Update on Regulatory Submission for Aducanumab in the European Union

e Biogento seek reexamination following CHMP negative opinion for aducanumab

Cambridge, Mass.— December 17, 2021 — Biogen Inc. (Nasdag: BIIB) and Eisai Co., Ltd. (Tokyo, Japan)
today announced that the Committee for Medicinal Products for Human Use (CHMP) of the European
Medicines Agency (EMA) has adopted a negative opinion on the Marketing Authorization Application
(MAA) for aducanumab for the treatment of the early stages of Alzheimer’s disease known as mild
cognitive impairment (MCI) due to Alzheimer’s disease and mild Alzheimer’s disease dementia. This
decision is aligned to the negative trend vote of the committee in November 2021. Biogen will seek a
re-examination of the opinion by the CHMP.

“For Europeans impacted by Alzheimer’s disease, the lack of options to treat its early stages is felt every
day. The longer we wait, the more people will progress toward more advanced dementia and we may
miss the opportunity to potentially treat them,” said Priya Singhal, M.D., M.P.H., Head of Global Safety
& Regulatory Sciences and interim Head of Research & Development at Biogen. “As part of the re
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effectiveness data on initiating treatment at earlier or later stages of the disease than were studied.
This indication is approved under accelerated approval based on reduction in amyloid beta plaques
observed in patients treated with ADUHELM. Continued approval for this indication may be contingent
upon verification of clinical benefit in confirmatory trial(s).

ADUHELM is a monoclonal antibody directed against amyloid beta. The accumulation of amyloid beta
plagues in the brain is a defining pathophysiological feature of Alzheimer’s disease. The accelerated
approval of ADUHELM 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”.
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