FOR GLOBAL MEDIA AND JOURNALISTS OUTSIDE THE EMEA REGION
Legembi® (lecanemab) Authorized for Early Alzheimer’s Disease in Great Britain

In Great Britain, lecanemab is indicated for the treatment of mild cognitive impairment and mild
dementia due to Alzheimer’s disease (AD) in adult patients that are apolipoprotein E €4 (ApoE &4)*
heterozygotes or non-carriers?

Great Britain becomes the first country in Europe to authorize the medicine, which targets an
underlying cause of AD?

TOKYO and CAMBRIDGE, Mass., August 22, 2024 — Eisai Co., Ltd. (Headquarters: Tokyo, CEO:
Haruo Naito, “Eisai”) and Biogen Inc. (Nasdaqg: BIIB, Corporate headquarters: Cambridge,
Massachusetts, CEO: Christopher A. Viehbacher, “Biogen”) announced today that the humanized
amyloid-EHID $U PRQRFIRQDI DQILERG\ “Legembi®” (brand name, generic name: lecanemab) has been
granted a Marketing Authorization by the Medicines and Healthcare products Regulatory Agency
(MHRA) in Great Britain.! Lecanemab is indicated for the treatment of mild cognitive impairment (MCI)
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species to neutralize and clear them from the brain.23

The approval was primarily based on Phase 3 data from Eisai’s global, placebo-controlled, double-blind,
parallel-group, randomized Clarity AD clinical trial, in which the medicine met its primary endpoint
(change from baseline in the Clinical Dementia Rating Sum of Boxes [CDR-SB]" at 18 months) and all
key secondary endpoints with statistically significant results.? In the indicated population in Great Britain,
the most common adverse reactions were infusion-related reaction, amyloid-related imaging
abnormalities with hemorrhage (small spots of bleeding) (ARIA-H)*, fall, headache and amyloid-related
imaging abnormalities with cerebral edema (build-up of fluid) (ARIA-E)**.1

In the United Kingdom, it is estimated that 982,000 people are living with dementia,®> and AD is the
cause in 60-70% of people with dementia.® These numbers are expected to rise, as the population
ages.56



*Apolipoprotein E is a protein involved in the metabolism of fats in humans. It is implicated in AD.
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role in the cognitive decline of this progressive and devastating disease. Protofibrils can cause neuronal damage
in the brain, which can subsequently adversely affect cognitive function through multiple mechanisms.” The
mechanism by which this occurs has been reported not only by increasing IKH IRUPDILRQ RI LQVRIXEIH $U SIDTXHV
but also by directly damaging signaling between neurons and other cells. It is believed that reducing protofibrils
may reduce neuronal damage and cognitive impairment, potentially preventing the progression of AD.8
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presence of amyloid pathology), of which 1,521 were in the indicated population in the label in Great
Britain ($SR( I heterozygotes or non-carriers).! Of the total number of patients randomized 31% were
non-carriers, 53% were heterozygotes and 16% were homozygotes.! The treatment group was
administered lecanemab 10 mg/kg bi-weekly, with participants allocated in a 1:1 ratio to receive either
placebo or lecanemab for 18 months.*

The primary endpoint was the global cognitive and functional scale, CDR-SB.! In the Clarity AD clinical
trial, treatment with lecanemab, in the indicated population in Great Britain (ApoE i KHIHIRJ\JRIHV RU
non-carriers), reduced clinical decline on CDR-SB by 33% at 18 months compared to placebo.! The
mean CDR-SB score at baseline was approximately 3.2 in both groups.! The adjusted least-squares
mean change from baseline at 18 months was 1.15 with lecanemab and 1.73 with placebo (difference,
T FRQILGHQFH LQIHUYD! >&,0 T IR T 3 001).! CDR-SB is a global cognitive and
functional scale that measures six domains of functioning, including memory, orientation, judgement
and problem solving, community affairs, home and hobbies, and personal care.®

In addition, the secondary endpoint from the AD Cooperative Study-Activities of Daily Living Scale for
Mild Cognitive Impairment (ADCS-MCI-ADL), which measures information provided by people caring
for patients with AD, noted 39% less decline compared to placebo at 18 months.! The adjusted mean
change from baseline at 18 months in the ADCS-MCI-$*/ VFRIH ZDV 1 [Q IKH (HFDQHPDE JURXS DQG
i 1Q WKH SIDFHER JURXS GLIHUHQFH &, IR 3 001).! The ADCS-MCI-ADL
assesses the ability of patients to function independently, including being able to dress, feed themselves
and participate in community activities.

In the indicated populallRQ $SR( i KHIHIRJ\JRIHV RU QRQ-carriers), the most common adverse
reactions were infusion-related reaction (26%), ARIA-H (13%), fall (11%), headache (11%) and ARIA-
E (9%).

Lecanemab is licensed in the U.S.,1° Japan,!! China,!? South Korea,® Hong Kong, Israel,!® the
United Arab Emirates!® and Great Britain® and marketed in the U.S., Japan and China. Eisai has also
submitted applications for approval of lecanemab in 10 countries and regions, including the European
Union.

V. This medicine is subject to additional monitoring. This will allow quick identification of new safety
information.

2. About NHS, NICE and SMC

The NHS is a public healthcare system with the principle of providing free medical services to citizens.
The NICE and the SMC are independent bodies that carry out assessments on the status of all newly
licensed medicines, all new formulations of existing medicines and new indications for established
products regarding their health benefits and price justification as advisory boards to the NHS about
whether or not a newly licensed drug should be accepted for use under national health insurance.

3. About the Collaboration between Eisai and Biogen for AD

Eisai and Biogen have been collaborating on the joint development and commercialization of AD
IUHDIPHQIV VLQFH (VDL VHUYHV DV IKH (HDG RI lecanemab development and regulatory submissions
globally with both companies co-commercializing and co-promoting the product and Eisai having final
decision-making authority.

4. About the Collaboration between Eisai and BioArctic for AD

Since 2005, Eisai and BioArctic have had a long-term collaboration regarding the development and
commercialization of AD treatments. Eisai obtained the global rights to study, develop, manufacture
and market lecanemab for the treatment of AD pursuant to an agreement with BioArctic in December
2007. The development and commercialization agreement on the antibody back-up was signed in May
2015.



5. About Eisai Co., Ltd.
Eisai's Corporate Concept is "to give first thought to patients and people in the daily living domain, and
to increase the benefits that health care provides." Under this Concept (also known as
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and financial condition. The foregoing sets forth many, but not all, of the factors that could cause actual
results to differ from Biogen's expectations in any forward-looking statement. Investors should consider
this cautionary statement as well as the risk factors identified in Biogen's most recent annual or quarterly
report and in other reports Biogen has filed with the U.S. Securities and Exchange Commission. These
statements speak only as of the date of this news release. Biogen does not undertake any obligation to
publicly update any forward-looking statements.

References

1 Lecanemab Great Britain Summary of Product Characteristics
2van Dyck, H., et al. Lecanemab in Early Alzheimer’s Disease. New England Journal of Medicine.
-21. KISV ZZZ QHIP RUJ GRL X 1 (-ORD


https://www.nejm.org/doi/full/10.1056/NEJMoa2212948
https://doi.org/10.1016/j.mcn.2024.103949
https://doi.org/10.1371/journal.pone.0032014
https://www.alzheimers.org.uk/about-us/policy-and-influencing/dementia-scale-impact-numbers
https://www.who.int/news-room/fact-sheets/detail/dementia
https://www.who.int/news-room/fact-sheets/detail/dementia

	Leqembi®  (lecanemab) Authorized for Early Alzheimer’s Disease in Great Britain
	In Great Britain, lecanemab is indicated for the treatment of mild cognitive impairment and mild dementia due to Alzheimer’s disease (AD) in adult patients that are apolipoprotein E ε4 (ApoE ε4)* heterozygotes or non-carriers0F
	Great Britain becomes the first country in Europe to authorize the medicine, which targets an underlying cause of AD1

