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HIGHLIGHTS FROM EULAR 2016

Members of the CARE Rheumatology Faculty recently attended the European League 
Against Rheumatism (EULAR) 2016 conference held in London, England from June 8-11.

The CARE Perspectives Conference Report from EULAR 2016 provides a summary of the 
most compelling stories and news presented at this event, and is augmented with additional 
perspectives from the CARE Rheumatology Faculty. 

The content that follows is written in the language in which it was presented and is 
adapted from the abstracts from the EULAR 2016 meeting. Perspectives from the CARE 
Rheumatology Faculty are also included.
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PERSPECTIVES - EULAR 2016

RHEUMATOID 
ARTHRITIS

EULAR 2016. SAT0055. Treatment Response to Conventional 
Disease Modifying Anti-Rheumatic Drugs (DMARDs) and Biologics 
in Seropositive and Seronegative Patients with Early Rheumatoid 
Arthritis: Results from CATCH (Canadian Early Arthritis Cohort)

B. Aberumand et al.

Results: 1068 patients had a baseline mean(SD) age of 53.3 (15.0), 
symptom duration of 5.8 (3.0) months, DAS28 of 5.2 (1.3) and 74% 
were female. A total of 867 (81.2%) patients were seropositive and 
201 (18.8%) were seronegative (RF positive 759 [66%], RF negative 
385 [34%], ACPA positive 539 [61%], and ACPA negative 349 [39%]). 
Relative to the other therapy group, better treatment response to 
methotrexate combination therapy at 3 months was observed for 
patients who were RF+ (β: 0.45 [95% CI -0.74 to -0.17]) vs. RF- (β: 
0.29 [95% CI -0.14 to 0.71]) and the combined seropositive (β: -0.29 
[95% CI -0.56 to -0.02]) vs. seronegative group (β: – 0.12 [95% CI 
-0.69 to 0.44) but not patients who were ACPA+ (β: – 0.06 [95% CI 
-0.41 to 0.30]) vs. ACPA- (β: – 0.41 [95% CI -0.84 to 0.02]), after 
adjusting for covariates. Similar results were observed when analyses 
were repeated with change in DAS at 6-months as the outcome 
as patients on methotrexate combination therapy who were RF+ 
(β: – 0.47 [95% CI -0.81 to -0.13]) vs. RF- (β: 0.15 [95% CI -0.39 to 
0.71]) and those that were seropositive (β: – 0.32 [95% CI -0.65 to 
0.00]) vs. seronegative (β: – 0.20 [95% CI -0.97 to 0.56]) responded 
better to treatment. Response to other treatment strategies did not 
significantly differ by antibody in any grouping.

Conclusions: In ERA, Rheumatoid Factor (RF) and anti-citrullinated 
protein antibodies (ACPA) status affected treatment response to 
MTX combination therapy, with better changes in DAS28 at 3 and 
6-months in seropositive compared with seronegative patients. 
Given the complexity of rheumatoid arthritis management, the 
study findings potentially have implications for identifying prognostic 
indicators that may help inform therapeutic decision-making. The 
long term impact on the efficacy outcome will provide us more 
insights on the importance of these markers on the selection of the 
appropriate treatment.  

EULAR 2016. THU0169. Persistence of Tofacitinib in the 
Treatment of Rheumatoid Arthritis in Open-Label, Long-Term 
Extension Studies up to 7 Years

J. Pope et al.

Results: Kaplan-Meier Survival Estimates for Tofacitinib Patients in 
Long-Term Extension (LTE)

Conclusions: Drug survival in LTE studies provides early information 
on the long-term safety, efficacy and tolerability of a therapy. In this 
analysis, median survival of tofacitinib was approximately 5 yrs, with 
D/C more commonly associated with AEs than LOE. Similar survival 
medians were observed for the 5 and 10 mg BID dose groups and 
monotherapy vs background DMARD therapy. These data support 
the use of tofacitinib for long-term management of RA.

CARE FACULTY PERSPECTIVE: For the Aburmand CATCH paper, 
more data are needed to determine if the response to traditional 
DMARDs is different depending on RF/ACPA status. For the tofacitinib 
study, it is surprising that the durability in open label extension from 
the RCTs is similar for tofacitinib 5mg bid and 10 mg bid (only the 
former dose is approved) and also for monotherapy compared 
to tofacitinib in combination with DMARD(s) (primarily MTX). We 
cannot say if stopping the background DMARD would give similar 
durability as continuing it, as the studies were not planned in that 
manner. Discontinuation reasons will necessitate more exploration 
in registry. It is important to remember that the patients included 
in Phase III studies are poor representatives of the rheumatologists’ 
clinical practice. Such data have to be complemented by real world 
evidence showing similar results.

" T H E  S T U D Y  F I N D I N G S  P O T E N T I A L L Y 
H A V E  I M P L I C A T I O N S  F O R  I D E N T I F Y I N G 
P R O G N O S T I C  I N D I C A T O R S  T H A T  M A Y 
H E L P  I N F O R M  T H E R A P E U T I C  D E C I S I O N -
M A K I N G . "
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EULAR 2016. THU0166: Safety Profile of Baricitinib in Patients 
with Active RA: An Integrated Analysis

J. Smolen et al.

Results: 3464 pts were exposed to bari (4214 pt-yrs (PY); 2166 pts 
(62.5%) >1 yr; 467 (13.5%) >2 yrs). In controlled periods of the program, 
no increases in deaths, AEs leading to study drug discontinuation, 
malignancies, MACE, or serious infections were seen for bari vs PBO/
active treatment. Herpes zoster was reported more frequently for 
bari vs PBO. In randomized, controlled periods of the program, TB 
was reported in 2 pts: 1 bari 4 mg, 1 adalimumab; in uncontrolled 
periods, 6 TB events were reported (bari 4 mg: 2 with incomplete 
TB screening, 3 without organism confirmed). All TB occurred in 
endemic areas. Two GI perforations were reported (0.05/100 PY). 
No confirmed opportunistic infections were reported.  Bari treatment 
has been associated with changes in selected hematology/clinical 
chemistry analytes; few patients (<1%) discontinued due to abnormal 
lab results. There was no observed increased risk over time for the 
above outcome measures with longer exposure.

Conclusions: In the context of reported efficacy, bari had an 
acceptable safety profile in pts with moderate-to-severe active RA.

CARE FACULTY PERSPECTIVE: This large study investigated 3464 
patients, and tells us that baricitinib is not only an effective agent, but 
also has an acceptable safety profile for patients with moderate to 
severe RA. There were no reported increases in deaths, AEs leading 
to drug discontinuation, malignancies, MACE, or serious infections 
seen with baricitinib. 

" B A R I C I T I N I B  I S  N O T 

O N LY  A N  E F F E C T I V E 

A G E N T ,  B U T  A L S O  H A S 

A N  A C C E P TA B L E  S A F E T Y 

P R O F I L E  F O R  P AT I E N T S 

W I T H  M O D E R A T E  T O 

S E V E R E  R A . "

EULAR 2016. THU0035. Six Years Tocilizumab Use in Patients with 
Rheumatoid Arthritis with One Previous Anti-TNF Agent Exposure: 
Comparison with Adalimumab and Etanercept from the Provincial 
Electronic Database and Registry RHUMADATA®

L. Bessette et al.

Results: The data from 128 patients prescribed either tocilizumab 
(44=34%), adalimumab (38=30%) or etanercept (46=36%) as a 
second biologic agent was extracted from the Rhumadata® registry 
and clinical database. Most subjects were female (77.3%), and the 
average age of cohort subjects was 54.4 (SD=13.2). 69.3% and 62.2% 
of patients were respectively RF+ or anti-CCP+. Mean CRP and ESR 
were respectively 14.8 (SD=21.5) mg/L and 28.6 (SD=24.2) mm/hr. No 
clinically significant differences at baseline were observed between 
groups.  The six-year retention rates of tocilizumab, adalimumab, 
and etanercept as second-line biologic agents were respectively 
54.6% (95% CI=35.9-70.0), 22.8% (9.7-39.1), 21.9% (8.9 -38.6) 
respectively. Kaplan-Meier survival analysis revealed significant 
differences in drug retention rates (log rank p=0.0007). Multivariate 
analysis adjusting for patient characteristics yielded hazard ratios 
of 2.66 (1.10-6.44), 5.33 (2.30-12.38) when respectively comparing 
adalimumab and etanercept to tocilizumab. Of the censored patients 
taking tocilizumab, 35% and 12% were in remission and had low 
disease activity (LDA) respectively, according to the DAS-28(CRP) 
criteria. In patients treated with anti-TNF agents, 50% and 17% were 
in remission and LDA.

Conclusions: In RA patient having failed their first anti-TNF agent, 
tocilizumab, an Il-6 inhibitor, is a more valuable alternative than 
cycling to a second anti-TNF agent. Similarly to previously presented 
analysis, in a patient having failed a first anti-TNF agent, it seems that 
using an agent with a different mode of action such as abatacept, 
rituximab or tocilizumab as opposed to a second anti-TNF agent 
delivers better long-term retention. 

CARE FACULTY PERSPECTIVE: Prescribing patterns are still 
influenced by rheumatologists personal perceptions of efficacy 
and safety of the agents that they use. This has led to consistently 
switching from one anti-TNF agent to another anti-TNF agent, 
regardless of the reason for stopping. Several recent publications 
have shown that a better strategy for the long term effectiveness 
may be to explore agents with newer mechanism of action. This 
presentation is an example of such a research in real world database, 
and provides a Canadian perspective about changing the mechanism 
of action post-TNF.
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EULAR 2016. THU0168: Baricitinib Inhibits Radiographic Progression of Structural Joint Damage at 1 Year in 
Patients with Rheumatoid Arthritis (RA) and an Inadequate Response to CSDMARDs.

D. van der Heijde et al.

Results: Outcomes of modified total sharp score (mTSS), bone erosion, and joint space narrowing at 24 and 48 weeks

Conclusions: Once daily oral bari inhibited radiographic progression of structural joint damage in pts with an IR 
or intolerance to csDMARDs over 48 wks of treatment. The most robust benefit across measures of radiographic 
progression was seen for the 4mg dose.

CARE FACULTY PERSPECTIVE: Results from this study indicate that baricitinib significantly reduced joint 
damage progression in rheumatoid arthritis in patients who do not respond to conventional DMARDs. If approved 
in Canada, baricitinib may offer a convenient, oral therapy option that could help not only improve quality of life, 
but also reduce joint damage. It may also be associated with a better adherence profile because of it’s convenient 
once-a-day administration schedule.

Data are least squares mean change from baseline, unless otherwise stated; †Pts were switched to treatment with bari at rescue or at Wk 24. SDC 
= smallest detectable change. Wk 24 SDC=1.1; Wk 48 SDC=1.7; Comparisons analyzed using ANCOVA

Linear Extrapolation

Week 48

Week 48 PBO/4 mg QD† 2 mg QD 4 mg QDWeek 24 PBO† 2 mg QD 4 mg QD

Week 48 PBO/4 mg QD† 2 mg QD 4 mg QDWeek 24 PBO† 2 mg QD 4 mg QD

Observed/LOCF

* * * *
* *

** **

** **

* *

* *

* *

* *

*

*

*p≤0.05, **p≤0.01 vs. PBO

*p≤0.05, **p≤0.01 vs. PBO
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EULAR 2016. OP0224. Filgotinib (GLPG0634), an Oral JAK1 
Selective Inhibitor is Effective in Combination with Methotrexate in 
Patients with Active Rheumatoid Arthritis: Results from a 24-Week 
Phase 2B Dose Ranging Study

R. Westhovens et al.

Results: 594 randomized and treated patients, mean duration of 
RA of 7-10 years and mean DAS28(CRP) at baseline 6.0-6.2. At 
Week 12, statistically significant and dose dependent higher ACR20, 
ACR50, ACR70, DAS28(CRP) and CDAI responses versus PBO were 
observed in patients on filgotinib. These responses were maintained 
or continued to improve through 24 weeks. Increase in filgotinib 
dose from Week 12 lead to improved efficacy in PBO and 50mg 
NR groups (at Week 24 ACR20 57% and 42% respectively). Serious 
Adverse Events and Treatment-Emergent Adverse Events (TEAE) 
were distributed over the groups including PBO: TEAE 51% PBO 
and 52% filgotinib groups. No opportunistic infections or cancers 
occurred; one death was reported. Infections occurred in 19% PBO 
and 25% filgotinib groups. Laboratory parameters remained stable 
between 12 and 24 weeks. Increase in haemoglobin was noted in 
patients on filgotinib.

Conclusions: Significant improvement in signs and symptoms of 
active RA was observed after 12 weeks and sustained or increased 
up to Week 24 with filgotinib in combination with MTX. The safety 
profile was overall acceptable.

CARE FACULTY PERSPECTIVE: Filgotinib is a novel oral selective 
JAK1 inhibitor being investigated in combination with methotrexate 
in active RA, with inadequate response to MTX. While this study in 
only in Phase 2b clinical trials, this 24- week analysis shows significant 
improvement for patients with RA. Selection of the final administration 
schedule will have an impact on the adherence profile of patients. 
Both dosing schedules (once vs twice daily) show efficacy with a 
superiority tendency of the BID vs the daily one, however the safety 
pattern did not demonstrate a striking difference. 

This agent could provide a novel option for patients with RA in the 
near future.

EULAR 2016. OP0014-PARE. Updating the Patient Partner 
Educational Program for Rheumatoid Arthritis in Belgium: A 
Systematic, Scientific-Based Approach led by Patient Experts

J. Van Rompay et al. 

Results: After a brainstorm session by Patient Partners (PP), a first 
team meeting was held to review their ideas and to add scientific 
input. They particularly indicated that the patient perspective 
(e.g., perceptions, impact of disease, general health advice) could 
be improved in the course content. Subsequently, the current 
content was reviewed and part of it was removed (focus on classical 
joint deformities), part of it was differently clustered. During this 
first debriefing, four content modules were proposed: aspects 
of treatment delay, treatment strategies and perceptions about 
medication (from a patient and healthcare provider perspective), 
the patient and his/her environment, and active participation. Next, 
the PP formed subgroups and worked out the modules. In a second 
debriefing, the modules were further refined and the new course 
structure was discussed including necessary adaptations to course 
material. We agreed on the implementation strategy. Thereafter, the 
updated program was presented to the entire group of PP during 
their annual meeting, and a credibility check was performed with 
a general practitioner and a medical student. Final changes were 
integrated based on their feedback. Lastly, during a two-day meeting, 
all PP were trained by the project team to implement the new content 
and structure in their lessons.

Conclusions: The update of the Belgian PP program for RA is an 
example of how expert patients can substantially be involved in 
updating educational programs. We strived to include new insights 
about RA and the patient perspective to a higher extent in the 
course content. Four content modules were implemented: aspects of 
treatment delay, perceptions about medication, the patient and his/
her environment, and active participation. Making medical students 
and healthcare providers aware of the patient perspective is an 
important step towards optimal care in RA.

CARE FACULTY PERSPECTIVE: Results from this patient-focused 
initiative, as well as others (see abstracts OP0248-PARE and OP0269-
HPR) presented at EULAR have brought attention to the importance 
of understanding the patient perspective and encouraging them to 
participate, in order to optimize treatment. This study highlights four 
content modules that were implemented: 1) aspects of treatment 
delay 2) perceptions about medication, 3) the patient’s environment, 
and 4) active participation. If these components are integrated into 
not only clinical practice in Belgium, but also in Canada and other 
areas of the world, we may see an increase in patient adherence and 
overall better patient outcomes.  

" F I L G O T I N I B  C O U L D 

P R O V I D E  A  N O V E L 

O P T I O N  F O R  PAT I E N T S 

W I T H  R A  I N  T H E  N E A R 

F U T U R E . "
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PSORIATIC ARTHRITIS  
& SPONDYLOARTHRITIS

RISK MARKERS

EULAR 2016. THU0444. Subclinical Ultrasonographic Enthesitis in 
Patients with Psoriasis is Associated with Risk Markers for Psoriatic 
Arthritis 

L. Eder et al.

Results: A total of 19 of 178 patients (10.7%) were found to have 
subclinical enthesitis on ultrasound (MASEI≥20). The most frequently 
affected sites were the attachments of the distal patellar tendon 
(46.7%), Achilles tendon (44.1%) and plantar fascia (38%). 37 patients 
(20.8%) had one or more entheseal sites with positive power Doppler 
signal. Patients with subclinical enthesitis were more likely to be 
older (p=0.002), obese (p=0.01), diabetic (p=0.005), have nail pitting 
(p=0.006) and work in physically demanding occupations (p=0.01).  
Moreover, patients with subclinical enthesitis were more likely to 
report morning stiffness (p=0.008); however, no association was 
found with other musculoskeletal symptoms or patient reported 
outcomes estimating the degree of pain, function, fatigue and quality 
of life. On multivariate analysis the presence of ultrasonographic 
enthesitis was associated with obesity (Odds Ratio (OR) 14.3, 95% 
Confidence Interval (CI) 1.7, 118, p=0.01), current smoking (OR 5.1, 
95% CI 1.3, 19.4, p=0.02), physically-demanding occupation (OR 4.3, 
95% CI 1.3, 13.8, p=0.01), diabetes mellitus (OR 5.5, 95% CI, 1.1, 28.1, 
p=0.04) and psoriatic nail pitting (OR 4.3, 95% CI 1.5, 11.9, p=0.006).

Conclusions: The presence of subclinical enthesitis is associated 
with known risk markers of PsA including: nail pitting, obesity and 
occupation-related mechanical stress. These findings reinforce the 
use of ultrasound for investigation of pre-clinical PsA in patients 
with psoriasis.

CARE FACULTY PERSPECTIVE: In Canada, subclinical enthesitis 
can occur in some patients with PsA. Identifying biomarkers that 
predict development of PsA in patients with psoriasis may help in 
designing interventions to ‘prevent’ PsA. Ultrasound of entheses may 
provide such an imaging biomarker. In this study, Eder et al show 
that the inflammatory and structural changes in the entheses are 
associated with known PsA risk factors such as nail disease, obesity, 
smoking and ‘trauma/mechanical/stress’. 

As ultrasonography is gaining more and more usage in daily practice, 
findings like this may help rheumatologists to better evaluate patients 
and implement adequate treatment strategies. Thus it is likely that 
in the not so distant future a combination of genetic, soluble and 
imaging biomarkers may identify psoriasis subjects at high risk of 
developing PsA and an appropriate intervention to prevent PsA will 
be designed.

TREATMENT 

EULAR 2016. FRI0464: Long-Term Efficacy of Ustekinumab 
Treatment in Patients Affected by Psoriatic Arthritis Previously 
Treated with TNF inhibitors

M. S. Chimenti et al.

Results: 36 patients (61% men; age (mean±DS): 49.7±11.4) treated 
with ustekinumab were evaluated. In 6/36 (16.7%) patients treated 
with ustekinumab for < 12 months (mean duration: 7.5 months), a 
significant reduction of PASI (P=0.02) and Pain VAS (P=0.04) was 
observed after 6 months of treatment. In patients treated continuously 
for 12 months, a significant reduction of PASI (P<0.0001), DAS44 
(P=0.008), ESR(P=0.03), CRP (P=0.04), and HAQ (P=0.002) was 
achieved. At T24, a persistent reduction of PASI (P<0.0001), DAS44 
(P=0.04), and HAQ (P=0.02) with the respect to T0 was maintained. 
Prevalence of patients on DMARDs was higher at T0 (83%) compared 
to the prevalence after the beginning of the ustekinumab therapy 
(36%). No significant differences in metabolic parameters were 
observed during the follow-up while a trend in reduction of uric 
acid resulted (2.8±2.7 at T0 vs 1±2 at T24).

Conclusions: Ustekinumab offers a therapeutic benefit in Psoriasis 
(PsO) and Psoriatic Arthritis (PsA) patients who failed TNF-i 
providing good clinical response both at the skin and joint level.

CARE FACULTY PERSPECTIVE:  Ustekinumab, an Mab that inhibits 
p40, and thus inhibits both IL23 and IL12, cytokines that have p40 
as a common subunit. This drug thus inhibits Th17 and Th1 cells. 
Ustekinumab is approved in Canada for the treatment of patients 
with moderate or severe plaque psoriasis (PsO) and active psoriatic 
arthritis (PsA). This case series in subjects who have previously 
treated with TNFI indicates that this drug provides clinical benefit in 
terms of relief skin and joint symptoms and relief, and reinforces the 
results of the randomised PSUMMIT 2 trial. 

" I D E N T I F Y I N G  B I O M A R K E R S 

T H AT  P R E D I C T  D E V E L O P M E N T 

O F  P S A  I N  P AT I E N T S  W I T H 

P S O R I A S I S  M A Y  H E L P  I N 

D E S I G N I N G  I N T E R V E N T I O N S 

T O  ‘ P R E V E N T ’  P S A . "
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EULAR 2016. OP0109: Efficacy of Ixekizumab in Patients with Active Psoriatic Arthritis: 52 Week Results from a Phase 3 Study 
(SPIRIT-P1)

P. J. Mease et al.

Results: A total of 304 patients completed the extension period (EP). Efficacy and safety results in the EP population are summarized 
in Table 1. Improvements from baseline in ACR20/50/70, HAQ-DI, DAS 28-CRP, PASI 75/90/100, LEI and LDI-B were observed at Week 
52. The frequency of treatment-emergent adverse events (AEs) in the EP was similar to that observed in the DBTP; the majority were 
mild or moderate in severity. Serious AEs occurred in 12 patients and no deaths occurred in the EP population.

Table. Efficacy and Safety Outcome Measures at Week 52a (Extension Period Population)

IXEQ4W/
IXEQ4W 
(n=97)

IXEQ2W/
IXEQ2W
(n=96)

ADA/
IXEQ4W
(n=49)

ADA/
IXEQ2W
(n=48)

PBO/
IXEQ4W
(n=45)

PBO/
IXEQ2W 
(n=46)

Total
IXEQ4W
(n=191)

Total
IXEQ2W
(n=190)

ACR20, n(%) 67 (69.1) 66 (68.8) 34 (69.4) 28 (58.3) 26 (57.8) 33 (71.7) 127 (66.5) 127 (66.8)

ACR50, n(%) 53 (54.6) 51 (53.1) 29 (59.2) 21 (43.8) 19 (42.2) 21 (45.7) 101 (52.9) 93 (48.9)

ACR70, n(%) 38 (39.2) 38 (39.6) 17 (34.7) 14 (29.2) 9 (20.0) 14 (30.4) 64 (33.5) 66 (34.7)

HAQ-DI, Mean (SD) CFB -0.53 (0.56) -0.55 (0.52) -0.47 (0.48) -0.42 (0.47) -0.38 (0.53) -0.52 (0.60) -0.48 (0.53) -0.48 (0.53)

DAS 28-CRP
Mean (SD) CFB

-2.16 (1.21) -2.37 (1.35) -2.15 (1.21) -2.00 (0.95) -1.85 (1.10) -2.05 (1.06) -2.09 (1.19) -2.20 (1.19)

PASI 75, Nb

n(%)
66

52 (78.8)
55

45 (81.8)
34 

22 (64.7)
33 

22 (66.7)
31

19 (61.3)
29

19 (65.5)
131

93 (71.0)
117

86 (73.5)

PASI 90, Nb

n(%)
66 

44 (66.7)
55

43 (78.2)
34

17 (50.0)
33

17 (51.5)
31

16 (51.6)
29

18 (62.1)
131

77 (58.8)
117 

78 (66.7)

PASI 100, Nb n(%)
66

37 (56.1)
55

37 (67.3)
34

12 (35.3)
33

15 (45.5)
31

15 (48.8)
29

13 (44.8)
131

64 (48.9)
117

65 (55.6)

LEI, Nc

Mean (SD) CFB
67

-1.9 (1.65)
54

-1.8 (1.56)
28

-2.0 (1.91)
25

-1.1 (2.29)
22

-1.1 (2.18)
26

-1.7 (2.00)
117

-1.8 (1.84)
105

-1.6 (1.87)

LEI, Nd

N(X)
65 

36 (55.4)
52

26 (50.0)
28

14 (50.0)
23

6 (26.1)
22

9 (40.9)
26

11 (42.3)
115

59 (51.3)
101

43 (42.6)

LEI, Ne

Mean (SD) CFB
48 

-3.7 (3.99)
35

-3.8 (2.87)
11

-5.4 (5.02)
11

-4.8 (3.41)
16 

-3.1 (2.59)
19

-2.2 (1.84)
75

-3.8 (3.93)
65 

-3.5 (2.83)

LDI-B (0), Nf

N(%)
40 

32 (80.0)
33

27 (81.8)
9

7 (77.8)
11

8 (72.7)
13

9 (69.2)
19

11(57.9)
62 

48 (77.4)
63 (46.73.0)

TEAE, n(%) 54 (55.7) 54 (56.3) 20 (40.8) 21 (43.8) 28 (62.2) 27 (58.7) 102 (53.4) 102 (53.7)

SAE, n(%) 4 (4.1) 0 5 (10.2) 1 (2.1) 1 (2.2) 1 (2.2) 10 (5.2) 2 (1.1)

Discontinued due to AE, n(%) 1 (1.0) 0 0 0 1 (2.2) 1 (2.2) 2 (1.0) 1 (0.5)

Abbreviations: ACR20/50/70=American College of Rheumatology 20/50/70 index; ADA=adalimumab 40mg; AE=Adverse Event; CFB=change from baseline; DAS 
28-CRP=Disease Activity Score 28 diarthrodial joint count based on C-reactive protein; HAQ-DI=Health Assessment Questionnaire-Disability Index; IXE=Ixekizumab 80 mg 
once every 2 weeks; IXEQ4W=Ixekizumab 80mg once every 4 weeks; LDI-B=Leeds Dactylitis Index-Basic; LEI=Leeds Enthesities Index; N=number of patients in the analysis 
population; n=number of responders; PASI 75/90/100=Psoriasis Area and Severity Index 75/90/100; PBO=placebo; SAE=serious adverse event; SD=standard deviation; 
TEAE=treatment-emergent adverse event.
a For efficacy analysis, baseline was defined as the last non-missing assessment recorded on or prior to the date of first injection of study treatment at Week 0. For analyses of 
TEAEs, baseline was defined as AEs which started prior to the study drug infection as Week 24 with an exception of patients who were randomized to ADA during the entire 
Double-Blind Treatment Period and started IXE at Week 32 where baseline was defined as AEs which started prior to the study drug injection at Week 32.
b Only patients with psoriatic lesions ≥ 3% of BSA at baseline were included in the analysis.
c Only patients with enthesitis at baseline were included in the analysis.
d Only patients with enthesitis and LEI >0 at baseline were included in the analysis
e Only patients with dactylitis at baseline were included in the analysis
f Only patients with dactylitis and LDI-B >0 at baseline were included in the analysis

Conclusions: IXE demonstrated clinically significant improvement in signs and symptoms of PsA including arthritis, dactylitis and 
enthesitis as well as skin manifestations across treatment groups in the EP. The safety profile of IXE observed in the EP was similar to 
that observed in the DBTP and other phase 3 studies of IXE in patients with plaque psoriasis (UNCOVER studies).

CARE FACULTY PERSPECTIVE: IL-17, the signature cytokine of the Th17 pathway is known to be overexpressed in the skin and joint 
sin PsA. Ixekizumab, an IL-17A Mab is an exciting novel agent that has demonstrated clinical efficacy comparable to adalimumab in PsA 
Phase 3 trials. This study reports the continued efficacy and safety of Ixekizumab over a 52-week period, and reinforces its already-
demonstrated clinical efficacy. Ixekizumab seems to be very effective for both the skin (clearing virtually fully) and the joints, showing 
good tolerability and safety. This will add a new dimension to PsA/PsO treatment. Rheumatologists and dermatologists welcome this 
agent into the clinical landscape for managing psoriatic disease in Canada. 
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EULAR 2016. OP0108. Bimekizumab, A Monoclonal Antibody that 
Inhibits Both IL-17A and IL-17F, Produces a Profound Response in Both 
Skin and Joints: Results of an Early-Phase, Proof-of-concept Study 
in Psoriatic Arthritis

S. Glatt et al.

Results: Clinical outcomes in skin and joints at baseline and week 8

Baseline Week 8

PBO
Bimeklzumab  
top 3 doses

PBO
Bimekizumab 
top 3 doses

Joints: ACR20 
RR [95% Cl]

N/A N/A
17%  

[5%, 45%], 
N=12

80%  
[63%, 91%], 

N=30

Joints: ACR50 
RR [95% Cl]

N/A N/A
8%  

[2%, 35%]
N=12

40%  
[25%, 58%], 

N=30

Joints: Mean 
DAS (CRP) 

[95% Cl]

5.1  
[4.6, 5/6] 

N=11

5.0  
[4.6, 5.4] 

N=30 

3.9  
[3.2, 4.6]

N=11

3.1  
[2.7, 3.6], 

N=29

Skin: PASI 90 
RR [95% Cl]

N/A N/A
0%  

[0%, 43%], 
N=5

87%  
[62%, 96%], 

N=15

Skin: Mean 
PASI [SD]

17.6 [18.0, N=5 11.1 [9.2], N=15 14.1 [17.9], N=5
0.2 [0.6], 

N=15

Conclusions: In patients with PsA, bimekizumab demonstrated rapid 
onset, sustained and deep efficacy on disease activity in skin and 
joints, and within this limited patient and exposure set, was safe and 
well tolerated. Bayesian analysis indicated that bimekizumab ACR20 
RR is greater than that reported for current therapies including anti-
IL-17A. Results support that inhibition of both IL-17A and IL-17F could 
provide additional clinical benefit in IL-17-mediated diseases.

CARE FACULTY PERSPECTIVE: The IL-17 family of cytokines 
include IL-17 A, B, C, D, E and F. This was a small, early-phase study 
of 52 patients that aimed to determine whether inhibiting both IL-17A 
and IL-17F using bimekizumab would work for patients with psoriatic 
arthritis. Results found that bimekizumab induced fast and sustained 
efficacy results and was well tolerated. This study strengthens our 
understanding of IL-17 inhibition, could provide clinical benefits in 
psoriatic disease. Results of larger phase 3 studies are awaited.

EULAR 2016. THU0448. Secukinumab for the Treatment of 
Psoriatic Arthritis: Comparative Effectiveness Results Versus 
Adalimumab up to 48 Weeks Using a Matching-Adjusted Indirect 
Comparison

P. Nash et al. 

Results: In the MAIC, both SEC doses had higher mean ACR20, 50 
and 70 responses than ADA, with statistical significance for SEC 150 
mg (RR: 1.41 [1.14–1.76], p=0.002) and SEC 300 mg (RR: 1.31 [1.03–
1.66], p=0.027) at ACR20 and for SEC 300 mg (RR: 1.41 [1.03–1.92], 
p=0.032) at ACR50. The ACR20, 50 and 70 response rates were 
79.6% (72–88), 57.1% (47–67) and 32.4% (23–42) respectively for 
SEC 150 mg; 73.5% (64–83), 61.4% (51–71) and 42.9% (33–53) for 
SEC 300 mg; and 56.3% (48–64), 43.7% (36–52) and 29.8% (23–37) 
for ADA. Findings were consistent across sensitivity analyses which 
also showed significance for SEC 300 mg at ACR70.

Figure. MAIC predicted response rates for ACR at week 48 and PASI 
at week 48 (ADA) and week 52 (SEC)

PASI 75 and 90 response rates were numerically better for SEC 300 
mg: 71.1% (57–86) and 52.2% (36–68) than ADA: 58.0% (46–70) and 
46.4% (35–58). SEC 150 mg rates were 51.2% (38–64) and 40.8% 
(28–54) respectively.

Conclusions: When adjusted for patient baseline characteristics, SEC 
was associated with numerically higher response rates for joint and 
skin outcomes with statistically significantly higher responses vs. 
ADA for ACR endpoints at week 48. The next level of evidence will 
be a head-to-head to substantiate these findings.

CARE FACULTY PERSPECTIVE: In the absence of head-to-head 
trials, indirect comparisons are the only avenue to obtain comparative 
efficacy and safety data. In this study Matching-adjusted indirect 
comparison was used to compare individual patient data from 
Secukinumab (IL-17 A Mab) trial and matched to baseline summary 
statistics reported from the ADEPT trial with Adalimumab, a TNFi. 
After matching, by using an approach similar to propensity score 
weighting, treatment outcomes were compared across balanced 
trial populations. This study aimed to determine the efficacy of two 
different doses of secukinumab (150 and 300mg) vs adalimumab 
and the results show better response rates for secukinumab. These 
results provide preliminary data for a randomised study comparing 
secukinumab to adalimumab in PsA. 

" T H I S  S T U DY  S T R E N G T H E N S 

O U R  U N D E R S T A N D I N G 

O F  I L - 1 7  I N H I B I T I O N , 

C O U L D  P R O V I D E  C L I N I C A L 

B E N E F I T S  I N  P S O R I AT I C 

D I S E A S E . "
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EULAR 2016. SAT0373: Efficacy and Safety of Golimumab in Patients with Active, Very Early Peripheral Spondyloarthritis: First Results 
from the CRESPA Study, a Monocentric, Placebo-Controlled Randomized Trial

P. Carron et al.

Results: In total 60 patients were randomized of whom 20 to 
the placebo group and 40 to the golimumab group. Baseline 
demographics and disease characteristics were generally similar 
between the 2 groups. At week 24 a significant higher percentage of 
patients receiving golimumab achieved clinical remission compared 
to patients receiving placebo (75% (30/40) versus 20%  (4/20); 
P<0.001). At week 12 similar results were observed (70% (28/40) 
versus 15% (3/20) ; P<0.001 ). Overall, improvement in other outcomes 
was significantly greater in the golimumab group compared to the 
placebo group. In the placebo group 10 out of 20 patients (50%) 
entered the rescue arm, compared to only 4 of 40 (10%) patients in 
the golimumab arm. The rates of adverse events were very low and 
similar in both treatment groups.

Conclusions: In patients with active, very early peripheral 
spondyloarthritis, treatment with golimumab led to high percentages 
of clinical remission and significant improvement in all secondary 
efficacy outcomes, compared to placebo, with a safety profile 
consistent with that observed in anti-TNF trials with ankylosing 
spondylitis and psoriatic arthritis patients.

CARE FACULTY PERSPECTIVE: This study is a welcome addition 
to the rather small number of studies in non-psoriatic and non-axial 
SpA. In early SpA with peripheral involvement, golimumab yielded 
positive results in terms of efficacy. Remission seems to be an 
achievable target in early SpA treated with golimumab. However, 
rheumatologists are unlikely to use TNFi inhibitors in patients with 
such short disease duration. Similar studies in DMARD failures would 
be of more clinical relevance.

 " IN E ARLY SpA WITH PE RIPH E R AL INVOLVE M E NT, 

GOLIMUMAB YIELDED POSITIVE RE SULTS IN TERMS 

O F E FFIC AC Y."
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MODERATE-TO-SEVERE SYSTEMIC LUPUS 
ERYTHEMATOSUS

EULAR 2016. OP0291. Aniflolumab, an Anti-Interferon-Alpha 
Receptor Monoclonal Antibody, in Moderate to Severe Systemic 
Lupus Erythematosus (SLE)

R. Furie et al.

Results: The primary endpoint was met by more anifrolumab-treated 
patients [placebo vs. 300 mg vs. 1000 mg: 17.6%, 34.3% (p=0.014), 
28.8% (p=0.063)] with greater effect sizes observed in the 75% 
of patients who had a high baseline IFN signature [13.2%, 36.0% 
(p=0.004), 28.2% (p=0.029)]. At Day 365 more anifrolumab-treated 
patients achieved SRI(4) responses [40.2%, 62.6%, (p<0.001), 53.8%, 
(p=0.043)], BILAG-based Composite Lupus Assessment (BICLA) 
[25.7%, 53.5% (p<0.001), 41.2% (p=0.018)], modified SRI(6) [28.4%, 
49.5% (p=0.002), 44.7% (p=0.015)], and SLEDAI-2K ≤2 [17.6%, 35.4% 
(p=0.004), 32.7% (p=0.012)]. Major clinical response (BILAG “C” or 
better in all domains at Day 169 maintained to Day 365) was achieved 
by 6.9%, 19.2% (p=0.012), and 17.3% (p=0.025) of patients. BILAG 
“A” flares were reported in more placebo- vs. anifrolumab-treated 
patients (16.7%, 9.1%, 10.6%). In patients with baseline Cutaneous 
Lupus Erythematosus Disease Area and Severity Index activity score 
≥10, more anifrolumab-treated patients attained a ≥50% reduction 
by Day 365 [30.8%, 63.0% (p=0.013), 58.3% (p=0.077)]. In patients 
with ≥8 swollen and ≥8 tender joints at baseline more anifrolumab-
treated patients achieved ≥50% decrease in joint count [48.6%, 69.6% 
(p=0.038), 64.6% (p=0.156)]. Although steroid tapering was not 
mandated, OCS reduction to ≤7.5 mg/d at Day 365 was achieved 
by 26.6%, 56.4%, and 31.7% of patients. The observed benefits were 
driven by results in the IFN-high subpopulation (figure). Median 
suppression of 21 IFN-regulated genes was ~90% for both doses of 
anifrolumab. Patients in the placebo group had the lowest incidence 
of Herpes zoster (2.0%, 5.1%, 9.5%) and cases reported as influenza 
(2.0%, 6.1%, 7.6%); there were no differences in the incidence of 
serious adverse events (18.8%, 16.2%, 17.1%). The incidence of 
infusion-related reactions was similar (5.9%, 2.0%, 3.8%).

Conclusions: Anifrolumab significantly reduced disease activity 
across all clinical endpoints. Enhanced effects in IFN-high patients 
support the pathobiology of this treatment strategy.

CARE FACULTY PERSPECTIVE: The results of this study are 
exciting, as anifrolumab appears to be a well-tolerated agent. 
However, it is unexpected that the higher dose did not perform as 
well. The effects in SLE patients without high IFN will need to be 
determined. Further studies with anifrolumab are underway.

LUPUS

ACTIVE SYSTEMIC LUPUS ERYTHEMATOSUS

EULAR 2016. OP0039. Impact of Belimumab Use on Flares Among 
Patients Diagnosed with Systemic Lupus Erythematosus (SLE) in a 
US Commercially Insured Database: 2010-2014.

M. Stott-Miller et al.

Results: Incidence Rates and 95% CIs for Moderate and Severe SLE 
Flares among 1835 Patients Initiating Belimumab: Six Month Baseline 
Period and Follow-up.

Conclusions: In this large sample of SLE patients initiating belimumab, 
the rates of moderate/severe SLE flares during belimumab treatment 
were significantly lower compared with those in the pre-belimumab 
period. The comparative effectiveness of belimumab vs. standard 
of care immunosuppressants, as well as causes and effects of 
belimumab discontinuation should be further explored.

CARE FACULTY PERSPECTIVE: Belimumab, a B-lymphocyte 
stimulator, was approved by Health Canada in 2011 for use in addition 
to standard therapy for reducing disease activity in adult patients 
with active, autoantibody-positive systemic lupus erythematosus 
(SLE). This was the first therapy available in 50 years for patients 
suffering from SLE. Since it’s approval, a database in the US has 
been collecting data to determine the real-world effectiveness of 
belimumab. This study found that for patients with flares in moderate 
to severe SLE, belimumab was able to significantly lower flares. 
Effectiveness of this agent in comparison to the current standard of 
care immunosuppressants need to be further examined. The role of 
belimumab in the treatment of SLE in Canada is not yet fully known.

" T H I S  S T U DY  FO U N D  T H AT 

FOR PATIE NTS WITH FL ARE S 

I N  M O D E R AT E  TO  S E V E R E 

S LE ,  B E LI M U MAB WA S AB LE 

TO  S I G N I F I C A N TLY  LOW E R 

FL AR E S .  "
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