Eisai - Biogen

2026 £5 A 8 H
TP A AR
NAFT v A7

FLABHUAL A~ 7 DR TEFEHF [LEQEMBI® IQLIK™] o
BHEAT VY A RIS T 2HHAEAICEI S % KE FDA ICK 2 EEERDIRRICOWVWT

IT—HFARASHE (R4 0 FRER. REBITR CEO : NEEER. LT =T—H4) &M F5>x
v+ 472 (Nasdaq : BIIB, #f#t : ﬂé.?*f%‘l —t v g7y v CEO : Christopher A.
Viehbacher, LIF N4 ATz v) [, T/, XKEREREESE (FDA) H. 1 ABHEL A
FYT7OBLIEHRESOET (SC) FHHAl CRKEERS : LEQEMB|® IQLIK™) 22U\t BH#f7
WY NnA<—5F (AD) IS 2EEE L L COEYRFIAR—EPEEHRFE (sBLA) DEEHIM
INAERLI-CLZEBHOEFLEFT, FH-ICERESIN7- PDUFA (Prescription Drugs User Fee
Act) 7o arv-7—F (BEKTEIER) 132026 F8 A 24 HEiY £9,

FDA lZ, MR OBEOLRAD—IRE L TEIMERDIREZKD, ZDOHRBH sBLAIZXFT B
Major Amendment (CEXE T 2 L¥llTL7-7-%, EIRHER Z+2ICEE T EHZHERT 5B
BT PDUFA #iER L F L7-, Bb. BESICHEWT, FDA oAk E & LT [LEQEMBI
IQLIK] AGRAIREEICEAT 2B RIIRINTLEH A,

I—HPABELUONAMF P Vi, BROBERABRELUCHREL A VIChzY [LTvE] ©
BTS2 8RR T — 2 /8y 77—, 2025 F£8 B 26 HICK TR EIC L 2t
ELYXAVHFDA ICK VAERIN/-Z &ITHE, YIHEELEE LTo [LEQEMBI IQLIK] Z@< 3%
BI2HbDEEZTVLWET,

[LrrE] & R 50 UEoRBELURBICE VAR INTE Y, B AD ([I07 2 /A5ER
E LT, BRERHZER, O DRLWVMEREZRRT 5HDTY,

M, REEICHWTS|EHE FDA @z EHTW e EHIT, 17 I0M FEaEREDE
MICBWT, SYRETLFRECBRBRZLFERE T T /- b —OERICE#HTES L5,
COEELGERZ—ALEIBEITAZLICENTRVBEATEVWY £7,

Mt

AT 2RERRBHEVEDEE
T A Rt NAFAS 22 A2
PR &B N7Yy o 77xT7—R
TEL : 03-3817-5120 public.affairs@biogen.com



mailto:public.affairs@biogen.com

BEER
1. LAxT7 (—fs, 8R& [Lyrel) 220t

LART T, "M FT7—0 T4 v 7 T—HYAOHFHARAOEONS, 7304 KR—% (AB)
@ﬂ%ﬁ(fﬂb747Uw)%&UT@%W$%~W?5EFMI%1%/7D FUTUER T,

[LorE] 1. BAR, KE., FE. BN (EV) . 8E. &B. Y72 77E7%, 53 oFEE#MigT
ARZRELTHEY, 6 HETHERTY, 18 hAMORERSIC L 24EEEE O 458I2 1 BOFEE
(V) #EFEEIC>WT, KE., PE., ZEEZ. 7 HEICBVWTEARLZEE L, 12 0E & S cHE
TY, KEICHWT, 2025 &£ 8 BICK T EEA| [LEQEMBI IQLIK] (C & 2H#FEEDAREIS L
L7ze BRICBEWVTIX, 2025 F 11 BICE T ERFOBRFEEITVWE L7z, PFEICEWTIE, 2026 E1 A
ICE TEEBIOEYEEZ (> ZBFE (BLA) ZEBINFE L7, /. 2025 £ 12 BICHEICEL
TEREERERICE > THICRERIN: [AEERRERBROEFMEERY X M (10 IV ESHIE
ShE L7,

2020 £ 7 Ah o, BRAREKIFIEE T, AD O LY BEAXT—ICH -2 ABEBEAEFRE L N
BLUBHELRLOTL 7Y ZHILAD 35tk e L7-BERFE N8548 (AHEAD 3-45 :5%) #:KE D AD
B L UEET % FRAE O FMAVERRABR D 7= DEAR #1249 5 Alzheimer's Clinical Trials Consortium

(ACTC) &7 Uy o « T34 R=F =} F—=2v7 (PPP) TIT>TWLWE T, ACTC IF.
National Institutes of Health &2 F @ National Institute on Aging IZ & 2 E&IRBHAEZ T TWET, X7/,
2022 £ 1 Bho, BV MULAR -7V PURZERZEE CKEIX—-UMEY ML R) AEET S
BTV YNAT—Fy b7 =731 =v  (Dominantly Inherited Alzheimer Network Trials
Unit, LUF DIAN-TU) A’EMET 2 BMHER 7 /LY /"M ~—J& (DIAD) (X9 2EEKRAER (Tau NexGen
HER) AETRTT, AHRICEWT, LAXRT TN ABERERICL2EBEEL LTRESNE LT,

2. 7ak747VNIZONWT
ZJObF747YNiE, AD ICLZNBEICEESE L. ZOETHEDEL R EBDORANEEETICERE

BeR7-dT. RLEUDISVAIBMD ABETHZ EER bﬂ’(h\i?‘ 7A k747 Y IVIEREA D
BHEOEBEZ5I R L, TORR, BHOA DX L%EN L CRAMEEICEBREEZ RIZ TS

HYVET, TOAHZXLELT, NAKET7 84 F7°3—70)%$%iﬂébﬂé‘d'%>tw’67&‘<\ PR
favz oD Y 7 FIVEEICERNAEEZEITIEIMRESINTVES, 7A74 7Y
WERLT ZET, HREMRANDBREGCRAEEREZ2ERS L. AD OETZHCAREEL’H S &F
ZAbNTWETY,

3. I—HYAENAFTPzvICLkDADBEDEEIZOWT

I—HAENAFTzvE, ADBEFORRRAE - HRERGTICET 51RIE%Z 2014 FH0{T-o TV E
o LARTTIIOVWT, T—HAMId, BEBLIOEFHFELZI7A—NILIEFEL, T—-H (1 OREE
BREEDD LT, T—FA ENAAY U HHREENL - HEREZTVWET,

4 T—HYAUNRAFT—0T4v712&% ADFEEDREICOWT

2005 FELULE, T—HAEeNRAFT =0T 4713 AD BEFI O EEELICEL TRBNAHD
BARZEVWTEE L, T—H¥AMIE LARTTIID bT\%Wﬁﬂ2ﬁkﬂ4#7—7?4y7t®
ALV REHICLY, 2HBICH TS AD #XRE LR - BIF - 85& - IG5 ICRE I 21EMN 2 S
LTWET, 2015 FE5 BICLARTTD/NRNy 77y THAEDREF - %ﬁmxm%hﬁtitto

5. I—HYAH%AESHICTOWT
I—HFA%hRXEtHIE, BEREEFTEOEROERRELXE —RICER, FORZT74v bALICE
M3 [Ea—<> - - ~LRTT (hhe) | 2BEBEBREL, ZOEBSObLE, A4 D [BREEEORHE]
2



P EEREDEIE] ELLWHOHEEEZMENICERTEILE2HILTVET, F70—NILEHER
FEE - RERSAY P70 %Fb, BRNEEESCMED TS [HREE] [HAESE] 2%
NEFTBTUAY M AT 4 AN - Z—XOBWVERRBZX—7 v MIEFWRFEDORIE L IREICEY
HATWET, £/, Hitid. EEOFHEAIRELRFMEEERZ (SDGs) Ox—47v kb (33) TH5 [BEH
ONARVEERE (NTDs) | OHIEICHEIF/EEICHR D/ — b — L EHE L THEEBHICERYBATHLE
T, T A HASHOFEMBERIE. hitps://www.eisai.cojp # TELZE W, SNS 7HT ¥ b X,
LinkedIn, Facebook THBEHRARELTWET,

6. NAFAT Y - AV7IZDWT

1978 FEDRINUF, NAFP zVIHRZY —RITBEINA AT/ /AP —DET, BEIADAE
ZEEL, BEPCABOII 22T A IMEZ -0 THELZBRITTH-DICEFNETA VX
ERBLTWET, A BIdBNIEBET 7V MNHLEDB20T 77— b - AV - 757 ROBEECHA
BEAHET 27201, NEOEYFIIHTZREVWEREZIGHEL, ER32EX) T4 2FHALET,
bR RNABREEZ DO THOIKRENBERONT v 2%2EZEL-ET, BEICYX7ZRD LW
ST7E—FEFRLTWET,

NAFT 2 VICBT BBEMICOVTIE, https://www.biogen.com/ 3 K T SNS #4& X, LinkedIn,
Facebook, YouTube #Z&E < 72& WLy,

Biogen Safe Harbor

This news release contains forward-looking statements, including about the potential clinical effects of lecanemab
(marketed as LEQEMBI); the potential benefits, safety and efficacy of lecanemab; potential regulatory discussions,
submissions and approvals and the timing thereof including for LEQEMBI (lecanemab) subcutaneous autoinjector (SC-
Al); the potential to expand options and reduce healthcare resources by treating Alzheimer's disease at home; 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,”
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“anticipate,” “assume,” “believe,” “contemplate,” “continue,” “could,” “estimate,” “expect,” “forecast,” “goal,”
“guidance,” “hope,” “intend,” “may,” “objective,” “outlook,” “plan,” “possible,” “potential,” “predict,” “project,”
“prospect,” “should,” “target,” “will,” “would” or the negative of these words or 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 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 differ materially
from those stated or implied in this document, including, among others, uncertainty of our long-term success in
developing, licensing, or acquiring other product candidates or additional indications for existing products; expectations,
plans, prospects and timing of actions relating to product approvals, approvals of additional indications for our existing
products, sales, pricing, growth, reimbursement and launch of our marketed and pipeline products; the potential impact
of increased product competition in the biopharmaceutical and healthcare industry, as well as any other markets in
which we compete, including increased competition from new originator therapies, generics, prodrugs and biosimilars
of existing products and products approved under abbreviated regulatory pathways; our ability to effectively implement
our corporate strategy; difficulties in obtaining and maintaining adequate coverage, pricing, and reimbursement for our
products; the drivers for growing our business, including our dependence on collaborators and other third parties for
the development, regulatory approval, and commercialization of products and other aspects of our business, which are
outside of our full control; risks related to commercialization of biosimilars, which is subject to such risks related to our
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reliance on third-parties, intellectual property, competitive and market challenges and regulatory compliance; 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;
and 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, which are available on the SEC’s website at www.sec.gov.

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, 2025, and in our subsequent reports on Form 10-Q. 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.

Digital Media Disclosure

From time to time, we have used, or expect in the future to use, our investor relations website (investors.biogen.com),
the Biogen LinkedIn account (linkedin.com/company/biogen-) and the Biogen X account (https://x.com/biogen) as a
means of disclosing information to the public in a broad, non-exclusionary manner, including for purposes of the SEC’s
Regulation Fair Disclosure (Reg FD). Accordingly, investors should monitor our investor relations website and these
social media channels in addition to our press releases, SEC filings, public conference calls and websites, as the
information posted on them could be material to investors.
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