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Update on the Phase 4 Confirmatory Study of ADUHELM® 

https://www.globenewswire.com/Tracker?data=VFEpy5KIcvWPvb2-YqswxkUSYVMK28y0V7CHQ4bYNMTx1HEr56gLMcYiZwrJOSd1OYIetiLAtUudc4XVStmbKw==
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approval of ADUHELM in the United States has been granted based on data from clinical trials showing 

the effect of ADUHELM on reducing amyloid beta plaques, a surrogate biomarker that is reasonably 

likely to predict clinical benefit, in this case a reduction in clinical decline. 

ADUHELM can cause serious side effects including: Amyloid Related Imaging Abnormalities or “ARIA”. 

ARIA is a common side effect that does not usually cause any symptoms but can be serious. Although 

most people do not have symptoms, some people may have symptoms such as: headache, confusion, 

dizziness, vision changes and nausea. The patient’s healthcare provider will do magnetic resonance 

imaging (MRI) scans before and during treatment with ADUHELM to check for ARIA. ADUHELM can also 

cause serious allergic reactions. The most common side effects of ADUHELM include: swelling in areas 

of the brain, with or without small spots of bleeding in the brain or on the surface of the brain (ARIA); 

headache; and fall. Patients should call their healthcare provider for medical advice about side effects. 
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deliver novel benefits to those living with dementia and their families through constructing a 

“Dementia Ecosystem,” by collaborating with partners such as medical organizations, diagnostic 

development companies, research organizations, and bio-ventures in addition to private insurance 

agencies, finance industries, fitness clubs, automobile makers, retailers, and care facilities. For more 

information about Eisai Co., Ltd., please visit https://www.eisai.com. 

Biogen Safe Harbor 

This news release contains forward-looking statements, including statements made pursuant to the 

safe harbor provisions of the Private Securities Litigation Reform Act of 1995, about potential 

regulatory discussions, submissions and approvals and the timing thereof, the potential clinical effects 
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