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Among patients with moderately to 
severely active UC who responded to 
GUS IV induction, GUS SC maintenance 
therapy sustained clinically meaningful 
improvements in HRQoL at Week 44 
of the Maintenance Study as measured 
by the PROMIS-29, which included 
assessments of:

	— Anxiety
	— Depression
	— Fatigue
	— Pain  

interference
	— Sleep 

disturbance

	— Physical  
function

	— Social 
participation

	— Pain intensity
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Guselkumab maintenance treatment improves health-related 
quality of life in patients with moderately to severely active 
ulcerative colitis: phase 3 QUASAR maintenance study

Objective

Ulcerative colitis (UC) is associated with impaired health-related quality of life (HRQoL)

Guselkumab (GUS) is a selective dual-acting interleukin (IL)-23p19 subunit inhibitor that potently blocks IL-23 and 
binds to CD64, a receptor on cells that produce IL-231

GUS intravenous (IV) induction and subcutaneous (SC) maintenance was efficacious in patients with moderately to 
severely active UC2

GUS IV induction treatment resulted in clinically meaningful improvements in HRQoL as measured by the 29-item 
Patient-Reported Outcomes Measurement Information System (PROMIS-29)3

Here, we report the effect of GUS SC maintenance therapy on HRQoL in patients who demonstrated a 
clinical response to GUS IV induction treatment and were randomized in the QUASAR maintenance study 
(NCT04033445)

Methods
Phase 3 QUASAR Maintenance Study Design Through Week 44
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GUS induction Week 12 responders
and
PBO → GUS crossover Week 24 responders

Target Patient Population:
• 18 years of age or older
• Moderately to severely active UC, defined as 

baseline modified Mayo score of 5 to 9 with a 
Mayo rectal bleeding subscore ≥1 and a Mayo 
endoscopic subscore ≥2 based on central review 

LTE=Long-term extension; PBO=Placebo; q4w=Every 4 weeks; q8w=Every 8 weeks; R=Randomization.

PROMIS-29

	● The PROMIS-29 is a self-report questionnaire 
consisting of 7 domains (anxiety, depression, 
fatigue, pain interference, sleep disturbance, 
physical function, and social participation) 
and a pain intensity numeric rating scale 
(NRS; range 0-10)

	● The raw score of each domain is converted into 
a standardized T-score with a general population 
mean of 50 and standard deviation of 10

	● Physical component summary (PCS) and 
mental component summary (MCS) scores 
are derived from physical and mental domain 
T-scores, respectively

	● Depending on the domain/score, improvement 
of ≥3 to ≥9 points from induction baseline was 
identified as clinically meaningful4

Results
Disease characteristics at induction baseline were balanced among treatment groups

GUS

PBO SC  
(GUS Withdrawal) 

(N=190)

100 mg SC  
q8w 

(N=188) 

200 mg SC 
q4w 

(N=190)

Demographics

Age, yrs 41.2 (13.6) 40.3 (13.0) 40.6 (14.7)

Male, n (%) 109 (57%) 102 (54%) 100 (53%)

Disease Characteristics

UC disease duration, years 7.3 (6.3) 7.8 (8.5) 8.3 (8.4)

Modified Mayo score (0-9) 7.0 (1.1) 6.8 (1.2) 6.9 (1.1)

Modified Mayo score 7-9 (severe), n (%) 125 (66%) 114 (61%) 124 (65%)

Mayo endoscopic subscore of 3 (severe), n (%) 129 (68%) 125 (66%) 123 (65%)

Extensive UC, n (%) 95 (50%) 79 (42%) 83 (44%)

CRP, median in mg/L (IQR)a 4.2 (1.6; 8.4) 3.9 (1.4; 10.4) 3.6 (1.4; 9.1)

Fecal calprotectin, median in mg/kg (IQR)b 1642 
(663.0; 3498.0)

1675  
(806.0; 3543.5)

1487  
(603.0; 3019.0)

Oral corticosteroid use at baseline, n (%) 77 (41%) 74 (39%) 76 (40%)

Immunosuppressant use at baseline, n (%) 43 (23%) 41 (22%) 42 (22%)

History of inadequate response or intolerance to 
biologic and/or JAK inhibitor therapy, n (%)c 75 (39%) 77 (41%) 88 (46%)

One biologic or JAK inhibitor, n (%) 36 (48%) 36 (47%) 52 (59%)

Two or more biologics and/or JAK inhibitors, n (%) 39 (52%) 41 (53%) 36 (41%)

Data shown are mean (standard deviation) unless otherwise noted. aBased on N=190 for PBO, N=185 for GUS SC 100 mg q8w, and N=187 for GUS SC 200 mg q4w. bBased on N=175 for PBO, N=160 for GUS SC 100 mg q8w, and N=171 for GUS 
SC 200 mg q4w. cTumor necrosis factor α antagonists, vedolizumab, and/or tofacitinib. CRP=C-reactive protein; IBDQ=Inflammatory Bowel Disease Questionnaire; IQR=interquartile range; JAK=Janus kinase.

At maintenance baseline, mean PROMIS-29 scores reflected values in line with the general population, as 
expected for clinical responders to GUS IV induction

GUS 100 mg SC q8w (N=188) GUS 200 mg SC q4w (N=189) PBO SC (GUS Withdrawal) (N=188)

55.0

52.0 53.0
54.9

51.4
52.5

50.0
50.3

50.0
48.0

48.3
48.3

48.0
47.9

47.0 48.048.547.7 48.0
49.1

47.3

52.0
50.751.4

55.7

52.1
53.5

0.0

10.0

20.0

30.0

40.0

50.0

60.0

M
ea

n 
(9

5%
 C

I) 
T-

Sc
or

e

Maintenance Baseline

Higher scores indicate more severe symptoms Higher scores indicate
greater function

Higher scores indicate
better HRQoL
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Includes only patients with modified Mayo score 5-9 at induction baseline in clinical response to GUS IV induction and randomised into the maintenance study. CI=confidence interval; US=United States.

At Week 44 of the Maintenance Study, the PROMIS-29 scores observed at maintenance baseline were 
sustained in both GUS maintenance groups but had worsened in the PBO group
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Change From Baseline at Week 44 of the Maintenance Study

GUS 100 mg SC q8w (N=184) GUS 200 mg SC q4w (N=181) PBO SC (GUS Withdrawal) (N=184)
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**P<0.01. ***P<0.001. All p-values are nominal and are based on mixed-effect model repeated measures. Patients who had a prohibited change in UC medication, an ostomy or colectomy, a dose adjustment, or discontinued study 
agent due to lack of efficacy, an AE of worsening of UC, or other reason prior to the designated timepoint had their induction baseline value carried forward from time of event onward. For patients who discontinued study agent due 
to COVID-19-related reasons (excluding COVID-19 infection) or regional crisis in Russia and Ukraine prior to the designated timepoint, observed values were used. AE=adverse event.

The proportion of patients who achieved clinically meaningful improvement from induction baseline at Week 44 
of the Maintenance Study was greater with GUS vs PBO for each PROMIS-29 domain T-score, pain intensity 
NRS score, and PCS/MCS scores 
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** Nominal P<0.01, *** Nominal P<0.001. Includes only patients with modified Mayo score 5-9 at induction baseline in clinical response to GUS IV induction and randomised into the maintenance study. ≥3-point, ≥5-point, ≥7-point, and 
≥9-point improvement thresholds were assessed at W44 for all domains, the pain NRS, and the PCS/MCS scores. The thresholds presented here are those that most closely align with the published minimum clinically meaningful 
improvement value for each domain and summary score.4  For pain intensity, ≥3-point improvement from induction BL is shown; for anxiety, depression, sleep disturbance, and physical function, ≥5-point improvement is shown; 
for fatigue, social participation, PCS, and MCS, ≥7-point improvement is shown; and for pain interference, ≥9-point improvement is shown. Patients who had a prohibited change in UC medication, an ostomy or colectomy, a dose 
adjustment, or discontinued study agent due to lack of efficacy or an AE of worsening of UC prior to the designated timepoint were considered nonresponders. For patients who discontinued study agent due to COVID-19 related 
reasons (excluding COVID-19 infection) or regional crisis in Russia and Ukraine prior to the designated timepoint, observed values were used. Patients who discontinued study agent for any other reasons prior to the designated 
timepoint were considered nonresponders. P-values were based on the Cochran-Mantel-Haenszel test, stratified by clinical remission status at maintenance BL (Yes/No) and induction treatment (GUS 400 mg IV, GUS 200 mg IV, 
PBO→GUS 200 mg IV). aPain intensity was among patients with pain intensity NRS ≥3 at induction baseline.
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