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Benlysta is indicated as add-on therapy in adult patients with active, autoantibody-positive
systemic lupus erythematosus (SLE) with a high degree of disease activity (e.g., positive antidsDNA
and low complement) despite standard therapy.
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4.4 Special warnings and precautions for use

Depression and suicidality

In controlled clinical intravenous and subcutaneous studies, psychiatric disorders (depression, suicidal
ideation and behavior including suicides) have been reported more frequently in patients receiving Benlysta
(see section 4.8). Physicians should assess the risk of depression and suicide considering the patient’s
medical history and current psychiatric status before treatment with Benlysta and continue to monitor patients
during treatment. Physicians should advise patients (and caregivers where appropriate) to contact their
health care provider about new or worsening psychiatric symptoms. In patients who experience such
symptoms, treatment discontinuation should be considered.

4.8 Undesirable effects

Psychiatric disorders Common Depression
Uncommon Suicidal behavior, suicidal ideation

Psychiatric disorders: In the pre-registration intravenous clinical studies, serious psychiatric events were
reported in 1.2% (8/674) of patients receiving Benlysta 10 mg/kg and 0.4% (3/675) of patients receiving
placebo. Serious depression was reported in 0.6% (4/674) of patients receiving Benlysta 10 mg/kg and 0.3%
(2/675) of patients receiving placebo. There were two suicides in Benlysta-treated patients (including one
receiving 1 mg/kg Benlysta).

In a randomised, double-blind, placebo-controlled, post-marketing study with Benlysta 10 mg/kg administered
intravenously, serious psychiatric events were reported in 1.0% (20/2002) of patients receiving Benlysta and
0.3% (6/2001) of patients receiving placebo. Serious depression was reported in 0.3% (7/2002) of patients
receiving Benlysta and <0.1% (1/2001) of patients receiving placebo. The overall incidence of serious suicidal
ideation or behaviour or self-injury without suicidal intent was 0.7% (15/2002) in patients receiving Benlysta
and 0.2% (5/2001) in the placebo group. No suicide was reported in either group.



The intravenous studies did not exclude patients with a history of psychiatric disorders.

In the subcutaneous clinical study, which excluded patients with a history of psychiatric disorders, serious
psychiatric events were reported in 0.2% (1/556) of patients receiving Benlysta and in no patients receiving
placebo. There were no serious depression-related events or suicides reported in either group.
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