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OVERVIEW

Introduction

Risankizumab is a humanized monoclonal antibody to IL-23 which is used to treat moderate-to-severe plaque
psoriasis. Risankizumab is generally well tolerated and is associated with a low rate of serum aminotransferase
elevations during therapy, but has not been linked to instances of clinically apparent liver injury.

Background

Risankizumab (ris” an kiz’ ue mab) is a humanized monoclonal IgG1 antibody directed against the p19 subunit
of IL-23, which results in inhibition of IL-23 signaling and decrease in synthesis of proinflammatory cytokines
such as IL-17. Risankizumab has been evaluated as therapy of several immune and inflammatory conditions,
most extensively in plaque psoriasis. In several large, preregistration randomized controlled trials, 48 weeks of
risankizumab therapy resulted in a significant improvement in psoriatic skin lesions in more than 70% of
patients. Clinical responses were generally maintained with long term therapy. Risankizumab was approved in
the United States in 2019 as therapy for moderate-to-severe plaque psoriasis in adult candidates for systemic
therapy. It is also being evaluated in patients with psoriatic arthritis, inflammatory bowel disease and atopic
dermatitis. Risankizumab is available in single dose pre-filled syringes of 75 mg in 0.83 mL under the brand
name Skyrizi. The recommended dose is 150 mg (two syringes) administered subcutaneously at weeks 0 and 4
followed by every 12 weeks thereafter. Common side effects include mild local injection reactions,
nasopharyngitis, fatigue, headache, arthralgia and skin rashes. Uncommon, potentially severe adverse reactions
include severe infections, reactivation of tuberculosis and skin cancer.

Hepatotoxicity

Mild-to-moderate serum aminotransferase elevations arise in up to 10% of patients treated with risankizumab,
but the abnormalities are generally transient and asymptomatic, rarely necessitating drug discontinuation. In
large, preregistration trials there were no instances clinically apparent liver injury or severe hepatic adverse
events attributed to risankizumab. Since its approval and more general use, there have been no reports of
clinically significant liver injury attributed to risankizumab.

Likelihood score: E (unlikely cause of clinically apparent acute liver injury).

Mechanism of Injury

The possible mechanisms of liver injury due to risankizumab are unclear. Monoclonal antibodies and
immunoglobulins are generally taken up and metabolized intracellularly to short peptides and amino acids.
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There is no evidence to suggest that inhibition of IL23 signaling would trigger liver injury or autoimmune liver
conditions.

Drug Class: Monoclonal Antibodies, Psoriasis Agents

PRODUCT INFORMATION

REPRESENTATIVE TRADE NAMES

Risankizumab - Skyrizi®

DRUG CLASS

Psoriasis Agents

COMPLETE LABELING

Product labeling at DailyMed, National Library of Medicine, NIH

CHEMICAL FORMULA AND STRUCTURE

DRUG CAS REGISTRY NO. MOLECULAR FORMULA STRUCTURE
Risankizumab 1612838-76-2 Monoclonal Antibody Not Available
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(Among 110 patients with moderate-to-severe plaque psoriasis enrolled in an one year open label extension study of
risankizumab after a randomized controlled trial, 74% achieved a clinical response by week 48 and adverse
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