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OBJECTIVE
To evaluate the improvement in Psoriasis Area and Severity Index (PASI) and Body Surface Area 

(BSA) in patients with moderate psoriasis (PsO) treated with risankizumab (RZB)

CONCLUSIONS
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RZB demonstrated improved efficacy compared to APR in patients with moderate PsO1

• Psoriasis is an immune-mediated disease characterized by inflammation that manifests as thick, scaly plaques
• Apremilast is a phosphodiesterase inhibitor approved for the treatment of psoriasis
• Risankizumab is an approved, IL-23 inhibitor targeting the p19 subunit with high affinity and specificity for the treatment of moderate-

to-severe psoriasis, psoriatic arthritis and Crohn’s disease
• In the phase 4 IMMpulse trial, RZB demonstrated superior efficacy compared to APR in systemic-eligible patients with moderate 

psoriasis
 ̶ At week 16, PASI 90 was achieved by 55.9% and 5.1% of patients treated with RZB and APR respectively (p < 0.001)1

 ̶ At week 16, sPGA 0/1 was achieved by 75.4% and 18.4% of patients treated with RZB and APR respectively (p < 0.001)1

• Here, we present the mean PASI and BSA results from the phase IMMpulse trial

TEAEs

Period A, baseline to week 16

RZB 150 mg
N = 118
n (%)

RZB 150 mg
N = 118

E (E/100 PY)
PY = 35.8

APR 30 mg
N = 234
n (%)

APR 30 mg
N = 234

E (E/100 PY)
PY = 67.3

Adverse event (AE) 49 (41.5) 81 (226.3) 143 (61.1) 308 (457.7) 

AE with reasonable possibility of being related to study treatment
6 (5.1) 9 (25.1) 98 (41.9) 169 (251.1)

Serious AEs 1 (0.8) 1 (2.8) 4 (1.7) 4 (5.9)

AE leading to discontinuation of study drug 0 0 16 (6.8) 34 (50.5)

AE leading to death 0 0 0 0

TEAEs reported in ≥ 5% of patients
Diarrhoea
Nausea
Headache
COVID-19

1 (0.8)
0

3 (2.5)
13 (11.0)

1 (2.8)
0

3 (8.4)
13 (36.3)

47 (20.1)
41 (17.5)
27 (11.5)
16 (6.8)

50 (74.3)
45 (66.9)
28 (41.6)
16 (23.8)

TEAEs

Period B, all patients randomized to APR at baseline

APR/RZB
N = 102
n (%)

APR/RZB
N = 102

E (E/100 PY)
PY = 86.9

APR/APR
N = 97
n (%)

APR/APR 
N = 97

E (E/100 PY)
PY = 40.2

Adverse event (AE) 57 (55.9) 123 (141.5) 45 (46.4) 91 (226.4) 

AE with reasonable possibility of being related to study treatment 11 (10.8) 13 (15.0) 14 (14.4) 19 (47.3)

Serious AEs 3 (2.9) 6 (6.9) 2 (2.1) 2 (5.0)

AE leading to discontinuation of study drug 0 0 5 (5.2) 5 (12.4)

AE leading to death 0 0 0 0

TEAEs reported in ≥ 5% of patients
COVID-19
Nasopharyngitis
Upper respiratory tract infection
Headache

12 (11.8)
10 (9.8)
6 (5.9)
5 (4.9)

12 (13.8)
11 (12.7)
8 (9.2)
6 (6.9)

14 (14.4)
8 (8.2)
3 (3.1)
4 (4.1)

14 (34.8)
10 (24.9)

3 (7.5)
4 (10.0)

 Overview of Treatment-Emergent Adverse Events in the IMMpulse Trial

• Systemic-eligible patients with moderate PsO (sPGA = 3, BSA 10-
15% and PASI ≥ 12) were enrolled in this study

• In Period A, patients were randomized 1:2 to receive subcutaneous 
RZB 150 mg or oral APR30 mg twice daily (BID) for 16 weeks

• In Period B, patients treated with APR in period A who were PASI 75 
non-responders were re-randomized 1:1 to RZB or APR 

• All patients treated with RZB in period A continued till week 52
• Pre-specified additional efficacy endpoints included change in PASI 

and BSA from baseline
• Nominal p-values are presented for efficacy endpoints not adjusted 

for multiplicity
• For continuous endpoints, a mixed model repeat measures 

(MMRM) analysis was used; treatment, visit and treatment x visit 
interaction was used in the model for variance estimation

 Overall Study Design

INTRODUCTION

RESULTS

METHODS

Treatment with RZB was associated with greater clinical response compared to apremilast 
(APR) in systemic-eligible adult patients with moderate plaque PsO

In APR-treated patients not achieving PASI 75 at week 16, switching to RZB resulted in 
greater improvements in both PASI and BSA compared to continued treatment with APR 
through to week 52

RZB treatment was found to be safe; no additional safety concerns were identified in 
patients who switched from APR to RZB without washout  

These results support the opportunity to elevate treatment outcomes with RZB in systemic-
eligible patients with moderate plaque PsO

RZB, risankizumab; APR, apremilast; PsO, psoriasis;  PASI 90, ≥ 90% improvement in Psoriasis Area and Severity Index; sPGA, static Physician’s Global Assessment

RZB, risankizumab; APR, apremilast; PsO, psoriasis;  PASI, Psoriasis Area and Severity Index; PASI 75, ≥ 75% improve-
ment in Psoriasis Area and Severity Index sPGA, static Physician’s Global Assessment; BSA, Body Surface Area

RZB
N = 118

APR
N = 234

Age years, mean (SD) 45.5 (13.6) 46.2 (14.3) 

Sex, n (%)
Female
Male

42 (35.6)
76 (64.4)

79 (33.8)
155 (66.2)

Weight1 (kg) - n (%)
≤ 100
> 100

87 (73.7)
31 (26.3)

169 (72.2)
65 (27.8)

Psoriasis Area Severity Index, mean (SD) 14.5 (2.5) 14.6 (2.6)

Body Surface Area, mean (SD) 13.0 (1.7) 13.1 (1.7)

Static Physician’s Global Assessment categories, n(%)
≤ 2
3 
4

0
118 (100)

0

1 (0.4)
232 (99.1) 

1 (0.4)

Psoriasis Symptom Scale, mean (SD) 8.8 (3.4) 9.0 (3.4)

Dermatology Life Quality Index, mean (SD) 12.6 (6.9) 12.7 (7.1)

Prior systemic and/or biologic treatment ≥ 11, n (%) 37 (31.4) 76 (32.5)

Duration of plaque psoriasis (years), mean (SD) 18.5 (11.8) 17.8 (13.6) 

 Demographics and Baseline Clinical Characteristics of Patients Enrolled in the 
IMMpulse Trial

RZB, risankizumab; APR, apremilast; n, number; kg, kilogram; SD, standard deviation; 1Stratification factors for randomization

RZB, risankizumab; APR, apremilast; APR/RZB, patients who switched from apremilast to risankizumab at week 16; APR/APR, patients who continued to receive APR treatment; AE, adverse event; TEAE, 
treatment-emergent adverse event; E, event; PY, patient years

• TEAEs and AEs leading to study drug discontinuation were more frequently observed with APR
• Discontinuation remained low and stable with RZB
• No additional safety concerns were identified in patients who switched from APR to RZB without washout

Patients Who Switched from APR to RZB Displayed an Improved Change in BSA

Period B*, in patients not achieving PASI 75 with APR at week 16; RZB, risankizumab; APR, apremilast; APR/RZB, patients not achieving PASI 75 at week 16 who switched from apremilast to risankizumab at week 16; APR/APR, pa-
tients who continued to receive APR treatment; PASI, Psoriasis Area and Severity Index LS, least square; MMRM, mixed models for repeated measures; LOCF, last observation carried forward; ### nominal p-value <0.001 (not con-
trolled for multiplicity) indicating differences between RZB or APR-treated patients within MMRM or LOCF analysis; In period B (APR/APR), n dropped from 72 to 21 at week 28 because many patients had to be rescued and therefore 
not counted in the analysis

MMRM, mixed model repeat analysis; Period B*, in patients not achieving PASI 75 with APR at week 16; RZB, risankizumab; APR, apremilast; APR/RZB, patients not achieving PASI 75 at week 16 who switched from apremilast to ri-
sankizumab at week 16; APR/APR, patients who continued to receive APR treatment; PASI, Psoriasis Area and Severity Index LS, least square ###, nominal p-value <0.001 (not controlled for multiplicity)

• At week 16, BSA improvement from baseline (95% CI) was -9.8 (-5.6, -11.0) for RZB-treated patients and -1.9 (-1.0, -2.9) for APR-
treated patients

• In patients who switched from APR to RZB the improvement in BSA was -11.7  (-10.8, -12.6) 
• In patients who continued APR, the improvement in BSA was -6.3 (-4.7, -8.0)

• At week 16, mean PASI improvement from baseline (95% CI) was 82.1% (75.2, 89.0) for RZB-treated patients and 32.7% (27.6, 
37.9) for APR-treated patients (LOCF analysis)

• Absolute mean PASI in Period A (week 16) was
 ̶ MMRM: RZB 1.7 (n = 114) and APR 8.8 (n = 208)
 ̶ LOCF:  RZB 2.0 (n = 118) and APR 9.2 (n = 231)

• At week 52, in patients who switched from APR to RZB, the mean PASI improvement was 90.0% (83.2, 96.9) compared to patients 
who continued APR 37.0% (30.0, 43.9) (LOCF analysis)

• Absolute mean PASI in Period B (week 52) was
 ̶ MMRM: APR/RZB 0.7 (n = 72) and APR/APR 3.1 (n = 12)
 ̶ LOCF:  APR/RZB 1.4 (n = 81) and APR/APR 9.1 (n = 78)

• For mean PASI, A last observation carried forward (LOCF) 
sensitivity analysis is also presented

IMMpulse (NCT04908475) is a phase 4, multi-center, randomized, open-label assessor-blinded, active comparator study


