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ABSTRACT NUMBER: 2754

Comparison of Individually Tailored vs Systematic 
Rituximab Regimens to Maintain ANCA-Associated 
Vasculitis Remissions: Results of a Prospective, 
Randomized–Controlled, Phase 3 Trial
Pierre Charles, et al.



 Background
 After AAV remission, RTX is superior to AZA to maintain remission. 

 Purpose
 To evaluate RTX infusions individually tailored to ANCA status 

and/or circulating CD19 B-cell reappearance to maintain AAV 
remission.



 Methods
 Patients with GPA or MPA in complete remission after induction therapy 

(GC and CYC, RTX or MTX). 
 Open-label, multicenter, randomized-controlled trial to compare RTX 

regimens: 
 according to ANCA status and/or circulating CD19 B-cell reconstitution 
 systematically infused (controls). 

 Experimental arm: fixed 500mg RTX infusions on day-0, then every 3 
months until month 18, when CD19 >0/mm3 or ANCA status 
(reappearance)/titer (higher) differed from the previous determination. 

 Controls: 500mg RTX on days 0 and 14, then 6, 12 and 18 months after 
first dose. 

 Primary endpoint: number of relapses (new/reappearing symptom or 
worsening disease with BVAS>0) at month 28 (blind assessment to 
treatment arms).



 Results
 162 patients: 117 (72.2%) GPA and 45 (27.8%) MPA].
 Experimental group: n=81 (50%) and control group: n=81 (50%). 
 21 (13%) patients suffered 22 relapses: 
 14 (17.3%) in 13 experimental arm patients and
 8 (9.9%) in 8 controls (p=0.22).

 Relapse-free survival rate: 
 83.8% (95% CI: 76.1-92.3%) for the experimental arm and
 86.4% (95% CI: 79.2-94.2) for controls (p=0.58).

 At least 1 severe adverse event: 
 26 (32.1%) experimental arm patients vs
 31 (38.3%) controls (p=0.51). 

 No association between ANCA status and/or circulating CD19 and 
relapse.



 Conclusion
 AAV-relapse rates for patients given individually tailored or 

systematic RTX-infusion schedules did not differ significantly. 
 As lower RTX total doses in the experimental arm: 
 ANCA and circulating CD19 can be useful tools to decide to reinfuse.



ABSTRACT NUMBER: 2590

Subcutaneous Belimumab Plus Standard of Care 
Demonstrated Improvement in Multiple Organ Domains 
Versus Placebo Plus Standard of Care in Patients with Active 
Systemic Lupus Erythematosus
Andrea Doria, et al.



Purpose

 To assess organ manifestation domain score 
improvement with s.c. belimumab + standard of 
care in active, autoAb positive SLE.



 Methods
 BLISS-SC: randomized, double-blind, multicenter (North, Central and 

South America, Western and Eastern Europe and Asia) 52-week trial 
of weekly BEL 200mg SC or PBO + SoC, in SLE patients with SELENA-
SLEDAI ≥8 at screening. 

 Primary endpoint: SLE Responder Index 4 at Week 52. 
 Organ-specific responses by BILAG and SELENA-SLEDAI are 

reported.
 Analyses included:
 improvements in patients with basal BILAG A or B scores, at week 52.
 Increase /decrease in total SELENA-SLEDAI domain scores between 

baseline and week 52 (worsening / improvement).



 Results
 836 patients.
 BILAG (Grade A/B) and SELENA-SLEDAI organ system involvement at 

baseline: similar for both treatment groups (mucocutaneous, 
musculoskeletal and immunologic domains most prominent).

 Belimumab vs. placebo: significant improvement  in the BILAG 
mucocutaneous, musculoskeletal and vasculitis domains at week 52. 

 No statistically significant differences for worsening in any BILAG 
domain. 

 Belimumab vs. placebo: a statistically significant improvement at 
week 52 for the immunologic, mucocutaneous, musculoskeletal and 
vascular domains in the SELENA-SLEDAI score. No statistically 
significant differences for worsening in any SELENA-SLEDAI domain.



http://acrabstracts.org/wp-content/uploads/2017/09/Paper_65263_abstract_95353_0.png


Conclusion

Weekly s.c. Belimumab 200 mg + SoC, compared 
with PBO + SoC improved organ manifestations in:
 mucocutaneous, 
 musculoskeletal, 
 vascular and 
 immunologic domains 

 after 52 weeks of therapy.



ABSTRACT NUMBER: 2581

Safety of Hydroxychloroquine Withdrawal in Older Adults 
with Systemic Lupus Erythematosus
Anna Zezon, et al.



Purpose

 To study the safety of hydroxychloroquine 
withdrawal in older SLE patients.



 Methods
 Retrospective chart review at 3 lupus centers. 
 n = 27. 
 Inclusion criteria: ≥4 ACR criteria, disease duration ≥5 years, HCQ 

use of 200-400mg/day ≥ 5 years, and discontinuation of HCQ at age 
≥55 years.

 Comparator group: 39 age/gender/ethnic matched patients 
remaining on HCQ. 

 Primary outcome: moderate or severe flare within 1 year of HCQ 
withdrawal, using a revised SFI (evaluates each organ system 
separately, and incorporates increases in GC dose and/or addition of 
IS agents).

 Mild flares were considered secondary outcomes.



Results

 Reasons for HCQ withdrawal:
maculopathy (n=13), 
 presumed/biopsy proven cardiomyopathy (n=2), 
 patient request (n=4) and
miscellaneous other reasons (n=8).



HCQ Withdrawal
(n=27)

HCQ Continuation
(n=39)

p value

Age 59.9 60.6 0.52

Gender (% Female) 92.6% 97.4% 0.56

Race/Ethnicity 0.78

White 33.3% 35.9%

Black 29.6% 25.6%

Hispanic 18.5% 20.5%

Asian 18.5% 17.9%

Duration of SLE (years) (N=61) 26.7 21.1 0.088

Duration HCQ Use (years) (N=52) 19.3 17.6

Prior Renal Disease n,(%) 12 (44.4%) 13 (33.3%) 0.44

Moderate/Severe Flares (N,%) 2 (7.4%) 5 (12.8) 0.69

Moderate Flare 2 (7.4%) 2 (5.1%)

Severe Flare 0 (0%) 3 (7.7%)

Mild Flare 5 (18.5%) 3 (7.7%) 0.26

All Flares 7 (25.9%) 8 (20.5%) 0.77
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Conclusion

 In older patients with SLE on long-term HCQ, 
withdrawal did not increase the risk of moderate 
or severe flares. 

 These data provide reassurance regarding the 
safety of withdrawing HCQ in stable older SLE 
patients





≥10 points is enough to classify a patient as SLE





Higher sensitivity and specificity than the previous criteria

 Conclusions
 ACR criteria are still great
 SLICC criteria have advanced the field
 Improvement beyond both challenging
 EULAR/ACR Project approach
 ANA as an entry criterion
 Weighted criteria



ABSTRACT NUMBER: 2130
Joint Manifestations in Patients Diagnosed with Idiopathic
Inflammatory Myopathy: Multicenter Registry on
Inflammatory Myositis from the Rheumatology Society in 
Madrid, Spain.
Larissa Valor, et al. 



 Purpose
 To evaluate and to identify joint manifestations in IIM patients.

 Methods
 n = 479 patients
 12 hospitals in the Community of Madrid
 IIM Registry of the Society of Rheumatology of Madrid: SORCOM-

REMICAM 



Results

 70 (18%) patients with acute arthritis (<6 weeks), 
 74 (19%) patients with chronic arthritis (> 6 weeks) and
 245 (65%) patients without any joint manifestations. 
 Using the Tanimoto et al. criteria:
 149/479 (38.3%) patients: erosive arthritis.

 NO statistically significant differences in joint manifestations 
between PM and DM groups (n=250, 52.2% vs. n=229, 47.8%). 

 The highest prevalence: in the Over-lap syndrome group (90%), 
p=0.0001. The group with less joint manifestations was JM.



Conclusion

 The presence of joint manifestations associated with IIM in our 
cohort is higher compared to other cohorts: importance of an 
accurate joint examination in these patients. 

 The Over-lap syndrome group: more joint manifestations which 
might be explained by the coexistence of SLE and MCTD patients 
in this group. 

 These results are encouraging and suggest that joint assessment 
in follow up may be helpful in differentiating subtypes of IIM.



ABSTRACT NUMBER: 2884
Phase 2 Study of Safety and Efficacy of Anabasum (JBT-101), a 
Cannabinoid Receptor Type 2 Agonist, in Diffuse Cutaneous Systemic 
Sclerosis. 
RF Spiera et al.

ABSTRACT NUMBER: 2885
Tadalafil Reduces Skin Fibrosis and Profibrotic Genes Expression in 
Patients with Systemic Sclerosis. 
S Ahmed et al.

ABSTRACT NUMBER: 2886
Safety and Efficacy of Long-Term Intensified Rituximab Treatment in 
Patients with Systemic Sclerosis. 
HP Brezinschek et al.



Anabasum Tadalafil Rituximab

Drug
non-IS, synthetic, selective 
CR2 agonist 

Phosphodiesterase-5 
inhibitors 

B cell depletion

Design Double-blind, randomized 
placebo-controlled Phase 2

prospective open-
labeled study

Observational study

n
42 (27/15),
dcSSc ≤ 6 years duration 

24 (12/12)
ACR 2013 SS Criteria

n=24, SSc patients with signs of 
alveolitis in the CT scan 

F-up 16 weeks 6 months mean = 40 months

End-
points

ACR Combined Response 
Index in diffuse cutaneous 
Systemic Sclerosis (CRISS).

Modified Rodnan Skin 
Score (MRSS) 

European Scleroderma Study 
Group (EScSG) activity index / 
modified Rodnan skin score 
(mRSS) / DLCO

Met end-
points

+++
p=0.044

+++
p = 0.005

++
p = 0.0001 / p = 0.0001 / 

p = n.s.



Conclusion

 New drugs: promising results in terms of efficacy 
in the treatment of SS.

 On the other hand, drugs used for other 
indications: significant effectiveness and safety in 
the treatment of several manifestations of the 
disease.
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