Eisai - Biogen

2025 4 A 14 H
T AR At
RAAD 2y A2

LAx27DERMESS (European Commission) (113 EEIRRICOVWT

IT—HPARASHE (4 0 FERE. REFBITR CEO : NEEER. LUF =T—H4) &M F>x
v« A4>v% (Nasdaq : BlIB, &t : XKE~YFa—tv Vo> 7VU v CEO : Christopher A.
Viehbacher, AT NA AT x>) & 1 A B/ 70—F kL hx~7 (—k4. 8R4

[L>ve®] ) oRNEES (European Commission: EC) (ZH T BEIRRICOWTUT DB
DEMoELET,

L A< 7 ORGEAGRRFICOWLTIE, 2025 F£ 2 A, CHMP ICEWTERSEHNBRERIN
7-%. ECICHBII2HERED A AN EDL LN TWE T, &F 3 B D Standing Committee T
DEZICHEE. ZDE. Appeal Committee (ZH T BEZNTh., AARHRFEICEAT 2 HI&Y
Wrix EC ICZhonhbZteihlY £l 5%, EC ICLAREEAEDIBELONRE, BOMICHE
Mo lLFEd,

I—HAlF, FEOREBLVOEERFZ /70— /NILIIEFEL, T—HY 1 OREEBRAEED
HET, T—YA ENAF Y = U HEREEL - HREREZITVET,

ME

AMECET S IRERERBRAVEHEE

T—HA At A DR
PR &3 NIy 77127—R
TEL : 03-3817-5120 public.affairs@biogen.com



mailto:public.affairs@biogen.com

1. LARY7 (&, 75 R&2 [Ly>vE]) I220WT

L A%< 7L, BioArcticAB (K#t : X7z —F>  UTFT NAFT—0T4v9) &ET—HA DR
Rhofgonsz, 7IAAMAFR=% (AB) OfAME (FAMZ747 VL) BLURAMEREERICHT S
B MMEI1gGl €/ 7 0—FILETT,

LAx<7ld, 7oy nA<—5K (AD) (& 2RERMEE £ /- dBRERMEICHRIEIGT. KE. A
AR, HE, BE, FE A X7, TI77EREER. ZE, ¥, vhF, Fv—r BBETK
RERELTHY., EUZEL 15 0E MBI TERBFZT> TV ET, 2025F 1 A, KEICHWT, #
E V) MRS 2EYEH—SEERE (sBLA) A&ERESN, LARTTIE 18 H AMDOREER
5k 2988 aE R, 10mg/kg @ 4 BIC 1 EOMHIFHREL DAV ~OBITERFTT 2. HLLIE
10mg/kg DFFBIREL A v 2T EIENTED LS ICHY £ L7, BT ESEEMIHRSICOLT,
2025 £ 1 BICEYEFIAZHRFE (BLA) HRKERREESR (FDA) (CZEIth, PDUFA 7o a v T —
MiE 2025 8 A3l BICERESNF L7z,

2020 £ 7 Ah o, ERKFEKIZEE T, AD DL Y BIAXRT—JICHT- 2N AR EBENEREL LB
LUOBML VDT L) =HL AD &35k e L7-BRRE IIIHBHER (AHEAD 3-45 &%) ZXE® AD &
L UBIET % RAE DO FMAERARABR O /- DEB % RH T % Alzheimer's Clinical Trials Consortium
(ACTC) &/ T )y o« T5AR=F - X=FrF—=>v 7 (PPP) TIfToTWET, ACTC (&,
National Institutes of Health &2 F® National Institute on Aging IC& 2ESIRMHAZZITTWET, £/,
2022F 1 Ah o, B FAR - Ty b RZEZE CREIX—UMtE> LS R) AEET 2EMH
BET7LVLYNAT—%y b T7—23E32 =y I (Dominantly Inherited Alzheimer Network Trials Unit, L
T DIAN-TU) A'EfET 2BMEEET LY /M1 v—Jw (DIAD) (239 2K (Tau NexGen B A

EITHF T, REARICBEVT, LAXTTIIMABEEICL2EMEELEL L GEESNE LT,

2. IT—HYAENRAFT T ICLDADBEFHOIEEIZDOWT

IT—HAENAFT zE, ADBERIOERERMR - HRERFTICEAT 218 % 2014 £/ HT-oTWET,
LARRZICOWT, T—HMF, BREBLUVESERFLZI70—NLIEFEL, TV (1 ORKERRE
BOHET, T—YAEeNAFY v HHARFEL - HRKREZITVLET,

3. I—HYAENAFT =074y 712&% ADBFDREICONT

2005 FLLE, T—HAENAFT =0T 14 v 213 AD BEAIOBR L EmENICEL TREBNAHHER
HERNTEE L, T—PFAIE, LARTTIZOWT, 20071 £ 12 BICNAFT—0 T4 v 0 EDT74+E
YRERICKY . 2HFICEITS AD ZXRE LHAR - AR - 2iE - iRGTICET 2N ZEE L TW0E
T, 2006 FE5 BICLARTT DNy 7Ty THEORK - BmEAZNZHEL £ L7

4, T—HAH%AESHICOWT
I—HAB%RAEHIE. BEFRLEFTEOEROERERAE—RIIEZ, TORL 74 v bALICER
T2 [ba—<y ~ALRTT (hho) | #EBREL, COEBRObLE, AN4D [REEEDREHE]



P [EERENRIE] EVWSHEEAEMICERTEILE2HILTWET, FO—/NILAHFRER -
- RFERSESRY FT7 -2 2D, BRNEE\EHEMEO T 2 [HREE] [HAER] 20T
BTVAYE AT 4 AN Z—XDEWEEE X —7 v MIEFRNAFEOAH L REICEIRYBATL
9,

7o, Bld. BEOFGAIREARFKER (SDGs) dX—47 v b (3.3) TH3 [BEHLNLEVWEATR
(NTDs) | O#IEICAET/EBNICHR D/ S— b — & &EHE L CTREBRICERY BBATLE T,

TP A RA T OFEMIBRIE. https://www.eisai.cojp # TEL S WL, SNS 7HT ¥ b X,
LinkedIn, Facebook THIEHRABEL TWET,

5, NAFVzv A 7lZ20WT

1978 FDRISILLR, NAFP zVIEHAZY —F T34 F 77 /B —1hET, BEIADAEEZE
BL, REPLAZHBDOAI 2T AIEEZ L0 THEZBBIIT2-OICEFTNRY A T X%
LTWET,

A BIIENTBET VWL EDB 0T 77— b AV - VS RDBEECERERZHET 570
I, ANEOEYZRIIHRT 2FVWERZICAL. ER2EXV T4+ 2FALEY, bRV AGREZ
LT DICRENBREDONT VR EERLI-ET, REUCURIZMBE WS T7A—F2HRL T
WEY,

NAF T VAT BEMICDOVTIE, https://www.biogen.com/ 3 £ T SNS #{E X, Linkedln,
Facebook, YouTube Z ZE < 72X Ly,

- Committee for Medicinal Products for Human Use. 2024. Legembi (Lecanemab). Overview. Available
at: https://www.ema.europa.eu/en/medicines/human/EPAR/leqembi#overview Last accessed: April
2025

Biogen Safe Harbor
This news release contains forward-looking statements, including about the potential clinical effects of
lecanemab; the potential benefits, safety and efficacy of lecanemab; potential regulatory discussions,
submissions and approvals and the timing thereof; the treatment of Alzheimer's disease; the anticipated
benefits and potential of Biogen's collaboration arrangements with Eisai; the potential of Biogen's
commercial business and pipeline programs, including lecanemab; and risks and uncertainties associated
with drug development and commercialization. These forward-looking statements may be accompanied by
such words as “aim,” “anticipate,” “assume,” “believe,” “contemplate,” “continue,” “could,” “estimate,”
“expect,” “forecast,” “goal,” “guidance,” “hope, objective,” “plan,” “possible,” “potential,”
“predict,” “project,” “prospect,” “should,” “target,” “will,” “would,” and other words and terms of similar
meaning. Drug development and commercialization involve a high degree of risk, and only a small number
of research and development programs result in commercialization of a product. Results in early-stage
clinical trials may not be indicative of full results or results from later stage or larger scale clinical trials and
do not ensure regulatory approval. You should not place undue reliance on these statements. Given their
forward-looking nature, these statements involve substantial risks and uncertainties that may be based on
inaccurate assumptions and could cause actual results to differ materially from those reflected in such
statements. These forward-looking statements are based on management's current beliefs and
assumptions and on information currently available to management. Given their nature, we cannot assure
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that any outcome expressed in these forward-looking statements will be realized in whole or in part. We
caution that these statements are subject to risks and uncertainties, many of which are outside of our control
and could cause future events or results to be materially different from those stated or implied in this
document, including, among others, uncertainty of long-term success in developing, licensing, or acquiring
other product candidates or additional indications for existing products; expectations, plans and prospects
relating to product approvals, approvals of additional indications for our existing products, sales, pricing,
growth, reimbursement and launch of our marketed and pipeline products; our ability to effectively
implement our corporate strategy; the successful execution of our strategic and growth initiatives, including
acquisitions; the risk that positive results in a clinical trial may not be replicated in subsequent or
confirmatory trials or success in early stage clinical trials may not be predictive of results in later stage or
large scale clinical trials or trials in other potential indications; risks associated with clinical trials, including
our ability to adequately manage clinical activities, unexpected concerns that may arise from additional data
or analysis obtained during clinical trials, regulatory authorities may require additional information or further
studies, or may fail to approve or may delay approval of our drug candidates; the occurrence of adverse
safety events, restrictions on use with our products, or product liability claims; and any other risks and
uncertainties that are described in other reports we have filed with the U.S. Securities and Exchange
Commission.

These statements speak only as of the date of this press release and are based on information and
estimates available to us at this time. Should known or unknown risks or uncertainties materialize or should
underlying assumptions prove inaccurate, actual results could vary materially from past results and those
anticipated, estimated or projected. Investors are cautioned not to put undue reliance on forward-looking
statements. A further list and description of risks, uncertainties and other matters can be found in our Annual
Report on Form 10-K for the fiscal year ended December 31, 2024 and in our subsequent reports on Form
10-Q and Form 10-K, in each case including in the sections thereof captioned “Note Regarding Forward-
Looking Statements” and “ltem 1A. Risk Factors,” and in our subsequent reports on Form 8-K. Except as
required by law, we do not undertake any obligation to publicly update any forward-looking statements
whether as a result of any new information, future events, changed circumstances or otherwise.
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