicity Criteria) to collect adverse events in rheumatology clinical
trials. To respond to the need to also report safety outcomes from the patient
perspective, the Safety Working Group is developing a core outcome set, followed
by a core outcome measurement set. A scoping review of available instruments
for measuring safety outcomes is needed to inform this work.
Objectives: To identify candidate measurement instruments for safety outcomes
in rheumatology clinical trials.
Methods: A systematic search was performed in the MEDLINE database (via
PubMed) in January 2017 using MeSH terms covering synonyms for adverse
events, rheumatology and measurement instruments and the Boolean operator
AND to combine them. Full-text articles about the development or evaluation of
instruments for measuring safety in rheumatology were eligible. One reviewer
(LK) screened for eligibility based on title and abstracts. Two reviewers (LK and
RC) screened the full text articles.
Results: Of 434 unique references identified, 19 were read in full-text, and
8 were included (see figure). The instruments identified were: Glucocorticoid
Toxicity Index (GTI), Patient Reported Experiences and Outcomes of Safety in
Primary Care (PREOS-PC), Safety of Estrogens in Lupus Erythematosus National
Assessment (SELENA)-SLEDAI flare index (cSFI), the BioSecure questionnaire,
Rheumatology Common Toxicity Criteria (RCTC), OMERACT 3x3, and the
Stanford Toxicity Index (STI). These instruments were specific for substance
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(GTI, BioSecure questionnaire), setting (PREOS-PC), condition (cSFI), or not
fully validated (RCTC, OMERACT 3x3, STI).
Conclusions: The instruments identified are either too specific, or require further
development/evaluation, for the purpose of standardizing measurement of safety
in rheumatology clinical trials. Thus, we will proceed to gain consensus on the
domains that must be measured to develop a core outcome set.
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Background: Adhesion molecule CD44 enables T lymphocytes’ adhesion to
endothelium. During inflammation, increased expression of CD44 contributes to
T cell migration into target organs. Infiltration of peripheral tissues is crucial in
the development of SLE organ damage and the different isoforms of CD44 seem
to be involved in this process. Both CD44v3 and CD44v6 isoforms have been
found in kidney biopsies of SLE patients, and CD44v3 in the skin only1,2. A higher
expression of CD44v3 and v6 has been identified on T cells from SLE patients
compared to healthy subjects (HS) and the expression levels seem to correlate
with disease activity3.
Objectives: The aim of this study was to investigate the expression of the
CD44v3/v6 isoforms on T cells of SLE patients and their correlation with disease
activity and clinical phenotype.
Methods: We enrolled 23 patients (23F, mean age±SD 45.7±13 years, mean
disease duration±SD 13±8years) affected by SLE according to the 1997 ACR
criteria, and 14 HS (14F, mean age±SD 34.28±12.7 years). Disease activity was
measured by SLEDAI-2K. 10 patients were in remission (SLEDAI-2K=0) and 13
patients had an active disease (SLEDAI-2K≥4). Expression of CD44v3 and v6 on
T cells was determined by flow cytometry analysis.
Results: Expression of CD44v3 and v6 was significantly higher in active and
remission patients compared to HS on CD4+ and CD8+ T cells. SLE patients
with active disease showed a trend of major expression of CD44v3 and v6 on
CD4+ and CD8+ cells compared to patients in remission (Fig.1). CD44v3/CD44v6
expression ratio on CD4+ and CD8+ T cells was shifted towards isoform v3 on
CD4+ cells and towards isoform v6 on CD8+ cells in SLE patients in remission
and HS. In active disease this ratio was shifted towards isoform v6 on both T cells
populations (Table 1). By using a ROC curve analysis, CD44v6 on CD4+ T cells
resulted the most sensitive and specific one (sensitivity 82.6%, specificity 78.6%).
Finally, we observed a significant correlation between CD44v3 on CD4+ cells and
skin involvement (P=0.027, r=0.632).

Ratio CD4 CD44v3/CD4 CD44v6 CD8 CD44v3/CD8 CD44v6

Healthy subjects 1.14 0.74
SLE SLEDAI-2k=0 1.58 0.82
SLE SLEDAI-2k≥4 0.82 0.67

Conclusions: Our study confirms previous evidences suggesting a higher
expression of CD44v3 and v6 on T cells from SLE patients compared to HS.
Higher expression of CD44v3 and v6 on patients with active disease suggests
their possible use as biomarkers of disease activity. The good specificity and
sensitivity of CD44v6 on CD4+ T cells, and the shift of the ratio towards this
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isoform in active patients, suggest a stronger value of this isoform as a biomarker
of disease activity.
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Background: PROs are especially useful in the management of rheumatic
diseases in complement to physician evaluation. However they are time consuming
and used in a limited manner in the daily clinical practice.
Reuma.pt is the Portuguese national rheumatic diseases register and one of the
few registries in Europe that allows the patient to do at home the PROs before
the appointment. In our institute we have complemented that with the creation of
a paper free day hospital with the use of touch screen computers that also allows
the patient to do the PROs before the clinical evaluation by the rheumatologist.
Objectives: to compare the impact of the use off Reuma.pt at home PROs
completion platform before and after the utilization of touch screen computers in
the day hospital.
Methods: We determined the number of patients and appointments with the use
at home of the PROs platform one year prior to the introduction of the touch
screen computer at our day hospital (October 2014 –October 2015) and one year
after the paper free day hospital was installed (November 2015-November 2016).
To determine any change of pattern of the use at home of the platform and the
relations between that and patients characteristics.
Results:

Table 1. Diferences between previous use of touchscreen computers in the use at home PROs

T0 T1
October 2014 to November 2015 to

October 2015 November de 2016

Number of appointments with PROs done at
home/total of appointments with
completed PROs/percentage 93/419 /22.1% 216/448/48,2%

Number of patients with PROs done at home 57 106
Age 45.19±10.33 49.82±11.54
Sex 40F + 17M 75F + 31M
Mean school years 11.79±3.96 (N=29) 10.35±4.3 (N=68)
Under biologics 53 appointments (56.99%) 162 appointments (75%)
Diagnosis 43 AS, 11 RA e 3 PsA 61 AS, 33 RA e 12 PsA

When we analyse the available variables between the patients that performed
the PROs at home we found for both periods considered that they were younger
(45,2/49,8 vs 53,4/55,1 p<0.001) they have more education (11.8/10.35 vs 8.2/
7,9) no differences were found regarding gender. There is a tendency that with
the continuous use of touchscreen computers at the day hospital less educated
(T0 -11.8, T1–10.35 school years) and older patients (T0- 45,2/ T1 -49,8 years)
are using more at home platform of Reuma.pt.
Conclusions: The use of technology could have a consider impact on the way
we collected data from our patients. With the use of a touchscreen computer we
have improved not only the overall completion of PROs but also increased the
familiarity of patient to the online questionnaires. Number of appoitments with
previous at home completion of the questionnaires more than double. This has a
clear impact on patient participation, quality of data in the registry but even more
impact on time and human resources at a day hospital.
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Background: Pn is a group of heterogeneous inflammatory diseases character-
ized by involvement of the subcutaneous fat (SF), locomotor system and viscera,
and the number of panniculitis (Pn) cases is increasing in everyday practice of

a rheumatologists. There are no specific scales available to assess efficacy of
Pn therapy. EQ-5D, RAPID-3 and HADS validity, sensitivity and specificity were
proven for some rheumatic diseases. Thus, evaluation of EQ-5D, RAPID-3 and
HADS psychometric properties in Pn patients has become the objective of this
study.
Objectives: Evaluate psychometric properties of questionnaires EQ-5D, RAPID-3
and HADS in Pn patients.
Methods: The study group included 83 Pn pts (80 females, 3males) aged
43,4±13,9 years with median disease duration of 5 [2;24] months who were at the
record of V. A. Nasonova Research Institute of Rheumatology during 2009–2015
yy. All patients filled in EQ-5D, RAPID-3 and HADS questionnaires during the
first and the control visits at 12 months. Questionnaires’ sensitivity was assessed
by comparing patient’s answers and objective response to therapy measured
by achievement of complete regression of the nodules on the control visit. The
construct validity was measured based on correlation with “external criteria”,
including presence of arthritis and arthralgias, tenderness of nodules at palpation
measured by VAS, ESR and CRP values.
Results: Positive dynamics (nodule regression) correlated with improved EQ-5D
(EQ-5D-scale - p=0,005, EQ-5D-VAS - p=0,004) and RAPID-3 (p=0,0011). Median
� EQ-5D and HADS-depression after therapy were 0,27 [0,12; 0,45] (p=0,005),
and 2 [1;5] (p=0,13) scores, respectively, while average decline in RAPID-3 and
HADS-anxiety scores after therapy was 9,2±5,2 (p=0,0011) and 4±3 (p=0,15),
respectively. EQ-5D showed the greatest power in Pn patients’ quality of life
assessment. EQ-5D-scale and VAS-“thermometer” showed moderate correlation
with nodule tenderness at baseline (r= -0,23, p=0,036) & (r= -0,45, p=0,0003),
and control visits (12 months) (r= -0,38, p=0,0002) & (r= -0,41, p=0,0002);
EQ-5D-scale showed moderate correlation with ESR and CRP values at the
control visit (r= -0,23, p=0,03) & (r= -0,25, p=0,005), and EQ-VAS – with CRP
value at 12 months (r= -0,33, p=0,002), demonstrating clear correlation with
patient’s objective health status and lab parameters values. Moderate correlation
between functional RAPID-3 values and nodule tenderness at baseline (r=0,34,
p=0,0015) and after 12 months (r=0,5, p<0,0001) are also indicative of close
links between the questionnaire data and pts’ objective health status. As for the
HADS scale, moderate correlation was found only between HADS-depression
and nodule tenderness at baseline (r= -0,24, p=0,026) and 12 months (r=0,28,
p=0,014) visits. There were no other significant correlations identified.
Conclusions: EQ-5D and RAPID-3 questionnaires should be considered as valid
and sensitive instruments for the assessment of the quality of life and efficacy of
therapy in Pn pts.
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Objectives: To characterize and quantify systemic involvement at diagnosis in a
large international cohort of patients with primary Sjögren’s syndrome (SS).
Methods: The Big Data Sjögren Project was formed in 2014 to take a “high-
definition” picture of primary SS at diagnosis by merging international databases
(9302 consecutive patients from 21 countries of the 5 continents). The main
features (including ESSDAI/DAS) at diagnosis were analysed.
Results: Baseline ESSDAI was available in 8061 patients (93% female, mean age
53yrs). The mean ESSDAI score at diagnosis of the entire cohort was 6.4±7.9. In
1498 patients (19%), score at diagnosis was 0, while 681 (8%) presented with
high activity in at least one domain. The main systemic features at diagnosis were


