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LEQEMBI is indicated for the treatment of Alzheimer’s disease. Treatment with LEQEMBI should be 
initiated in patients with mild cognitive impairment or mild dementia stage of disease, the 
population in which treatment was initiated in clinical trials. 
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WARNING: AMYLOID RELATED IMAGING ABNORMALITIES 
 

Monoclonal antibodies directed against aggregated forms of beta amyloid, including LEQEMBI, can 
cause amyloid related imaging abnormalities (ARIA), characterized as ARIA with edema (ARIA-E) and 
ARIA with hemosiderin deposition (ARIA-H). Incidence and timing of ARIA vary among treatments. 
ARIA usually occurs early in treatment and is usually asymptomatic, although serious and life-
threatening events rarely can occur. Serious intracerebral hemorrhages > 1 cm, some of which have 
been fatal, have been observed in patients treated with this class of medications. Because ARIA-E 
can cause focal neurologic deficits that can mimic an ischemic stroke, treating clinicians should 
consider whether such symptoms could be due to ARIA-E before giving thrombolytic therapy to a 
patient being treated with LEQEMBI [see Warnings and Precautions (5.1), Adverse Reactions (6.1)]. 
… 
 



 
 
5.1 Amyloid Related Imaging Abnormalities 
 

Monoclonal antibodies directed against aggregated forms of beta amyloid, including LEQEMBI, can 
cause amyloid related imaging abnormalities (ARIA), characterized as ARIA with edema (ARIA-E), 
which can be observed on MRI as brain edema or sulcal effusions, and ARIA with hemosiderin 
deposition (ARIA-H), which includes microhemorrhage and superficial siderosis. ARIA can occur 
spontaneously in patients with Alzheimer’s disease, particularly in patients with MRI findings 
suggestive of cerebral amyloid angiopathy, such as pretreatment microhemorrhage or superficial 
siderosis. ARIA-H associated with monoclonal antibodies directed against aggregated forms of beta 
amyloid generally occurs in association with an occurrence of ARIA-E. ARIA-H of any cause and ARIA-
E can occur together. 
… 
 

Radiographic Findings of Cerebral Amyloid Angiopathy (CAA) 
Neuroimaging findings that may indicate CAA include evidence of prior intracerebral hemorrhage, 
cerebral microhemorrhage, and cortical superficial siderosis. CAA has an increased risk for 
intracerebral hemorrhage. 

The presence of an ApoE ε4 allele is also associated with cerebral amyloid angiopathy. 

The baseline presence of at least 2 microhemorrhages or the presence of at least 1 area of 
superficial siderosis on MRI, which may be suggestive of CAA, have been identified as risk factors for 
ARIA. Patients were excluded from enrollment in Study 2 for the presence of more than 4 
microhemorrhages and additional findings suggestive of cerebral amyloid angiopathy (prior cerebral 
hemorrhage greater than 1 cm in greatest diameter, superficial siderosis, vasogenic edema) or other 
lesions (aneurysm, vascular malformation) that could potentially increase the risk of intracerebral 
hemorrhage. 
 

Concomitant Antithrombotic or Thrombolytic Medication 
… 
Fatal cerebral hemorrhage has occurred in a patient taking an anti-amyloid monoclonal antibody in 
the setting of focal neurologic symptoms of ARIA and the use of a thrombolytic agent. 
Additional caution should be exercised when considering the administration of antithrombotics or a 
thrombolytic agent (e.g., tissue plasminogen activator) to a patient already being treated with 
LEQEMBI. 
Because ARIA-E can cause focal neurologic deficits that can mimic an ischemic stroke, treating 
clinicians should consider whether such symptoms could be due to ARIA-E before giving 
thrombolytic therapy in a patient being treated with LEQEMBI. 
 
Caution should be exercised when considering the use of LEQEMBI in patients with factors that 
indicate an increased risk for intracerebral hemorrhage and in particular for patients who need to be 
on anticoagulant therapy, or patients with findings on MRI that are suggestive of cerebral amyloid 
angiopathy. 
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