20233 R 6H
&

2 % T —HFAKRRH
REESL ARERPITHRCEO W% (EPS
(3—F 4523 EIE/ 74 L)
mads OUN
S—RL—baIa=f—3 3484
te4 AR IMRF  (TEL 03-3817-5120)

[LEQEMBI™| (LA%T7), TIYNLT—imaEERE LT7ZIVERICHEITT-
EYRREGE—EEERE (sBLA) HKE FDA ICZEBIh, BEEEICERT

7|<IL |75 [LEQEMBI] OE¥8FI#GR—EBEZE R (sBLA) (CDWT, 3 B 3 HICTKE FDA
ZHIN, 3A6H8K30MNIMFERDT LAY —XEFRKKRLEL-DOT, FED LB B
bﬁbi’é‘o

BH. AMFICLD 2023 F 3 AHADOEBRTFTEANOXLEEMTH Y., 2022 F 11 B 7 HICREKXL
TEETRICEEEIHY £HA,

ME



@ g Biogen

202343 A6H

YA %A SR
NAFT v Ay

[LEQEMBI™] (LAXT7) . TIIYNnA2—fmiaEEe LT7VERICATT:
EMRFER—BEEBRTE (SBLA) AKE FDA ICREBSh, BAEEEICERE

FDA (1B5/% 4 Il #5 Clarity AD 18 3F58 D 7 — % 75 L .
[LEQEMBI] DFFERED 6 7 NEGENDEE & HEE

BAEEIEEICL Y EBHEHFMEE . PDUFA 72 > 5 >7— g
2023 F 7 H 6 HICRE

T—HA %S (Bt =R, KFITH CEO : NEElER, UT =T—H4) &M 4Pz
v+ 47 (Nasdaq: BIIB, &#t : XE~YFa—tv Vs> 7U v CEO : Christopher A.
Viehbacher, WA F /N4 F 2z >) (&, [LEQEMBI™] ;X5 100 mg/mL A& (—f# % .
LAxR<7) ORAREKRBLOTIVERBANOEEICAT-EYRE AR —BLEERE

(supplemental Biologics License Application : sBLA) A KERRERSRE (FDA) ICZEIN/
ZeEBHLELET, AEBIIEBLEEEICIEE SN, PDUFA (Prescription Drugs User Fee Act)
Tovavr—F (FERTERH) 22023 F£7 8 6 BIKESNE L7z, ABHFIIOVLT,
FDA 3BRRFR CHEMZEREZFEL TLWETH. HREIOLWTIEAERL TLEEA,

[LEQEMBI] (. TI/&KE (B 747V BLUORNBEET7TIRA KB (AB) HEMRICH
T35k ML l1gGl £/ 7 A—FILHETY, KEICEWT, 2023 F 1 B 6 BIZT LY NAT—I&
(AD) DR e L TREAGES N, BB, Z7LEASRIC@EIT7: sBLA % FDA ICIREL £ L7
[LEQEMBIJ 2 & %3881, ABRELHER I N/ AD IC & 2BERMEE £ /- IEREFIVEDN Y

EERICBWCHEBTZRE HY £T,

SEID sBLA 13, K#RIES A —/ILVERARES IIMBIREESER T % Clarity AD SHEBROT— X IZED<
HDTT, ARBETIE, FETMMEEA S VL TOEEARRHEER 2 HEt2NICSEICE
BAHEREH > GERL £ L7, Clarity AD FHEROHFERIE, 2022 £ 11 BICE 15 BT7LYNA~<
—JREEAR R SE (CTAD) ([CTHERL. RKICERPAMEIIZE the New England Journal of
Medicine |~ b15E SN & L7,

[LEQEMBI] [ZKEICEF W TREARHIEDO T THAERIN, 2023 F 1 A 18 HICHKFTINEL
Too AMEAGRIE. [LEQEMBI] A° AD DR TH ZMAICER LT ABT 7 —7 DBDHIR%Z

1


https://www.eisai.co.jp/news/2022/news202285.html
https://www.nejm.org/doi/full/10.1056/NEJMoa2212948

RLUZ-BRARE I ERBROBRICESICHDTH Y, MIEARICK VRKRNER L AMERTE L
HAAREREEDEH L B> TWET, FDA IZ. Clarity AD SRERIER % L H 1~ 7 DESRIE D
WMIFERERE L CEMiT A& IcAaELTVWE T,

LARTZIZO2WT, T—HA1d, BRELVOCEFRFLZ/O—NLICEFEL, TP/ DR
REEBREEDS & T, T—YA ENAFD 2 U HHERAEREENL - HRARKEZTVWET,

*Za b7 47 YL, 75-500Kd DRIAME AB BEKTT L,

Kt

MBI Y 2 REBFRBHEVAEHES

I—HA %At A R 24
PR & N7Yy o 772T7—R
TEL : 03-3817-5120 public.affairs@biogen.com

BEER

1. TLEQEMBI™] (—M4&:LAhx<7) IcoW\T

[LEQEMBI] (%, BioArcticAB (&K#t : X9z —F>  UF NAFT7—0FT4v7) £T—H A DR
MEHILELON. TIAAFR=%2 (AB) ORAENE (R F747 VL) BLXUORBERERICTHTT
%k hMElgGl :E/ﬁl:l FAFAETY, KEICHBWT, [LEQEMBI] |4, 202341 A 6 HICKERRE
EHEE (FDA) L WALuEAZEZEEL £ L7z, [LEQEMBI] DB 7Y/ v —fF (AD) DB
T9, [LEQEMBI] IC&k %A% L. BARABRLERK. AD ICL2BRERMEE X /-IIBRERNEOHEE
BRICBWTHKB T A2EL»HY FT, TNoDFREALY L RIAF /- 3R TORERBICET 222
MEBHEDT—RIEHY FH A, ABIEIZ. [LEQEMBI] #° AD OIS TH BMAICERE LT AT
5 I DRAMEERLIERAES I HEHAROBERICEDE, EAROT TARBINTULET, AFER&

ROBHE LT, RIERRIC L ZEENERAEOERIDELRY £T,

KEICHITDUAERIEZBONOAFTEXT,

KEICHWT, 2023F1 A6 BICT7LVERBANOEBIZANT -EYRF AR —ZLEEHRHE (supplemental
Biologics License Application : sBLA) % FDA (Z32H L £ L 7=, ERERZE Il 48 Clarity AD &R TIZ. £
EHMEER AL CICETOEEZARIRHMMEE 2 HirFNICaEICEREAERZ > GERKLE l,to EI
RIZHEWT, T—HAI1% 2023 F1 A 16 BHIC, WMITBCEAEERERERHESHEE (PMDA) |
IRFEAGREREZ1TU. 1 B 26 HICE4EHEE & U@%%a( BEINE L7z, RBEBEICEVLTIE %E,ﬁﬂ
MoEffEzo S LIE*uu%ﬁﬁiWﬁﬁ KEEAFRALTWET, BUNICEWTH, 2023F1 8 9 HICEINE
ERT (EMA) ICBRFEAGRHE (MAA) %32 L. 1 B 26 BICREINE L1z, FEICEVTIE, 2022
F£12 A8 L.%ﬂiiuﬁﬁﬁg"éﬁ% (NI\/IPA) IZBLA DT — 2z L. 2023 £ 2 B 27 HICEBEAEEIC
BEINE LT,

LAXRIY7OETEFICEBNAFTRAZEY 74 HERILKRT L. Clarity AD HE& OLE ICEWTKET
‘L5 OFEHIETH T,


mailto:public.affairs@biogen.com
http://www.leqembi.com/-/media/Files/Leqembi/Prescribing-Information.pdf

2020 £ 7 Ao, BRERIERIZIEE T, AD DL Y BHX T —ICH - 2R ABEBEMERE L NLE
LUBMHLNLDTL 7Y =HhL AD Zxige L7zBRRE 11855 (AHEAD 3-45 &) %KED AD &
S OBEET 2 RAE O RMAVERK AR D /- DR %R T % Alzheimer's Clinical Trials Consortium
(ACTC) &R T Vs « T7AR=F - =k F =2y 7 (PPP) TIToTWET, ACTC IE.
National Institutes of Health, National Institute on Aging (& 2 &&IRMHEZIFTWE T, £/, 2022 F
1 Ao, Y bLAR -T2V by RZFEFEH CREIX—UIMNtEY LA R) HEET ZEBMHERT
nynAg<w—xy b7—2o58a31=v b (Dominantly Inherited Alzheimer Network Trials Unit, LLF
DIAN-TU) H'EHEd 2EEEET7IILY /N ~—J% (DIAD) (239 ZERKHER (Tau NexGen 5HER) HVEST
T,

2. T—HYAENAFP LD AD EEHOREICDOWT

I—HAEeENAF Pz viE AD BEFIOHRRMS - £FERGICET 21RE% 2014 EAoT>TWET,
LAXRRZICOWT, T—HA(IE, ARBLUOESERFLZ/7A—NILICEEL, T—Y 1 ORKEBRE
Db ET, TP eNAFV U HRFEL - HRREETVET,

3. T—HWAENAFT—=0 T4 v 7I12L% ADBEOEEICOVT
2005 FELIE, T—HYAENAFT =0T 14 v 713 ADBEEORHK L HELICEAL TREPNVAHHER
;&ﬁm'cgi [,7‘;0 I—HAIE, LARXRTTICOWVWT, 2007 £ 12 BISNAFT =0 T4v7LDT74 %
] . BHRICEITS AD ZXRE L7-HR - FAF - 85E& - IRGEICRET 2 HEMZEEL TV E
'9*0 2015£E5}% ICLARIT DNy 7y THRAEORRE - BEAZNZ/HELE LT

4, T—HFAH%AEEICOVWT

I—HFAKASHIE, BEFRLEFTEOEROEREEZE—RICEX, TORX 74 v bALICER
T3 [ba—<> - ~LXTT (hho) | %ﬁ%fiﬁc‘: L. 2OEBESZDHE, A4D [REEEORHE]
P [EEREDEE] ELIHKEBLWEIRNICER TS 2HILTVWET, 7 A—/NILAHZREHR -
A - RFEHSA Y b7 -0 25 b, BRNEEEBEMEDOT S [HREE] [HAEE] 2HR0eT

BT7VAY LN XT4HN Z—XOFWEBEHICE VLT, EFNAFEORIH RZEICERY HA TYL
Y,

T/, HlE, BEOFRAIGELHAREERZ (SDGs) 0X—47v b (33) THD [BEHLNEWVWETRHE
(NTDs) | o#IEICEIF/EBICHFD/S— b F— L& L TREBYICERY BATHWET,
I—H A XA TDOEMIBEIER L. https://www.eisai.cojp & TEL 2 & W, Twitter 7 A7 >~ b
@Eisai_SDGs THERLHL TV T,

5, N FT v AV 7I2D0WT

1978 FICFHILINT=NAF P 2 v E, ZRMEFBUUECLERFR— b7+ VA Z2HF L. SHMEHEMRE
DEAOBEEERL#EZIL., TILIYNAT—FORBIZERAT 2 - >0OBEERAHFERETIHE, ¥
ZLDEFWEBA / R=2aveEdBHLEZ7A—NIL - NA AT /A —BETT, NM APV
IR, R, BEORE., FPVEEBEL VL EBICEWTEHNABREERY 55/ 14774~
FERBIHE. YA IV REBLTALICERT 2 E WS BEZEKIER L, A4B & VREBREMNIC, &
AR THEFICEZTTWIAHEHRERD LIOMYBATHET,

NAF z VICETBERICOWLTIE, https://www.biogen.com/$ & U8 SNS #4E Twitter, LinkedIn,
Facebook, YouTube # Z& << 72& 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
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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 such as “aim,” “anticipate,” “believe,” “could,” “estimate,” “expect,” “forecast,” “intend,” “may,” “plan,”
“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.
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