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Figure 1 Maintenance of e!cacy responses to Week 104/100 in Week 16 responders (NRI, OC)Summary

Table 1 Maintenance of responses at  
Week 104/100 in Week 16 responders 
for additional e!cacy outcomes 
(NRI, OC, WCI)

ACR: American College of Rheumatology; ACR20/50/70: ≥20%/50%/70% improvement from baseline in American College of Rheumatology response criteria; bDMARD: biologic disease-modifying antirheumatic drug; BKZ: bimekizumab; BSA: body surface area; DAPSA: Disease Activity Index for Psoriatic Arthritis; HAQ-DI: Health Assessment Questionnaire-Disability Index; HDA: high disease activity; hs-CRP: high-sensitivity C-reactive protein; LDA: low disease activity; LEI: Leeds Enthesitis Index; MDA: Minimal Disease Activity;  
MoDA: medium disease activity; NRI: non-responder imputation; OC: observed case; PASI: Psoriasis Area and Severity Index; PASI75/90/100: ≥75%/90%/100% improvement from baseline in Psoriasis Area and Severity Index; PGA: Patient’s Global Assessment; PsA: psoriatic arthritis; Q4W: every 4 weeks; REM: remission; SJC: swollen joint count; TJC: tender joint count; TNFi-IR: tumor necrosis factor inhibitor inadequate response/intolerance; VAS: visual analog scale; VLDA: Very Low Disease Activity; WCI: worst-category imputation. 

P373

Bimekizumab Maintained E!cacy Responses in Patients With Active Psoriatic Arthritis: Up to 2-Year Results from  
Two Phase 3 Studies
Jessica A. Walsh,1 Joseph F. Merola,2 Christopher T. Ritchlin,3 Yoshiya Tanaka,4 Ennio G. Favalli,5 Dennis McGonagle,6 Diamant Thaçi,7 Barbara Ink,8 Rajan Bajracharya,8 Jason Coarse,9 William Tillett10,11

1Division of Rheumatology, Salt Lake City Veterans A#airs Health and University of Utah Health, Salt Lake City, Utah, USA; 2Department of Dermatology and Department of Medicine, Division of Rheumatology, UT Southwestern Medical Center, Dallas, Texas, USA; 3Allergy, Immunology & Rheumatology Division, University of Rochester Medical School, Rochester, New York, USA; 4The First Department of Internal Medicine, University of Occupational and Environmental Health, 
Japan, Kitakyushu, Fukuoka, Japan; 5Department of Rheumatology, ASST Gaetano Pini-CTO, University of Milan, Milan, Italy; 6Academic Unit for the Musculoskeletal Diseases, Leeds Teaching Hospitals NHS Trust, Leeds, UK; 7Institute and Comprehensive Center for Inflammation Medicine, University of Lübeck, Lübeck, Germany; 8UCB, Slough, UK; 9UCB, Morrisville, North Carolina, USA; 10Royal National Hospital of Rheumatic Diseases, Bath, UK; 11Department of Life Sciences, 
Centre for Therapeutic Innovation, University of Bath, Bath, UK; 12UCB, Madrid, Spain.

Presenting on behalf of the authors: Agnés Díaz12

Randomised set, in patients randomised to BKZ at baseline. Maintenance data are reported as the proportion of Week 16 responders who 
also achieved a response at subsequent study assessment visits. [a] In patients with baseline psoriasis a#ecting ≥3% BSA;  
[b] MDA or VLDA response defined as achievement of ≥5/7 or 7/7 of the following criteria, respectively: TJC ≤1, SJC ≤1, PASI ≤1 or BSA 
≤3%, patient pain VAS ≤15 mm, PGA-PsA VAS ≤20 mm, HAQ-DI ≤0.5 and tender entheseal points (LEI) ≤1; [c] DAPSA score is the sum of 
SJC (range: 0–66), TJC (range: 0–68), patient pain VAS 0–100 mm, PGA-Arthritis VAS 0–100 mm and hs-CRP (mg/L). DAPSA LDA+REM is 
defined as DAPSA total score ≤14; DAPSA REM is defined as DAPSA total score ≤4; [d] Missing data were imputed using the WCI method. 
Any missing data or data recorded after discontinuation of the study treatment were categorized as HDA, which is the worst category out 
of the four DAPSA categories (REM, LDA, MoDA and HDA).

Randomised set, in patients randomised to BKZ at baseline. Maintenance data are reported as the proportion of Week 16 responders who also achieved a response at subsequent study assessment visits. [a] MDA response defined as achievement of ≥5 of the following 7 criteria: TJC ≤1, SJC ≤1, PASI ≤1 or BSA ≤3%, patient pain VAS ≤15 mm, PGA-PsA VAS ≤20 mm, HAQ-DI ≤0.5 and tender entheseal points (LEI) ≤1;  
[b] In patients who had baseline psoriasis a#ecting ≥3% BSA; [c] SJC ranges from 0–66.

Objective
To report the proportion of Week 16 responders maintaining 
their responses up to 2 years in joint, skin and composite e!cacy 
outcomes, among bimekizumab (BKZ)-treated patients with 
psoriatic arthritis (PsA) who were biologic disease-modifying 
antirheumatic drug (bDMARD)-naïve or had inadequate response 
or intolerance to tumour necrosis factor inhibitors (TNFi-IR).

Background
• PsA is a chronic disease and patients can experience loss of response 

with sustained therapy; therefore, assessing long-term maintenance of 
response in patients achieving early treatment targets is of interest.1 

• BKZ, a monoclonal IgG1 antibody that selectively inhibits interleukin 
(IL)-17F in addition to IL-17A, has demonstrated clinically meaningful 
improvements in e!cacy outcomes that were sustained up to 2 years in 
patients with active PsA.2

Methods
• The phase 3 BE OPTIMAL (NCT03895203; bDMARD-naïve) and  

BE COMPLETE (NCT03896581; TNFi-IR) studies, both 
placebo-controlled to Week 16, assessed subcutaneous BKZ 160 mg 
every 4 weeks (Q4W) in patients with PsA. Complete methodologies 
have been previously reported.2

• BE OPTIMAL Week 52 and BE COMPLETE Week 16 completers were 
eligible for the open-label extension, BE VITAL (NCT04009499), in  
which all patients received BKZ 160 mg Q4W.

• Maintenance of response is reported in BKZ-randomised patients, 
as the proportion of Week 16 responders who achieved a response 
at subsequent study assessment visits for joint, skin and composite 
e!cacy outcomes.

• Data are reported to Week 104 in BE OPTIMAL and Week 100 in  
BE COMPLETE as observed case (OC) and using non-responder (NRI)  
or worst-category imputation (WCI).

• Exposure-adjusted incidence rates per 100 patient-years (EAIR/100 
PY) are reported to Week 104 for all bDMARD-naïve and TNFi-IR 
patients who received at least one dose of BKZ, regardless of initial 
treatment arm.

Results
• Of patients randomised to BKZ at baseline, 359/431 (83.3%) 

bDMARD-naïve and 215/267 (80.5%) TNFi-IR patients completed  
Week 104 of BE OPTIMAL or Week 100 of BE COMPLETE, including 
patients not on randomised treatment (bDMARD-naive: 4; TNFi-IR: 0).

• Across BKZ-randomised bDMARD-naïve and TNFi-IR patients, 
approximately half (NRI, OC) achieved each of the following outcomes 
at Week 16: 

 – ≥50% improvement from baseline in ACR response criteria (ACR50), 
100% improvement from baseline in Psoriasis Area and Severity Index 
(PASI100), Minimal Disease Activity (MDA) and resolution of swollen 
joint count (SJC=0).

• Of these patients who achieved a response at Week 16, 70.9%–80.6% 
(NRI) and 84.5%–92.2% (OC) maintained their respective responses at 
Week 104/100 (Figures 1A–D, Table).

• Similar results were observed for additional joint, skin and composite 
e!cacy outcomes (Table). 

• EAIR/100 PY for BKZ-treated patients with ≥1 treatment-emergent 
adverse event was 179.9 (n=823; 1,333.7 PY) in bDMARD-naïve and  
100.3 (n=388; 677.0 PY) in TNFi-IR patients to Week 104.

Conclusions
Bimekizumab demonstrated robust maintenance of response at  
2 years in both bDMARD-naïve and TNFi-IR patients with PsA who 
responded to bimekizumab treatment at Week 16. Bimekizumab 
was well tolerated and the safety profile was consistent with 
previous reports.2

D) SJC=0cB) PASI100b

C) MDAaA) ACR50
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BE OPTIMAL (bDMARD-naïve) BE COMPLETE (TNFi-IR)

BKZ 160 mg Q4W 
n=431

BKZ 160 mg Q4W 
n=267

Week 16 
Responders

Maintenance at 
Week 104

Week 16 
Responders

Maintenance at 
Week 100

NRI,  
n (%)

OC,  
n/N (%)

NRI,  
n (%)

OC,  
n/N (%)

NRI,  
n (%)

OC,  
n/N (%)

NRI,  
n (%)

OC,  
n/N (%)

ACR20
268 

(62.2)
268/413 

(64.9)
210 

(78.4)
210/229 

(91.7)
178 

(66.7)
178/260 

(68.5)
142 

(79.8)
142/151 
(94.0)

ACR50
189 

(43.9)
189/414 
(45.7)

150 
(79.4)

150/164 
(91.5)

115 
(43.1)

115/260 
(44.2)

87  
(75.7)

87/102 
(85.3)

ACR70
105 

(24.4)
105/417 
(25.2)

78 (74.3)
78/91 
(85.7)

70 
(26.2)

70/260 
(26.9)

50  
(71.4)

50/65 
(76.9)

PASI75,a  
n/N (%)

168/217 
(77.4)

168/207 
(81.2)

133 
(79.2)

133/139 
(95.7)

144/176 
(81.8)

144/172 
(83.7)

120 
(83.3)

120/124 
(96.8)

PASI90,a  
n/N (%)

133/217 
(61.3)

133/207 
(64.3)

102 
(76.7)

102/109 
(93.6)

120/176 
(68.2)

120/172 
(69.8)

99 
(82.5)

99/105 
(94.3)

PASI100,a  
n/N (%)

103/217 
(47.5)

103/207 
(49.8)

73  
(70.9)

73/85 
(85.9)

103/176 
(58.5)

103/172 
(59.9)

83 
(80.6)

83/90 
(92.2)

ACR50+PASI100,a 
n/N (%)

60/217 
(27.6)

60/206 
(29.1)

42 
(70.0)

42/53 
(79.2)

59/176 
(33.5)

59/172 
(34.3)

43 
(72.9)

43/53 
(81.1)

MDAb 194 
(45.0)

194/417 
(46.5)

147 
(75.8)

147/166 
(88.6)

117 
(43.8)

117/260 
(45.0)

87  
(74.4)

87/103 
(84.5)

VLDAb 63  
(14.6)

63/417 
(15.1)

46 
(73.0)

46/53 
(86.8)

36  
(13.5)

36/260 
(13.8)

25 
(69.4)

25/32 
(78.1)

DAPSA  
disease statec,d

LDA+REM
250 

(58.0)
250/413 
(60.5)

200 
(80.0)

200/218 
(91.7)

151 
(56.6)

151/260 
(58.1)

116 
(76.8)

116/125 
(92.8)

REM
84  

(19.5)
84/413 
(20.3)

60 
(71.4)

60/68 
(88.2)

55  
(20.6)

55/260 
(21.2)

37  
(67.3)

37/48 
(77.1)

TJC=0 
78  

(18.1)
78/416 
(18.8)

54 
(69.2)

54/64 
(84.4)

41  
(15.4)

41/260 
(15.8)

29 
(70.7)

29/33 
(87.9)

TJC ≤1 
136 

(31.6)
136/416 

(32.7)
97  

(71.3)
97/115 
(84.3)

65 
(24.3)

65/260 
(25.0)

48 
(73.8)

48/53 
(90.6)

SJC=0 
206 

(47.8)
206/416 

(49.5)
155 

(75.2)
155/177 
(87.6)

122 
(45.7)

122/260 
(46.9)

90 
(73.8)

90/100 
(90.0)

SJC ≤1 
260 

(60.3)
260/416 

(62.5)
204 

(78.5)
204/223 

(91.5)
160 

(59.9)
160/260 

(61.5)
120 

(75.0)
120/133 
(90.2)

[a] In patients with baseline psoriasis a#ecting ≥3% BSA.

High proportions of Week 16 responders maintained their response at Week 104/100 
across joint, skin, and composite outcomes (NRI):

Maintenance of response up to 2 years was assessed in bimekizumab-treated 
patients with PsA who were responders at Week 16 of BE OPTIMAL (bDMARD-naïve) 

or BE COMPLETE (TNFi-IR).

Treatment with bimekizumab demonstrated robust maintenance of response at 2 years in both 
bDMARD-naïve and TNFi-IR patients with PsA who responded to bimekizumab at Week 16.

bDMARD-naïve patients in 
BE OPTIMAL at Week 104

ACR50

PASI100a

MDA

SJC=0

TNFi-IR patients in 
BE COMPLETE at Week 100

79.4% 75.7%

70.9% 80.6%

75.8% 74.4%

75.2% 73.8%

BKZ 160 mg Q4W (BE OPTIMAL n=431; BE COMPLETE n=267) Non-responder imputation (NRI) Observed case (OC)
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Summary

ANCOVA: analysis of covariance; ASAS: Assessment of SpondyloArthritis international Society; ASAS40: ASAS 40% improvement; ASDAS: Axial Spondyloarthritis Disease Activity Score; axSpA: axial spondyloarthritis; BASDAI: Bath Ankylosing Spondylitis Disease Activity Index; BKZ: bimekizumab; CfB: change from baseline; CI: confidence interval; CRP: C-reactive protein; DoS: duration of symptoms; IL: interleukin; MI: multiple imputation; MRI: magnetic resonance imaging; nr-axSpA: non-radiographic axSpA; NRI: non-responder 
imputation; OC: observed case; PBO: placebo; Q4W: every 4 weeks; r-axSpA: radiographic axSpA; RD: relative di!erence; rOR: relative odds ratio; SIJ: sacroiliac joint; SPARCC: Spondyloarthritis Research Consortium of Canada; TNF: tumor necrosis factor; yrs: years.
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Figure 3 MRI inflammation stratified by DoS ≤5 
and >5 years in BE MOBILE 1 (OC) 

Randomised set. BKZ-randomised patients received BKZ 160 mg Q4W to Week 16; all patients received BKZ from Week 16–52. n refers to the number of patients in their respective subgroups at baseline. Beyond Week 52, all data are pooled across BKZ- and PBO-randomised patients. 
[a] Odds ratios for the comparison of BKZ vs PBO were calculated using logistic regression. For patients with nr-axSpA, factors for logistic regression included treatment, MRI/CRP classification, region, DoS, and treatment × DoS. For patients with r-axSpA, factors for logistic regression 
included treatment, prior TNF inhibitor exposure, region, DoS, and treatment × DoS. The relative odds ratio is the odds ratio of the comparison of BKZ vs PBO with shorter vs longer DoS. This value, and its associated 95% CIs and p value are extracted from the interaction e!ect of 
treatment and DoS from the logistic regression; [b] Relative di!erences in least-square means and 95% CIs for the comparison of BKZ vs PBO were calculated using ANCOVA. For patients with nr-axSpA, factors for ANCOVA included treatment, MRI/CRP classification, region, baseline 
BASDAI value, DoS, and treatment × DoS. For patients with r-axSpA, factors included treatment, prior TNF inhibitor exposure, region, baseline BASDAI value, DoS, and treatment × DoS. *Larger improvements in BASDAI achieved in patients with DoS ≤5 vs >5 years (nominal p <0.05).

Figure 2 ASAS40 (NRI), ASDAS <2.1 (MI) and mean 
BASDAI CfB (MI) stratified by DoS ≤2 and 
>2 years in BE MOBILE 1

Figure 1 ASAS40 (NRI), ASDAS <2.1 (MI) and mean BASDAI CfB (MI) stratified by DoS ≤5 and >5 years in 
BE MOBILE 1 and 2
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Objective
To evaluate the impact of shorter vs longer duration of symptoms (DoS on the 2-year 
e!cacy of bimekizumab (BKZ) in the treatment of axial spondyloarthritis (axSpA). 

Introduction
• Recently, early axSpA has been defined for research purposes as a DoS of ≤2 years by 

the Assessment of SpondyloArthritis international Society (ASAS).1 Evidence evaluating 
whether treatment in early axSpA leads to better outcomes compared with established 
disease is scarce.

• BKZ is a monoclonal IgG1 antibody that selectively inhibits interleukin (IL)-17F in 
addition to IL-17A.

• BKZ has shown e$cacy to Week 52 in patients with non-radiographic (nr-) and 
radiographic (r-)axSpA in the phase 3 trials BE MOBILE 1 and 2.2,3 Here, we report BKZ 
e$cacy in patients with early axSpA vs established disease, across the full disease spectrum 
of axSpA, to 2 years.

Methods
• In BE MOBILE 1 (nr-axSpA; NCT03928704) and BE MOBILE 2 (r-axSpA; NCT03928743), 

patients were randomised to subcutaneous BKZ 160 mg every 4 weeks (Q4W) or placebo 
(PBO); all received BKZ in Weeks 16–52.

 – At Week 52, patients could enter an ongoing open-label extension (NCT04436640) and 
continue BKZ treatment. 

• We present a post hoc analysis of the following clinical e$cacy outcomes to Week 104, in 
patients with DoS ≤2 or >2 years in BE MOBILE 1:

 – ASAS 40% improvement (ASAS40; non-responder imputation [NRI])

 – Axial Spondyloarthritis Disease Activity Score (ASDAS) <2.1 (multiple imputation [MI])

 – Mean Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) change from 
baseline (CfB; MI).

• We also report the above outcomes for patients with DoS ≤5 or >5 years in BE MOBILE 
1 and 2 to optimise subgroup sample sizes (only 17 patients had DoS ≤2 years in 
BE MOBILE 2).

• In addition to the above outcomes, we report mean MRI Spondyloarthritis Research 
Consortium of Canada (SPARCC) sacroiliac joint (SIJ) inflammation score (observed case 
[OC]) for MRI sub-study patients with DoS ≤5/>5 years in BE MOBILE 1 (only 27 patients had 
DoS ≤5 years in the BE MOBILE 2 MRI sub-study).

• For all outcomes, continuous BKZ and PBO/BKZ switchers were pooled within each trial 
from Week 52.

• To compare treatment e!ect (BKZ vs PBO e$cacy) between DoS subgroups, relative odds 
ratio (rOR; ASAS40, ASDAS <2.1) and relative di!erences (BASDAI CfB, MRI SPARCC SIJ) 
were calculated at Week 16, sample size permitting.

 – Trials were not powered for post hoc analyses; results should be interpreted as nominal.

Results
Clinical E!cacy Outcomes
• Better outcomes were seen with BKZ vs PBO at Week 16, regardless of DoS, across 

all e$cacy measures (Figure 1–2). Outcomes were sustained or improved in all DoS 
subgroups to Week 104.

• At Week 16, numerically larger proportions of BKZ-treated patients with DoS ≤5/≤2 years 
achieved ASAS40 and ASDAS <2.1 vs patients with DoS >5/>2 years. 

 – No statistically significant di!erence was detected in treatment e!ect with BKZ vs PBO 
at Week 16 between patients with DoS ≤5 vs >5 years (BE MOBILE 1 and 2) or between 
patients with DoS ≤2 vs >2 years (BE MOBILE 1) 

 – At Week 104, numerically larger proportions of patients with DoS ≤5/≤2 years achieved 
ASAS40 and ASDAS <2.1 vs patients with DoS >5/>2 years (Figure 1–2).

• No statistically significant di!erence in treatment e!ect with BKZ vs PBO was detected at 
Week 16 in mean BASDAI CfB between patients with DoS ≤5 vs >5 years, or DoS ≤2 vs >2 
years in BE MOBILE 1, but a larger improvement was found in BASDAI in patients with DoS 
≤5 vs >5 years in BE MOBILE 2 (Figure 1–2).

 – At Week 104, there were numerically larger reductions (i.e., improvements) from 
baseline in mean BASDAI for patients with DoS ≤5/≤2 years vs patients with DoS >5/>2 
years (Figure 1–2).

MRI Inflammation
• Baseline MRI SPARCC SIJ scores indicated more inflammation in patients with DoS ≤5 vs >5 

years in BE MOBILE 1 (Figure 3).

• BKZ treatment led to reduction in mean MRI SPARCC SIJ scores to Week 16. 

 – No statistically significant di!erence in treatment e!ect was detected with BKZ vs PBO 
between patients with DoS ≤5 vs >5 years at Week 16 (Figure 3)

 – Mean MRI SPARCC SIJ scores remained low to Week 104 and indicated resolution of 
inflammation, regardless of DoS.

Conclusions
Overall, no statistically significant di"erences in the Week 16 treatment e"ect of 
bimekizumab compared to placebo were found between patients with shorter vs 
longer DoS. However, bimekizumab treatment demonstrated sustained e!cacy 
through 2 years, irrespective of DoS, highlighting its therapeutic potential for both 
early and established axSpA.

Recently, early axSpA has been defined for research 
purposes as a duration of symptoms of ≤2 years.1

We assessed the long-term e$cacy of bimekizumab in 
patients with shorter vs longer duration of symptoms of 
axSpA (≤2 vs >2 years and ≤5 vs >5 years) over 2 years.

Duration of
symptoms

2 years

5 years

Bimekizumab demonstrated 
efficacy compared with 
placebo across the full disease 
spectrum of axSpA, irrespective 
of the duration of symptoms.

Patients with shorter duration of 
symptoms exhibited higher 
pre-treatment MRI inflammation in 
the sacroiliac joints, suggesting 
that those with recent disease 
onset may have a larger 
inflammatory burden.

Overall, no statistically significant 
difference in the Week 16 
treatment effect of bimekizumab 
vs placebo was observed between 
patients with shorter vs longer 
symptom duration.

Randomised set. Only study participants enrolled in the MRI sub-studies are included. Beyond Week 52, all data, including n numbers, are 
pooled across BKZ- and PBO-randomised patients. [a] Relative di!erences in least-square means and 95% CIs for the comparison of BKZ 
vs PBO were calculated using ANCOVA, including factors for treatment, MRI/CRP classification, baseline MRI SPARCC SIJ value, DoS, and 
treatment × DoS.

Randomised set. BKZ-randomised patients received BKZ 160 mg Q4W to Week 16; all patients received BKZ from Week 16–52. n refers to 
the number of patients in their respective subgroups at baseline. Beyond Week 52, all data are pooled across BKZ- and PBO-randomised 
patients. [a] Odds ratios for the comparison of BKZ vs PBO were calculated using logistic regression with factors for treatment, MRI/CRP 
classification, region, DoS, and treatment × DoS. The relative odds ratio is the odds ratio of the comparison of BKZ vs PBO with shorter 
vs longer DoS. This value, and its associated 95% CIs and p value, are extracted from the interaction e!ect of treatment and DoS from the 
logistic regression; [b] Relative di!erences in least-square means and 95% CIs for the comparison of BKZ vs PBO were calculated using 
ANCOVA including factors for treatment, MRI/CRP classification, region, baseline BASDAI value, DoS, and treatment × DoS.
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     years at Week 16

D) Log-rORs and relative di!erences of BKZ vs PBO for DoS  
     ≤5 vs >5 years at Week 16

D) Log-rORs and relative di!erences of BKZ vs PBO for DoS  
     ≤5 vs >5 years at Week 16

BE MOBILE 1 (nr-axSpA)

PBO/BKZ DoS ≤2 yrs (n=29) PBO/BKZ DoS >2 yrs (n=97)
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BE MOBILE 2 (r-axSpA)

PBO/BKZ DoS ≤5 yrs (n=29) PBO/BKZ DoS >5 yrs (n=82)

BKZ DoS ≤5 yrs (n=39) BKZ DoS >5 yrs (n=182)

BE MOBILE 1 (nr-axSpA)

PBO/BKZ DoS ≤5 yrs (n=61) PBO/BKZ DoS >5 yrs (n=65)

BKZ DoS ≤5 yrs (n=60) BKZ DoS >5 yrs (n=68)
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