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Methods: The study population comprised patients with a prior malignancy 
from the BIOBADASER 3.0 up to 2021. BIOBADASER is a large national drug 
safety registry of patients with rheumatic diseases starting treatment with any 
bDMARD or tsDMARD and followed thereafter at the time an adverse event 
or a change in biological therapy occurs. Incident cancer was defined as any 
cancer (new primaries, local recurrence or metastases) during the exposure 
classified according to Meddra dictionary. Incidence rate ratios of cancer per 
1000 patients-year (PY) and 95% CI were estimated. Rates of incident cancer 
in tsDMARDs and other bDMARDs versus anti-TNF treated patients were 
compared.
Results: A total of 9,129 patients treated with bDMARDs and tsDMARDs are 
included in BIOBADASER 3.0 at the time of the study. Of them, 352 with a prior 
history of malignancy at time of enrollment were selected for analysis (Figure 1). 
Overall, there were 32 incident malignancies (17 solid cancer, 14 non-melanoma 
skin cancer and 1 melanoma). The overall rate of incident malignancy was 27.1 
(95% CI 18.6-38.3) events/1,000 PY, ranging between none events/1000 PY in 
the anti-IL17 group to 51.7 events/1000 PY in the anti-CTLA-4 group (Table 1). 
The overall rate of incident cancer did not differ significantly in patients exposed 
to JAKi [0.6 (95% CI 0.1-2.5)], anti-CD20 [0.3 (95% CI 0.1-1.4)], anti-IL6 [1.2 (95% 
CI 0.5-3.4)] or anti-CTLA-4 [1.3 (95% CI 0.5-3.6) versus anti-TNF therapy. The 
rate of different types of cancer (melanoma, non-melanoma skin cancer or solid 
tumors) did not differ between the different treatment groups when compared to 
anti-TNF therapy (Table 1).

Figure 1. Flowchart of patients included.

Conclusion: The risk of incident cancer in patients with rheumatic diseases and 
a prior malignancy does not differ according to the type of bDMARD and tsD-
MARD exposure.
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Background: Chronic joint diseases impair the quality of life. This occurs not 
only by the deformity generated, but also by the pain and disability produced by 
them (1, 2). There are a limited number of studies on joint diseases and sexuality 
(3, 4). Besides, many lack a control group and do not explore the different areas 
of sexuality(1-4).
Objectives: To describe the prevalence of sexual dysfunction (SD) in patients 
with rheumatoid arthritis (RA) and psoriatic arthritis (PA). To compare the results 
obtained between the two diseases and a healthy population. To analyse the 
factors associated with SD in the 3 populations.
Methods: Cross-sectional observation study. Patients diagnosed of PA 
(CASPAR criteria) and RA (EULAR/ACR 2010 criteria), followed in outpatient 
Rheumatology offices of two different university hospitals of the same geo-
graphical area, were consecutively included. The following variables were col-
lected: (age, gender, year of diagnoses, perceived health, marital status, level 
of education, employment situation and the annual level of income), as well 
as (history of depression and active treatment of mental health disease). The 
results were compared against healthy individuals, acting as a control group. 
Only adult patients, of any sexual orientation, were included. The CSFQ-14 
questionnaire, which evaluates changes in sexual function due to the disease 
or its medication, was applied. This questionnaire studies 4 different domains in 
both genders (pleasure, desire, arousal, orgasm and pain during orgasm) and 
in addition, it evaluates orgasm completion in women and erection in men. A 
regression model was created to estimate the influence of the collected varia-
bles on the obtained results.
Results: 188 patients were included (52.7% women and 47.3% men); 72 of them 
were diagnosed of PA and 27 of RA. Moreover, 30.43% of the patients with PA, 
48.15% of the patients with RA and 5.88% of the control group had scores on the 
CSFQ-14 test in the SD range.
SD was found related to being diagnosed of PA and RA (p < 0.001), age (p 
< 0.001), employment status (p < 0.001) and the annual level of income (p = 
0.002). On the CSFQ-14 test, men had a mean score 7.5 points higher than 
women, although this score decreased to 6.15 points in men with PA. Further-
more, patients with PA and RA had a mean score 8.2 points lower than the 
control goup. All of the domains of the CSFQ-14 questionnaire were negatively 
affected by having PA or RA (p < 0.001). The estimated odds ratio of having SD 
was 8.7 times higher in patients diagnosed of PA and 10 times higher in patients 
diagnosed of RA.
Conclusion: Patients with RA or PA have a deteriorated sexual life 
when compared to a healthy population. This detriment affects all of the 
domains of the sexual sphere (pleasure, desire, arousal and orgasm). 
As shown in previous studies, age, gender, perceived health, employ-
ment situation and economic status, are related to the risk of suffering 
from SD. Therefore, these factors must be considered when attending this 
area of our patient’s health. The CSFQ-14 questionnaire provides a com-
plete approach to sexual health and can be a tool for the management of 
chronic joint diseases.
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Table 1. Baseline characteristics and rate of incident cancer.

 Anti-TNF
(n = 185)

JAKi
(n = 61)

Anti-CD20
(n= 61)

Anti-IL6
(n= 68)

Anti-CTLA-4
(n= 47)

Anti-IL17
(n= 39)

Total
(n=352)

Female, n (%) 129 (69.7) 49 (80.3) 43 (70.5) 54 (79.4) 34 (72.3) 21 (53.9) 247 (70.2)
Age, mean (SD) 64.4 (13.1) 66.7 (13.1) 67.8 (10.0) 70.5 (11.6) 71.8 (10.4) 59.5 (14.6) 65.3 (13.0)
Start treatment age, mean (SD) 60.0 (12.9) 64.8 (12.8) 65.7 (9.6) 67.3 (11.3) 62.8 (12.7) 56.9 (14.5) 61.6 (12.8)
Disease duration, median (IQR) 6.7 (3.0-13.1) 12.3 (7.4-19.6) 10.8 (6.3-19.4) 8.5 (4.0-16.8) 8.2 (4.1-16.6) 8.4 (4.7-16.1) 7.0 (2.9-15.5)
Time of follow-up months, mean (SD) 23.1 (25.3) 15.9 (13.3) 11.5 (2.5) 16.8 (17.6) 23.7 (22.6) 18.4 (15.5) 17.5 (18.2)
Charlson comorbidity index 4.9 (2.0) 5.2 (2.2) 5.1 (2.0) 5.5 (2.1) 6.1 (2.6) 6.9 (2.6) 5.2 (2.1)
Prior malignancy        
Non-lymphoproliferative (solid or melanoma), n (%) 174 (94.5) 58 (95.1) 54 (88.5) 65 (95.6) 46 (97.9) 36 (92.3) 331 (94.0)
Lymphoproliferative, n (%) 9 (4.9) 3 (4.9) 13 (21.3) 4 (5.9) 4 (8.5) 5 (12.8) 29 (8.2)
Metastatic cancer, n (%) 2 (1.1) 2 (3.3) 2 (3.3) 1 (1.5) 3 (6.4) 0 (0.0) 7 (2.0)
Incident cancer        
New cancer diagnosis, n (%) 18 2 2 5 5 0 32
Time of exposure, sum (years) 470,1 91,6 163 104,9 96,8 63,8 1178,6
Rate of incident cancer (per 1,000 PY) 38.3 (24.1-60.8) 21.8 (5.5-87.3) 12.3 (3.1-49.1) 47.7 (19.8-114.5) 51.7 (21.5-124.1) 0 (0-0) 27.1 (18.6-38.3)
Rate ratio of incident cancer (vs anti-TNF) - 0.6 (0.1-2.5) 0.3 (0.1-1.4) 1.2 (0.5-3.4) 1.3 (0.5-3.6) - -
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Remission, flares and predictive factors in SLE, 
Sjogren and anti-phospholipid syndrome 
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Background: Time to complete remission, subsequent flares and time on immu-
nosuppressives after complete remission are major determinants of the progres-
sion to advanced chronic kidney disease in lupus nephritis (LN). However, the 
impact of these factors on the rate of glomerular filtration rate (GFR) deterioration 
is not known.
Objectives: To determine the impact of time to remission, flares and time on 
immunosuppressives after remission on the estimated GFR in LN.
Methods: Patients with LN based on biopsy or abnormal proteinuria (>0.5g/
day) with or without hematuria or pyuria or casts for two consecutive visits 
were retrieved from the Toronto Lupus Clinic long-term longitudinal database. 
Individuals with advanced chronic kidney disease at baseline (eGFR≦29ml/
min/1.73m2) were excluded. All patients were followed for at least 5 years. 
The primary outcome was any decrease of the estimated GFR on an annual 
basis (slope). Remission was defined as proteinuria<0.5g/24h, inactive uri-
nary sediment and serum creatinine ≤120% of the baseline value. Flare 
was defined as any abnormal proteinuria (>0.5g/day) or increase in serum 
creatinine (SCR) from normal to abnormal or >120% of the baseline value 
after remission. Slopes of eGFR changes (standard error) were calculated 
using Ordinary Least Square method in each complete remission/flare group. 
Linear Mixed model was performed to account for factors associated with 
deterioration of eGFR.
Results: Out of 418 eligible patients, 209 (50%) achieved remission 
within the first year from LN diagnosis, 102 (24.4%) within the 2nd and 3rd 
years, 70 (16.7%) after 3 years and 37 (8.9%) never achieved remission. 
Regarding flares, 82 patients (19.6%) never flared, 75 (18%) had one flare 
and 261 (62.4%) had two or more flares. The trajectory and annual slope 
of eGFR according to time to remission and number of flares is shown in 
the Figure 1.

Figure 1. 

Regression analysis (linear mixed model) for the outcome of eGFR was per-
formed to adjust for other variables that impact eGFR (Table 1).

Predictors Estimate
Standard 
Error p value

Each one later decade of LN onset 4.45 0.93 <0.0001
Years on immunosuppressives since 

remission
0.71 0.19 <0.0001

Age at LN onset -0.76 0.11 <0.0001
Hypertension at LN -7.73 2.75 0.005
CR < 1 year after LN 0 (Ref.)   
CR between 1-3 years comparing to < 1 year 

after LN
-1.60 2.90 0.581

No CR or CR later than 3 years comparing to 
< 1 year after LN

-12.31 2.90 <0.0001

No Flare 0 (Ref.)   
One flare any time after LN vs. no flare -3.48 3.79 0.358
Two or more flares any time after LN vs. no flare -14.79 3.01 <0.0001

Conclusion: Complete remission after 3 years or no remission is associated 
with a significant decrease in eGFR, while remission during the 2nd and 3rd year 
from LN diagnosis is not associated with significant decrease of renal function 
over time. Patients with one flare did not have significant impact on their renal 
function. Patients with 2 or more flares had a significant decrease of eGFR over 
20 years, even after adjustment for other covariates. Time on immunosuppres-
sives after complete remission is protective against eGFR decline. Our findings 
emphasize the importance of rapid remission and flare prevention by prolonged 
maintenance treatment with immunosuppressives to optimize renal outcomes.
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Background: Treat-to-target (T2T) is a generally accepted treatment concept 
in rheumatology care. It is assumed that T2T could significantly improve sys-
temic lupus erythematosus (SLE) care and the patients’ outcomes. However, 
T2T has not yet been studied systematically and clinical trials are currently 
in preparation [1]. Furthermore, the patients’ opinion on T2T has barely been 
taken into account.
Objectives: As the success of T2T is largely determined by the involvement of 
patients, it was our aim to investigate the attitude towards, need, and willingness 
of SLE patients to participate in a T2T study and to identify possible obstacles.
Methods: A questionnaire on T2T, its acceptance, the need and willingness to 
participate in a T2T trial and possible obstacles for T2T was designed by the 
authors in cooperation with patient research partner and performed in the Neth-
erlands (NL), Austria (AU), Germany (GE) and Bulgaria (BG). The web-based 
survey consisted of 13 questions with single and multiple answers and/or free 
text. After back-and-forth translation from German to Dutch and Bulgarian, it was 
distributed among members of the patient organizations of NL, GE, AU, BG via 
newsletter (GE, AU, BG), personal invitation (NL) and a closed Facebook group 
(BG). Castor Electronic Data Capture (NL) and SoSci-Survey (GE, AU, BG) were 
used as platforms.
Results: A total of 863 patients (n=316 NL, n=271 GE, n=232 BG, n=44 AU) with 
self-declared diagnosis of SLE completed the questionnaire. 93.3% were female, 
52.2% were 41-60 years old. The disease duration was longer than 10 years in 
54.8%, 12.4% had a disease duration of 0-2 years. Regarding the satisfaction 
with the current health status, 56.2% were somewhat to all the way satisfied, 
29.3% were not at all or hardly satisfied. 65.5% were satisfied with their current 
therapeutic treatment, 14.8% where not at all or hardly satisfied.
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