
assessed at Week 24 include the percentage of participants
achieving: �50% reduction in Cutaneous Lupus Erythemato-
sus Disease Area and Severity Index Activity score (CLASI),
�50% reduction in active joints, �4 points improvement in
SLE Disease Activity Index 2000 (SLEDAI 2K), and British
Isles Lupus Assessment Group Composite Lupus Assessment
response (BICLA); time to first disease flare; and reduction
in corticosteroid use. Percentage of participants achieving an
SRI-4 composite response at Week 52 will also be assessed.
Safety endpoints include adverse events (AEs), serious AEs,
AEs of special interest (severe infections, grade �3 hypoalbu-
minemia), and AEs leading to treatment discontinuation
through Week 58.
Conclusion This ongoing phase 2 study will evaluate the safety
and efficacy of nipocalimab in adults with active SLE, using
multiple clinical outcome measures.

PO.6.139 EFFECT AND SAFETY PROFILE OF BELIMUMAB AND
TACROLIMUS (B-T) COMBINATION THERAPY IN 33
PATIENTS WITH SYSTEMIC LUPUS ERYTHEMATOSUS: A
SINGLE-CENTER RETROSPECTIVE ANALYSIS

1T Nakai*, 1,2S Fukui, 1G Kidoguchi, 1Y Ikeda, 1A Kitada, 1A Nomura, 1H Tamaki,
1,3M Kishimoto, 1M Okada.

10.1136/lupus-2022-elm2022.159

Objective Belimumab in combination with mycophenolate
mofetil has been proven to be effective for treating systemic
lupus erythematosus (SLE) in several randomized controlled
trials. Calcineurin inhibitors, tacrolimus, and voclosporine are
also useful in controlling the activity of lupus nephritis. How-
ever, the safety and effectiveness of belimumab-calcineurin
inhibitor combination therapy has not been addressed. There-
fore, we conducted a single-center retrospective study to ana-
lyze the safety and efficacy profile of belimumab-tacrolimus
(B-T) combination therapy in patients with SLE.
Methods Patients with SLE administered tacrolimus and beli-
mumab during the course of treatment were included in the
study, and samples collected were analyzed for the drug reten-
tion rate, SLE flare rate, infection incidence rate, and gluco-
corticoid-sparing effect of the B-T combination therapy.
Results In total, 33 patients with SLE were treated with B-T
combination therapy at our institution. Four patients discontin-
ued the treatment because of insufficient response/adverse
events. The drug retention rate was more than 90% at week
52 and approximately 80% at day 1000. Only one patient
developed serious infection.

The LLDAS achievement ratio was 9.1% on the day of ini-
tiation, and improved to 63.3% at week 26 and to 64.0% at
52 weeks after initiation.

SLE flares were observed in only 3 patients (9.1%) in the
first 52 weeks after initiation, and in 5 patients (15.2%)
throughout the study period. A glucocorticoid-reducing effect
was also observed in patients treated with B-T combination
therapy.
Conclusion In most patients with SLE, B-T combination ther-
apy was well-tolerated, and showed a good efficacy profile
and glucocorticoid reducing effect. Thus, B-T combination
therapy can be a feasible option for patients with refractory
lupus.

PO.6.140 TREATMENT PATTERN OF PATIENTS WITH SYSTEMIC
LUPUS ERYTHEMATOSUS: A COHORT STUDY AT
RHEUMATOLOGIST PRACTICES IN GERMANY

1J Montonen, 1S De Souza, 1C Foch, 2C Vazquez-Mateo, 3S Roy*, 4T Dörner. 1Global
Epidemiology, Merck Healthcare KGaA ~ Darmstadt ~ Germany; 2Global Clinical
Development, EMD Serono Research and Development Institute, Inc., an affiliate of Merck
KGaA ~ Billerica ~ USA; 3Global Clinical Development, Ares Trading SA, an affiliate of
Merck KGaA ~ Eysins ~ Switzerland; 4Department of Rheumatology and Clinical
Immunology, Charité-Universitätsmedizin Berlin ~ Germany

10.1136/lupus-2022-elm2022.160

Purpose Patients with lupus are chronically exposed to anti-
inflammatory and immunosuppressive treatments that are asso-
ciated with considerable morbidities. This study aimed to
describe treatment patterns of systemic lupus erythematosus
(SLE) patients in Germany.
Methods One cohort of SLE patients who were diagnosed
between 2001 and 2019 and treated at primary care rheuma-
tologist practices were selected in the German IQVIA Disease
Analyzer. This database provides anonymized data on prescrip-
tions directly from the participating practice’s computer sys-
tems. Patients were followed from the first recorded diagnosis
until the earliest of their last visit or September 2020. Pre-
scriptions were described with percentages calculated based on
the number of patients with �1 visit during yearly time
intervals.
Results A total of 423 SLE patients were included. The
median (Q1, Q3) follow-up was 4.2 (1.6, 8.1) years. Median
age was 50 years and 85% were female. Glucocorticoids
(GCs) were the most prescribed treatments in the first 5
years following diagnosis with SLE (52–70% of patients pre-
scribed oral GCs per year). Antimalarials and immunosup-
pressants were the second most prescribed treatments:
antimalarials (32–39%), azathioprine (15–17%), methotrexate
oral (7–10%) or subcutaneous (4–7%), and mycophenolate
(5–7%). Biologics (e.g., belimumab, rituximab, tocilizumab)
were prescribed for <4% of patients. Opioids were pre-
scribed for 5–8% of patients. A trend towards decreased use
of GCs was observed in SLE patients diagnosed between
2015 and 2019 versus patients diagnosed between 2001 and
2009 (47–64% vs 44–74%). Use of opioids also decreased
(2–5% vs 6–13%). Biologics use remained limited (3–4% vs
0–5%).
Conclusions In primary care rheumatologist practices in Ger-
many, GCs remain the cornerstone treatment for SLE
although there is a trend of decreased usage, antimalarials
are also widely used, as well as immunosuppressants. Bio-
logic treatments are used infrequently. Pain management

Abstract PO.6.137 Figure 1 Study design
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included use of opioids. The prescription patterns were sim-
ilar to those observed in other German cohort studies
(Albrecht et al. Lupus Sci Med. 2014;1:e000059 and
2021;8:e000526).

PO.6.141 EFFICACY OF MYCOPHENOLATE MOFETIL (MMF) IN
PEDIATRIC PATIENTS WITH DEFINED AND UNDEFINED
TYPE I INTERFERONOPATHIES

1MF Natale*, 2C Udina, 3CGL Raffaele, 1V Messia, 1C Celani, 1C Bracaglia, 1S Federici,
1G Prencipe, 1F De Benedetti, 1A Insalaco. 1Bambino Gesù Children’s Hospital ~ Rome ~
Italy; 2Ospedale Santa Maria degli Angeli-Pordenone ~ Italy; 3Ospedale San Benedetto-
Alatri ~ Frosinone ~ Italy

10.1136/lupus-2022-elm2022.161

Purpose Interferonopathies are conditions characterized by
excessive production of type 1 interferon. Several diseases,
autoinflammatory or autoimmune, are classified as type1 inter-
feronopathies such as Aicardi-Goutieres, Sting associated vas-
culopathy with onset in Infancy, monogenic Systemic lupus
erythematosus (SLE) and Dermatomyositis. The aim of this
study is to evaluate the role of MMF in modulating the acti-
vation of the interferon pathway describing its clinical and
laboratory effects in a cohort of patients with defined and
undefined interferonopathy
Methods We included patients aged 0–18 years with defined
(genetically confirmed) and undefined interferonopathy (evoca-
tive clinical picture, interferon signature (IS)> 2 in at least 3
samples 3 months apart, negative genetic test) followed at
Bambino Gesù Children’s Hospital treated with MMF. For
each patient demographic, clinical, laboratory parameters and
IS were collected every 3 months starting from the year
before the MMF treatment until the date of the last follow
up. In vitro the effect of MMF on the IFN-pathway was eval-
uated by adding MMF to peripheral mononuclear cells of the
patients.
Results Nine patients were enrolled, 4 with defined and 5
with undefined interferonopathy. When therapy was started,
78% of patients had recurrent febrile episodes, 57% polyar-
thritis, 67% skin and/or neurological involvement. A patholog-
ical brain MRI was found in 44% of patients. Persistent
anemia, lymphopenia and autoantibody positivity were
detected in 44% of patients and increased ESR in 67%. All
patients had a positive IS(median 46.9; IQR 23.5–133.8).
Three months after the beginning of MMF we observed a res-
olution of febrile episodes and skin manifestations in 86% of
cases, remission of joint involvement in all patients, improve-
ment of neurological symptoms in 1 patient, resolution of the
anemia and normalization of the ESR in 50% and 66%
respectively. During MMF therapy, as reported in patients
with SLE, ANA titers decline or normalized in 75% of
patients and anti dsDNA in 66% of patients. Cerebral MRI
improved in patient with radiological alterations. MMF ther-
apy allowed to completely withdraw glucocorticoid therapy in
4 patients and to reduce the dosage in other 3. No significant
reduction in IS was detected during a median follow-up of 36
months (IQR 25–45). Nevertheless these data contrasted with
our ex vivo experiments in which the incubation with MMF
of peripheral mononuclear cells of our patients (and of
patients with other interferonopathies including SLE and

dermatomyositis) showed a significant reduction in the INF-a
pathway activation after cells stimulation
Conclusions This is the first study evaluating the effects of
MMF in a cohort of patients with type I interferonopathy.
The results, although preliminary, seem to suggest a role of
the drug in improving clinical, laboratory and radiological
findings of our patients, allowing also a significant glucocorti-
coid sparing. These data, if confirmed in larger and prospec-
tive studies, should encourage the use of MMF especially for
those patients in which standard treatment with JAK inhibitor
could be contraindicated or ineffective

Friday 07 October 2022 from 13:00 to 14:10

PO.7 E- poster session 7: patient views and
reported outcomes, registries and cohorts

PO.7.142 HEALTH-RELATED QUALITY OF LIFE ACROSS THE
SPECTRUM OF CONNECTIVE TISSUE DISEASES: A
LATENT PROFILE ANALYSIS

1S Dyball*, 2J Reynolds, 1IN Bruce, 3B Parker. 1University of Manchester ~ UK;
2Rheumatology Research Group, Institute of Inflammation and Ageing, College of Medical
and Dental Sciences, University of Birmingham ~ UK; 3The Kellgren Centre for
Rheumatology, Manchester University NHS Foundation Trust ~ Manchester ~ UK

10.1136/lupus-2022-elm2022.162

Purpose Poor health-related quality of life (HR-QoL) is well
recognised within patients with connective tissue diseases
(CTD). We hypothesised that subgroups of patients across the
spectrum of CTD experience different HR-QoL patterns, and
aimed to determine patient-level characteristics associated with
subgroup membership.
Methods The medical outcomes short-form 36 (SF-36) ques-
tionnaire was used, and the eight continuous domains of the
SF-36 questionnaire were derived which range from 0 to 100,

Abstract PO.7.142 Figure 1 Latent profile analysis using eight
domains of the SF-36 across connective tissue diseases (n=309). PF,
physical function; RP, role physical; BP, body pain; GH, general health;
VT, vitality; SF, social function; RE, role emotional; MH, mental health
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