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Background Voclosporin (VCS) is a novel high potency calci-
neurin inhibitor (CNI) with a favorable metabolic profile and
a consistent predictable dose response potentially eliminating
the need for therapeutic drug monitoring. The recently com-
pleted Phase 3 AURORA study builds on the favorable effi-
cacy seen in the Phase 2 AURA-LV study in patients with
active LN. The AURORA study was conducted in active LN
patients to evaluate the efficacy and safety of VCS vs placebo
in combination with mycophenolate mofetil (MMF, 2 g/day)
and rapidly tapered oral steroids.
Methods AURORA is a global, randomized double-blind, pla-
cebo-controlled Phase 3 study with active LN. Key inclusion
criteria include biopsy proven LN (Class III, IV, V) and protei-
nuria of >1.5 mg/mg or >2 mg/mg for Class V patients. The
primary endpoint was renal response (RR) at 52 weeks
defined as UPCR of £ 0.5 mg/mg, eGFR > 60 mL/min or no
confirmed decrease from baseline in eGFR of >20%, presence
of sustained, low-dose steroids and no administration of rescue
medication.
Results AURORA enrolled 357 adult LN patients. The RR
rate was 40.8% for voclosporin versus 22.5% for control
(OR: 2.65; 95% CI: 1.64, 4.27; p<0.001). Also, a signifi-
cantly higher proportion of LN patients achieved pre-specified
hierarchical secondary endpoints for voclosporin including: RR
at 24 weeks, partial renal response (PRR) at 24 and 52
weeks, time to achieve UPCR < 0.5 mg/mg, and time to 50%
reduction in UPCR (table 1). The efficacy benefit of VCS on
RR was seen across prespecified biopsy subgroups: for pure
Class V LN (OR: 2.74; 95% CI: 0.78, 9.68), and for Class
MI/IV alone or in combination with Class V patients (OR:
2.63; 95% CI: 1.57, 4.41). Furthermore, all pre-specified sub-
group analyses (age, sex, race, region, and prior MMF use)
also favored VCS.

The overall incidence of SAEs was similar in both groups
(VCS 20.8% and control 21.3%), with infections most

Abstract 011 Table 1  Primary and hierarchal secondary outcomes

commonly reported (VCS 10.1% and control 11.2%). Overall
mortality in the trial was low, with six deaths observed; one
in the voclosporin arm and five in the control group. Addi-
tionally, at Week 52 the VCS arm showed no significant
decrease in eGFR or increase in BP, lipids or glucose.
Conclusion The addition of VCS to MMF and low-dose ste-
roids demonstrated superior efficacy to standard of care in
active LN patients. The 104-week double-blind AURORA con-
tinuation study will provide longer term safety and efficacy
data.
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Background The attainment of remission and low disease
activity (LLDAS) in SLE is associated with better outcomes.
This study was aimed to test whether disease remission and
LLDAS at the beginning of pregnancy are associated with bet-
ter pregnancy outcomes.

Methods A total of 85 pregnancies in 61 SLE patients pro-
spectively followed at a single center were considered; 10
pregnancies ended in spontaneous abortion during the first tri-
mester and were excluded from the analysis. Definitions of
remission (according to DORIS criteria) and LLDAS were
applied at the first pregnancy visit (7-8 weeks of gestational
age). Disease flare was defined according to the SELENA-SLE-
DAI flare index. Obstetric complications included preterm prel-
abour rupture of membranes, preeclampsia, preterm delivery,
SGA infant, IUGR, intrauterine fetal death (IUFD) and gesta-
tional diabetes.

Results Characteristics of the cohort are detailed in table 1. In
twenty-one cases (28%) we observed flare during pregnancy
or puerperium. Two severe flares and 19 mild-moderate flares
were recorded. Obstetric complications were observed in 31
cases (41%). The risk of disease flare during pregnancy was
significantly lower in patients in LLDAS at the beginning of

Hierarchical Sec Primary and Hierarchal Secondary Outcomes Result 0dds Ratio p-value
[95% Cl]
Primary Endpoint Renal Response at 52 weeks Voclosporin 40.8% 2.65 [1.64, 4.27] p<0.001
Control 22.5%
Secondary Endpoints Renal Response at 24 weeks Voclosporin 32.4% 223 [1.34,3.72] p=0.002
Control 19.7%
Partial Renal Response at 24 weeks Voclosporin 70.4% 2.43 [1.56, 3.79] p<0.001
Control 50.0%
Partial Renal Response at 52 weeks Voclosporin 69.8% 2.26 [1.45, 3.51] p<0.001
Control 51.7%
Time to UPCR < 0.5 mg/mg Voclosporin faster than Control 2.02 [1.51, 2.70] p<0.001
Hazard Ratio
Time to 50% reduction in UPCR Voclosporin faster than Control 2.05 [1.62, 2.60] p<0.001

Hazard Ratio
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Abstract 013 Table 1
pregnancy outcomes

Description of the cohort at first visit and

Median maternal age at conception (IQR) 31.9 years (29-35)
10 years (6-14)
4.1 years (2-6)
37.1 weeks (36-40)

2802.1 grams (2595-3231)

Median disease duration at the time of pregnancy (IQR)
Median duration from the last flare (IQR)

Mean duration of pregnancy (IQR)

Birthweight median value (IQR)

Patients with active disease at the beginning of 5 (6.6%)
pregnancy (%)

LLDAS BUT NOT remission (%) 5 (6.6%)
LLDAS (%) 60 (80%)
Complete remission off treatment (%) 5 (6.6%)
Clinical remission off treatment (%) 10 (13.3%)
Clinical remission on treatment (%) 21 (28%)
Complete remission on treatment (%) 17 (22.6%)
Preterm prelabour rupture of membranes 11 (14.6%)
Preterm delivery (%) 19 (25.3%)
SGA infant (%) 14 (18.6%)
IUGR (%) 1(1.3%)
IUFD (%) 2 (2.6%)
Gestational diabetes (%) 4 (5.3%)

pregnancy with respect to active patients (OR 12.47, p<0.02).
Patients in LLDAS but not remission showed an increased risk
of flare with respect to remitted patients (p<0.001) while no
significant differences were found between patients in clinical
versus complete remission. No associations were found
between disease status at the beginning of pregnancy and
obstetric complications.

Conclusions These data confirm that disease remission is one
important predictor of pregnancy outcomes in SLE. While
serology seems not to have a substantial role, a residual dis-
ease activity at conception might impact on pregnancy out-
comes. Available definitions of remission and LLDAS could be
valid treatment targets in the family planning perspective.
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Introduction Patients with the antiphospholipid syndrome on
anticoagulant therapy can be monitored with the INR using
Point Of Care (POC) devices. However, INR values could be
falsely elevated due to antiphospholipid-antibodies using POC
devices. Previous studies that have compared INR wvalues
measured with POC devices and a laboratory coagulometer
in APS patients varied in the methods, which makes the
interpretation of the results difficult. We have, therefore,
conducted this single center study to investigate whether INR
values in APS patients measured with the most commonly
used POC device (CoaguChek) in the Netherlands are com-
parable with whole blood INR values in our laboratory in
the UMC Utrecht.

Methods INR values measured by the CoaguChek and by the
coagulometer in our laboratory measured with the Owren
method using a rabbit brain derived thromboplastin were

compared in 20 consecutive APS patients. A paired students
T-test was performed to compare both means and a p value
<0,05 was considered as statistically significant. Linear
regression analysis was performed to express the correlation
between both test methods. A Bland-Altman plot was con-
structed to illustrate the agreement of the POC and labora-
tory INR. A difference >0,5 was considered clinically
significant.

Results No statistically significant difference between the INR
measured with the CoaguChek and the coagulometer in our
laboratory was found (p >0,05). Furthermore, an acceptable
correlation was found in the linear regression analysis
(r=0,893). However, in 3 patients with triple antiphospholipid
antibody positivity, a clinically relevant difference in the INR
was found (>0,5).

Conclusion In conclusion, the CoaguChek generates compara-
ble results with the coagulometer in our clinic. However, in a
subset of patients with triple positivity the CoaguChek show a
clinical relevant difference. Therefore, results of the Coagu-
Chek in this group of patients should be interpreted with
caution.
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Background Systemic Lupus Erythematosus Disease Activity
Score (SLE-DAS), a new, continuous measure, presents
improved sensitivity to change as compared to SLE Disease
Activity Index (SLEDAI-2K). It comprises 17 items, including
important manifestations absent in SLEDAI (hemolytic anemia,
gastrointestinal and cardiopulmonary involvement). The Doria
and DORIS clinical remission criteria are both based in SLE-
DAL This study aims to compare the attainment of clinical
remission defined by SLE-DAS, DORIS and Doria criteria in a
real-life clinical setting.

Methods Cross-sectional study of all SLE patients fulfilling
ACR97 and/or SLICC’12 classification criteria followed at
an academic lupus clinic from January to September 2019.
Fulfillment of DORIS, Doria and SLE-DAS clinical remission
status was verified for each patient. The SLE-DAS clinical
remission criteria were defined as a score of 0 in all clinical
items of SLE-DAS and prednisone dose of 0-5 mg/day. We
compared the attainment of clinical remission for each
patient according to the three definitions. Sensitivity, specif-
icity, positive and negative predictive values of SLE-DAS
remission for Doria and for DORIS
calculated.

Results The study population included 293 patients (female =
86.7%; mean age = 47.7 years; mean disease duration =14.4
years). The proportion of patients in clinical remission was
76.5% as defined by the DORIS and Doria criteria. Patients
in clinical remission according to the SLE-DAS definition
exactly matched those defined by either Doria or DORIS cri-
teria and there were no discordant cases. From patients in
clinical remission, 17%, 93.3%, and 30.4% were treated with

remission were
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