20236 A 12H

& fu
2" &2 T -1 A4

REHELZ REXHITHR CEO NEE Bk
(3—F 4523 HIEI754 LHE)

A TR
Fliﬁlil_d-% :I_,_J{I/_I\]i_—,_:'ﬁ'—:/EI\/?E%'I

fE4 AR /I&F (TEL 03-3817-5120)

KE FDA BRRERIIL2—HTT VYA 7—fmaEE [LEQEMBI®] (LA%=7) @
BRI EDREXT 1 v b &8

6 A 9 B CREIFRARKE) IS N/ KERRERERRF (FDA) O - PIRREYHHEESD
fERICOWT, 6 10 B 7K 45 (AAKR) (0 7LRYY—REHRKRLELEDT, IR

neBY, BALELET,

BEH, AEICKD 2024 F 3 RHAOERETE~ORZEIIEMTH Y, 2023 F5 B 156 HICEKL
TEETRICEERIHY £HA,

ME



Eisﬂ) g Biogen

2023F 6 A 10 H
T—H A %RAEHE
WNAFT oAy

KE FDA BBMIZRERIE 22— TT VYN 7—KwiaEE [LEQEMBI®] (LAX<7) O
BRER EDARRT 14 v b &XHF

FDA X715 - IR REYFZIEES R BEI T/ o v —FEIRE L /-
AR S O — 3 ILEEFEE NTE Clarity AD BRAFE D 7 — % [CEDERE

TR [ I 7 B BAFEICIEE SN, PDUFA 7225 >7— it
2023 F 7 H 6 HICRE

[LEQEMBI] I EH T/ o 7 —paaE s L TFDA LY
2023 F 1 A 6 B ICE AN F

T—HA AR (St BRE. KFBITER CEO @ REEEXR. UT =T—H%4) &nN(4+F
vz 472 (Nasdaq:BIIB, &t : KE~YFa—tyYyMsr>r79J v, CEO:
Christopher A. Viehbacher, AT N4 # 2 zy) E. DU, XkEEREZXRE (FDA)
DAY - PIRHERREYEMMZEZES (Peripheral and Central Nervous System Drugs
Advisory Committee, T AZEMEESR) HBESIN. [LEQEMBI®] ;5 100 mg/mL &
W (—fx&  LAhx<7) OEEKREIE Clarity AD BREFRER OISR A, AFIDERK DR
74V bERTIETVATHB I LN, 22— THXFINELI-OTEHMOELET,
E7-. AEBMEERIZ. [LEQEMBI] O#MENERXT7 4 v b - URIT7AT7 7/ ILLER
RBERZXFL., MR T, ApoEed FEEEGHRREE. NEARR & AN RELR LS
Ek. M7 104 FOBEOHEERALEDFEDY 77 L—TICB T 2FERICOVWTHE
wmLELS

SEIOMI; L -FHFIRD> BRI NI ABZREERICL 225 —H0HME, =T—HY1 D
KIFE S O —/NVERERZE 148 Clarity AD BREEFRER D T — R IC L 2 EYRFIAR — A EHE
(supplemental Biologics License Application : sBLA) ([ZE DWW TWEd, Clarity AD &
EBRTlx. 18 » AR LT, [TLEQEMBI] IC& 3B, 77K ELHEL T,
MErENICEEICERARAMEE L BREEREOBIH ZRL (27%. p=0.00005) .
HRICHRESNA-ETEZTFTMEB 2R L L7z, O, ZEEZER LR HSE
EERBEDZELICEAT 2T RTOBRFHMAER ICOWTH, MAENICHEICEELREN
ErRHoNEF LI, [LEQEMBI] HEH TR —MHUBAEEER (10%U L) (F.
Infusion reaction ( [LEQEMBI] :26.4%. 7ZtK :7.4%). ARIA-H (Bdf/hHim. B
Hin, RAESTY k& s TLEQEMBI] :17.3%. 7Z7t3% :9.0%) . ARIA-E (G#

1



fE,/ 24 ; TLEQEMBI] :126%. 75++K :1.7%) . % ( [LEQEMBI] :11.1%.
754 181%) . #fE ( [LEQEMB1] :104%. 75+tFR :9.6%) TL7=, Infusion
reaction [T KEEAHIEEHIOHEE (F'L—FK 1-2:96%) THY. ZOEL ZVEREE
ICHRBLELE (75%) o ARBOBERIZ. 7L YynA~x—REKRARSE (CTAD) 12T
FF& L. REEFICERFMEGS the New England Journal of Medicine \Z35E & E L 7=,

[LEQEMBI] X, 73IAA kR—% (AB) DRIEMH (FA 74 7VUL*) BLURE
MERERICTT B E MEIgGl £/ 7 A—F iR, KEICHWT, [LEQEMBI] I,
2023 &£ 1 A 6 HICHAE&AR ==, A 18 BICHEFTZHAHBL £ L7, ANRERARIL.
[LEQEMBI] #°* AD O THBMAICEE L AB 77—V DR HEERLIZERK
FINEAROERICEDICHDTT, AREAEDEM L LT, Clarity AD RE&ICK Y. Be
REDRZT 4y bZI&IHET B ENKRODONTVWET, ZD-UKEMEERIL, Clarity
AD HHERICHEWT TLEQEMBI] DK EDRET7 4 v FHRIEIN-Z LICEE—HTRE
L* L7, 7/WEEREZED PDUFA (Prescription Drug User Fee Act) 77> av 75— hik
2023 FE 7TB 6 HICRRESNTWET,

LAXRZIZIOWT, I—YAIE ARBLVEFERFLZ/O—/ULICEEL, Y4
DEEBEBREEDD LT, TP ENMF Yz YHAHEWEL - HAREREZITWET,

* 7O b7 47 YILiE, 75-5000Kd DELAM AR EEATY 23,

- https://www.alzforum.org/news/conference-coverage/lecanemab-sweeps-toxic-av-
protofibrils-catches-eyes-trialists

% Sehlin D, Englund H, Simu B, Karlsson M, Ingelsson M, Nikolajeff F, Lannfelt L, Pettersson FE.
Large aggregates are the major soluble AB species in AD brain fractionated with density
gradient ultracentrifugation. PLoS One. 2012:7(2):e32014. doi: 10.1371/journal.pone.0032014.
Epub 2012 Feb 15. PMID: 22355408; PMCID: PMC3280222..

- Soderberg, L., Johannesson, M., Nygren, P. et al. Lecanemab, Aducanumab, and Gantenerumab
— Binding Profiles to Different Forms of Amyloid-Beta Might Explain Efficacy and Side Effects
in  Clinical Trials for Alzheimer's Disease. Neuwurotherapeutics. 2023;20:195-206.
https://doi.org/10.1007/s13311-022-01308-6

AMHCET 2 REERBHAVEHEE
T—Y A HRAR WAz AV Y
PR &8 "7V 7727—2X
TEL : 03-3817-5120 public.affairs@biogen.com



https://www.eisai.co.jp/news/2022/news202285.html
https://www.nejm.org/doi/full/10.1056/NEJMoa2212948
https://doi.org/10.1007/s13311-022-01308-6
mailto:public.affairs@biogen.com

1. LART7IC2WT

Lhx~<7 (—f&%. KE7S5 > K4 : [LEQEMBI®] ) |, BioArctic AB (Kt : XUz —F .
UF NAFT—=0T74v7) LI—FAOHERREL O/ ONS, 7IAAFR—% (AB) ORLE
M (FEb747V) BLOTBEERERFRICHT DL ML 1gGl £/ 7 0—F LG TT, KEIC
FUWT, [LEQEMBIJ (%, 2023 % 1 B 6 HICKEEREERRB (FDA) LY ARARZEEL £ L
7= KEICH T2 [LEQEMBI| OBISEIX T LY /N4 <w—fF (AD) OBETT, [LEQEMBI] I
LBBREIL. BRAFABREFER. AD ICL2BREFMEST LA IIBREZNEDOHEEFRICEWVLTHIKAT
ZRBEAHYET, INOOFHHLY bR IR TORERRICET T2 e AEMED
T—REHY FHA, REIGIEIX. [LEQEMBI] THEBIN/-YEEHRTERINSE: ABTF7—7
DOBDICEDE, RARTERINTVWET, FAAREATOEH L LT, RIERBRICK 2EREKANE
BHOERIDELRY X7,

KEICH T REARICEDCAABRIZZI LoD DAFTEEXT,

LAx=ZICo2nTid, BER, B (EU)  RE. »F+ &, ZE (74072 PR (| 8
EIlEWTH, ZNENEARBFZTo>TVWET, BREFEICEVLWTIEBLEEEIC. BE 74
LZ Y REBL) ICBVTIE, EFNARRRICOVWTEHECOBB%ZEBT I L2BNE L
ILAP (Innovative Licensing and Access Pathway) ICIEESNTUWET,

LAXSRTORTEFICLDINAATRAZE) T4 AR T L. Clarity ADSREROLE ICHE W T
ET#HE5OFEAETR T,

2020 £ 7 Bh o, BRARIERIFEEE T, AD DLW BHART—2ICHh - 50N ABEBENEFRIBL N
LWELUBHELRLOTL 7Y ZHI AD 33K E L7-ERKRSE 11B3KEE (AHEAD 3-45 &ER) #KE
®D AD & U'EEET 2 RAVE D MTHIEGRAER D /- 0 DEBE %12 F 2 Alzheimer's Clinical Trials
Consortium (ACTC) &7 Yy o « T34 _R—=F « X—=hF—=>v T (PPP) TIT>TWLET,
ACTC (. National Institutes of Health 22 F @ National Institute on Aging I & 3B &IRMHAEZ T T
WE7,

£72. 2022 £ 1 A D, BV RLAR - 7YY Y RBPERE CKEIX—UME>Y bibA R)
NEETIEMERTALYNAT—%y b7 —27HEBE1=v  (Dominantly Inherited Alzheimer
Network Trials Unit, X{F DIAN-TU) AT 2BMHEET7 /LY /(1 ~—%% (DIAD) IZx3 2R
HER (Tau NexGen HHER) AETH T, AHRICEWT, LAY T ABEEIC K 2 EMEE
ELTEESNE LT

2. T—HAEeNRAFV Il kD AD BEHDREICDOWT

IT—HPAEenNAF T d AD BEXRIOREREMR - £RRFEICET 2RE% 2014 £H 0175
WEF, LAXRTTZIZO2VWT, T—H A3, AEBLVESHFLZ I/ O—\WLICEEL, T—YF1 0D
BIRBEBREENH E T, T—HVAEeNAF Pz U HEIFEL - HRKEZTVET,

3. I—HYAENAFT—0T4v7I12&% AD BEHDEEEICOWNT
2005 LR, T—HAENAFT =0T 14 v 71 AD AEEORR & M3 ICB L TRBNAH
NBERERNCEE LT, T—HFAIE LARTTIZDOWT, 2001 F 12 BICNAFT =0 T4 v 7


http://www.leqembi.com/-/media/Files/Leqembi/Prescribing-Information.pdf

EDTAEVRERICLY, 2HFIZEITS AD ZXRE LI-HE - FIF - 8iE - IR ICEAT &R
ZEREBLTWETYT, 2015 £ 5 BICLARXRTTONYy 77y THEORK mEACENEZmHELEL
7=

4, T—HAHAREICONVT

I—HAH%ARHIE, BERLEFEOEROERREZE—RIIEZX, ZORX7 14 v FALEIC
B2 [ba—<> - ~LRTT (hho) | ZBEBILEL, ZOBIDLE, A4D [BRER
DEH] P TEEREDZE] EWHIHREBZNERNICERT LI 2HILTVWET, 7A—/NL
RERREAR - £E - RGeSy b7 -7 2REb, BRNEERBEMEOT S [HEEE] [HA
B ZHROETET VAV AT A4 AL - Z—XDEWERREZ—F v MIEINRIEDOAIH
ERBICRYBATHLET,

Ff-. Hftid, EEORAIEARKEZE (SDGs) 0X—7v kb (33) THD [BEHALNEWE
#% (NTDs) | oflEICEIF/EENCHR D/ — b F— & EE L CTHEBHICRYVBATHET,

I —H A RS OHEMIS®IL, https://www.eisai.cojp ZZEL & W, SNST7AHT ¥ b
Twitter, LinkedIn, Facebook THEHRAFHL TWET,

5. "M ATz - AV 7IZD0WT

1978 FICERILINTNAF T 2 v, ZRUBECLEBLAEFR— 7+ VT 2HF L. BRUEHE
MREDRADBEEZEBLL. TLYNAI—HEORBIMERAT 2 - >0BREZHRARKET 4
E. BECOEFNEA / R=> a3 v aEBHLZIA—NL - N F T /Ay —hETT, NA
FT o UIIHIR, HREH BEORR. FOEEL Vo EBICEVLTEBANARERESAY S 58
A77AVEERSE, VATV X ZBLUTALICERT 2L WO ERZEHKICERL, A4H &Y
RIS, IR TEFICEET TWIZEHREAZ LSRYBATHLET,

NAFL 2V ICBTBERICOWLTIE, https://www.biogen.com/ £ L T SNS #{& Twitter,
Linkedln, Facebook, YouTube % Z& < /=& Ly,

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 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 statements may be identified by words
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intend,” “may,
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such as “aim,” “anticipate,” “believe,” “could,” “estimate,” “expect,” “forecast, plan,”

" ow

“possible,” “potential,” “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 studies may not be
indicative of full results or results from later stage or larger scale clinical studies and do not ensure
regulatory approval. You should not place undue reliance on these statements or the scientific data

presented.
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These statements involve risks and uncertainties that could cause actual results to differ materially from
those reflected in such statements, including without limitation unexpected concerns that may arise from
additional data, analysis or results obtained during clinical studies, including the Clarity AD clinical trial
and AHEAD 3-45 study; the occurrence of adverse safety events; risks of unexpected costs or delays; the
risk of other unexpected hurdles; regulatory submissions may take longer or be more difficult to complete
than expected; regulatory authorities may require additional information or further studies, or may fail or
refuse to approve or may delay approval of Biogen’s drug candidates, including lecanemab; actual timing
and content of submissions to and decisions made by the regulatory authorities regarding lecanemab;
uncertainty of success in the development and potential commercialization of lecanemab; failure to
protect and enforce Biogen’s data, intellectual property and other proprietary rights and uncertainties
relating to intellectual property claims and challenges; product liability claims; third party collaboration
risks; and the direct and indirect impacts of the ongoing COVID-19 pandemic on Biogen’s business,
results of operations 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 are based on Biogen’s current beliefs and expectations and
speak only as of the date of this news release. Biogen does not undertake any obligation to publicly
update any forward-looking statements, whether as a result of new information, future developments or

otherwise.



