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NDC: 62856-215-01
Rx anly

XLEQEMBI'

(lecanemab-irmb)
Injection

500 mg/5 mL

NDC: 62856-212-01
R only

LEQEMBI

(!ecanemah irmb)
Injection

200 mg/2 mL
(100 mg/mL)

‘For intravenois lnfusion Only
Mt be diisleq prior b use

Injectio
| 200 mg/2 mL
00 mg/mL)
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Clarity AD Primary Endpoint: CDR-SB
Lecanemab Significantly Slowed Disease Progression on CDR-SB by 27% at 18 Months

and at All Time Points Beginning at 6 Months e ——

° “64 H OEITIIE]
1
1

(

o
S
|

0.8-

LS mean
difference at
18 months: -0.451

1.2

27% slowing
by lecanemab
at 18 months

= Placebo
- ecanemab

Adjusted Mean Change from
Baseline (+SE) in CDR-SB

1.6
* p <0.05; ** p <0.01; *** p <0.001; **** p <0.0001

0 3 6 9 12 15 18

Visit (months) o _
(N) Placebo: 875 849 828 813 779 767 757 Tomr N g o November 25
(N) Lecanemab: 859 824 798 779 765 738 714

Note: Based on modified intention-to-treat analysis population, Adjusted mean change from baseline, SE and p-value are derived using mixed model repeat measures (MMRM) with treatment group, visit, treatment group
by visit interaction, clinical subgroup, use of Aizheimer's disease symptomatic medication at baseline, ApoE4 carrier status, region, baseline value by visit interaction as fixed effects, and baseline value as covariate.

25
CDR-SB, Clinical Dementia Rating, sum of boxes; LS, least squares; SE, standard error.



ADAS-Cog14:

Lecanemab Significantly Slowed Disease Progression on ADAS-Cog14 by 26% at 18 Months

and at All Time Points Beginning at 6 Months

“

0
ADASIZIT R2RIZEEDEZRL 72
4.
-
E E‘ **12/
Q 2= .
£9
';: o ? difljf:r:neca: at Hgi%g E/\] L: ‘j:
M =
gﬁ 18 months: -1.44 144,'\]:\'_\@%
+
E ';‘ e e el
o £ = Placebo 26% slowing
ey a — Lecanemab by lecanemab
{m 5 . 5 at 18 months
* p <0.05; ** p <0.01; *** p <0.001; *** p <0.0001
E i | 1 1 ] 1
0 3 51 9 12 15 18
Visit [manthsl This article was published on Movember 29,
(N} Placebo: 872 844 823 aa7 L] 762 738 2022, at NEJM.org.
(N} Lecanemab: 854 814 7893 T 753 T30 T03

Moee: Basad on modified inlenton-o-ireat arsfmis popuialion. Adjusied mean changs fom beseline, SE and p-vakie ane derived using mined model rmpesd measunes (MMBEM) with

group by vist intaraction,

groug, visi, |

chnical subgroup, use of Alzheimer's disease symplomatic medicalicn at basaline. ApoE4 carner stalus, regon, bassline vakle by vait inkaraction as fivsd eflects, and baseline valon 23 covarnata

2y ADAE-Cogid, Alzheimer's Disease Assessment Scale<cognilive subscale, LS, least squares; 3£ siandard aror.
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Donepezil
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10mg7% 638 L4
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MMSE : 5-13
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FEERED
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——o—— Placebo donepezil and placebo memantine

- =@~ =- Placebo donepezil and active memantine

—— & Active doneperil and placebo memantine

— —#— - Active donepezil and active memantine
47
Dtirection of improvement
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25
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i) b 18 3o 52 a & 18 E1i] 52
Visit Week Visit Week

Figure 3. Mean Scores on the Standardized Mini-Mental State Examination (SMMSE) and the Bristol Activities
of Daily Living Scale (BADLS), According to Visit Week and Treatment Group.

Scores on the SMMSE range from O to 30, with higher scores indicating better cognitive function; scores on the
BADLS range from 0 to 60, with higher scores indicating greater impairment. Shown are raw estimates of the mean

score at each visit. 1 bars denote the standard error.

N Engl J Med 2012;366:893-903.
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ARIA (Amyloid-Related Imaging Abnormalities) 7 2 B4 N EBHHRES



AR|A E@-/EF\/E\-}_.‘ 12%DANICEL S

ApoE4 & D AITH LT L
KA EEIRZAD

Placebo = Lecanemab [E=tr¥-—E ke IailOR-X:;
(N=897) (N=898)

niN (%) niN (%)

ARIA-E 15/897 (1.7)  113/898 (12.6)
ARIA-E by ApoE4 genotype
ApoE4 noncarrier ;§{x 7 IE{RiFE  1/286 (0.3) 15/278 (5.4)
ApoE4 carrier  E&{ZF{RiFE 14/611 (2.3)  98/620 (15.8) 21 61
ApoE4 heterozygote 1:&{5F 9/478 (1.9)  52/479 (10.9)

ApoE4 homozygote 2&E=F 5/133(3.8)  46/141 (32.6) 315
Symptomatic ARIA-E* 0 25/898 (2.8)
APDE4 nuncarrier 0 4/278 {1 '4) This article was published on Movember 23,
o 2022, at NE/M.org.
ApoE4 carrier 0 21/620 (3.4)
ApoE4 heterozygote 0 8/479 (1.7)
ApoE4 homozygote 0 13/141 (9.2)
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Clarity AD Subgroup Analyses: CDR-SB

Consistent Results Across Other Subgroups of Interest

e e ——
#— N
ij % Adjusted Percent
No. of Participants Favors lecanemab Mean Slowing of
(placebo, lecanemab) < 1 Difference Decline (%)
Overall 875,859 —— : -0.45 27
1
o ApoE4 Genotype Status 1
A p 0 E4 h om O'f% ?d- % @ jj— Noncarrier 275, 267 e e 1 -0.75 41
7 S4EE | N Heterozygote 468, 456 —— | 0.50 30
‘i}ﬂ%ﬁ 7 L Homozygote 132,136 — 0.28 2
Sex ' N
Female 27| 464, 443 —_— 0.20 12 D T HE)
Male ==} 411,418 e — 1 0.73 43 -
\ L N = Age 77 |¢ % L‘ < LY
65U TIEMRENHEZ T <6 178, 166 —_— 008
7,_ - 65-74 381, 368 ———| -0.37 23
QAN 275 316,325 —_— . 0.72 40
Ethnicity - Global
Hispanic 108, 107 —— 0.50 52
Non-Hispanic 743,715 —— -0.46 25
Race - Global I
White 677,655 —— -0.49 27
Asian 148, 147 ———— 0.35 19
Black 24,20 > 0.72 63
Ethnicity - United States :
Hispanic 99,100 —— -0.53 113
Non-Hispanic 356, 354 —— | -0.58 31
Race- United States
White 431,43 —p— | -0.58 36
Black 21,19 > -0.55 63

1 1 L) 1 ] I 1
20 -16 -12 -08 -04 0 04 08
Adjusted Mean Difference in CDR-SB versus Placebo (95% Cl)

33 ApcEd, apolipoprotein E4; COR-SB, Clinical Dementia Rating-sum of boxes; Cl, confidence interval.
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s FHRUREZ LS Eecd (ApoEed) FEHESE: [LEQEMBI] 258
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Lancet
. 2020 Aug 8;396(10248):413-446. doi:
 cases Traumati ”’“’"""’“’*‘“‘”‘"‘"’“"""""“‘”“’”" T T —— o 10.1016/50140-6736(20)30367-6. Epub 2020 Jul 30.

denote the fraction of the total prevalence attributed to each factor, [Courtesy ofLmngsmﬂ etal, Lancet
2020
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Later life
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Figure 2. Change in ADAS-Cog-13 Scores During the 6-Month Intervention
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