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OVERVIEW

Introduction

Anifrolumab is a human monoclonal antibody to the type 1 interferon receptor which is used in the therapy of
moderate-to-severe systemic lupus erythematous. Anifrolumab has been linked to a low incidence of transient
serum enzyme elevations during therapy and has not been linked to instances of clinically apparent liver injury.

Background

Anifrolumab (an” i frol’ ue mab) is a human monoclonal IgG1 antibody to the type 1 interferon (IFN) receptor
subunit 1 which is used to treat adults with moderate-to-severe systemic lupus erythematosus (SLE).
Anifrolumab binds to type 1 interferon receptors blocking their activation and induction of interferon related
genes. This monoclonal antibody has been shown to be effective in reducing disease activity in patients with
systemic lupus erythematosus, a disease marked by elevated levels of soluble interferon gene induced proteins
with immune dysregulation and production of pathogenic autoantibodies and immune complexes. Anifrolumab
was approved for use in the United States in 2021 and current indications are for treatment of adult patients with
active, autoantibody positive systemic lupus erythematosus (SLE) who are receiving standard therapy. Its
beneficial effects have not been demonstrated in patients with severe lupus nephritis or central nervous system
involvement. Anifrolumab is available under the brand name Saphnelo in single dose vials of 300 mg in 2 mL.
The recommended dose is 300 mg given as an intravenous infusion (over 30 minutes) every 4 weeks. Adverse
effects include infusion reactions, upper respiratory symptoms and infections, bronchitis, cough, and herpes
zoster. Rare but potentially serious side effects include severe hypersensitivity reactions (angioedema or
anaphylaxis), severe infections, and possibly malignancies. The potential of reactivation of latent infections such
as tuberculosis and hepatitis B from anifrolumab is not clear. Patients receiving anifrolumab should not receive
live viral vaccines.

Hepatotoxicity

In preregistration controlled trials, elevations in serum aminotransferase levels were uncommon (less than 1%)
and no more frequent during anifrolumab than with placebo therapy. Elevations in aminotransferase levels
above 5 times the ULN were less common on anifrolumab than placebo therapy, and there were no reports of
clinically apparent liver injury attributed to anifrolumab. Since its approval and more widescale use, there have
been no case reports of liver injury with jaundice linked to anifrolumab therapy. Reactivation of hepatitis B as
well as immune-mediated hepatitis can occur with use of immunosuppressive monoclonal antibodies such as
infliximab and adalimumab, but instances have not been reported with anifrolumab.

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

There is little evidence that anifrolumab is a cause of liver injury, and mechanisms by which it occurs is not clear
but might result from immune modulation.

Outcome and Management

The serum aminotransferase elevations that have been reported during anifrolumab therapy were generally
transient, mild and asymptomatic and did not require dose modification or delay in therapy. Elevations above 5
times the upper limit of normal should lead to more careful monitoring and suspension of further infusions, at
least until levels return to normal or near normal levels. There is no evidence of cross sensitivity to hepatic
reactions among the various monoclonal antibodies.

Drug Class: Monoclonal Antibodies, Immunosuppressive Agents

Other Drugs for Systemic Lupus Erythematosus: Belimumab

PRODUCT INFORMATION

REPRESENTATIVE TRADE NAMES

Anifrolumab - Saphnelo®

DRUG CLASS

Immunosuppressive Agents

COMPLETE LABELING

Product labeling at DailyMed, National Library of Medicine, NIH

CHEMICAL FORMULA AND STRUCTURE

DRUG CAS REGISTRY NO. MOLECULAR FORMULA STRUCTURE
Anifrolumab 1326232-46-5 Monoclonal Antibody Not Available
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