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Mild Cognitive Mild Moderate Severe
Impairment Alzheimer’s Alzheimer’s Alzheimer's
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Disease begins in Disease spreads to Disease spreads to Disease spreads to
Medial Temporal Lobe Lateral Temporal & Frontal Lobe Occipital Lobe
Parietal Lobes
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B 2021FDIRT - SAEEY B S OBERE R As 5D HIE (acetylcholinesterase inhibitor) &
NMDA (N-Methyl-D-Aspartate) = 5&3E 171 % /iy K48 -
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Donepezil 1996 Aricept
Donepezil 2022 Adlarity (FrEIEY)
£ TR N g B g 0 751 7 Rivastigmine 2000 Exelon®
Rivastigmine 2007 Exeé;ﬁnﬁ(ﬁj)gge;tch
Galantamine 2001 Razadyne/Reminyl
NMDA Z 57l Memantine 2003 Ebixa®
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NOC 0002-9401 01
M
NOC: 62856-215-01 ¢ k|5Unla"‘ | /
pe. %g.""a.nema -azht)
|l o = £ct.on
Mo sgre W mg/:
~ B 2 isunia™ g (75 mg,:g mL
NLEQEMBI e ff Mo
(lecanemab-irmb) : & 3 m’"‘mo: Only
Injection

500 mg/5 mL
—-—— = (100 mg/mL)

1 54406-101-01

(@ Adaoelm.
(£ canun -avwa)
action

170 mg/1.7 mL
(100 mg/mL

2024

For Intravenous Infusion Only
Must be diluted prior to use

Kisunla
(Eli Lilly)

2023

Legembi
(Eisai/Biogen)

2021 (withdrawn)

Aduhelm
(Eisai/Biogen) e
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
LEQEMBTI* safely and effectively. See full prescribing information for
LEQEMBT".

LEQEMBI* (lecanemah-irmb) injection, for infravenous use
Initial U.5. Approval: 2023

WARNING: AMYLOID RELATL A R | AE” 'Tflz ﬁﬁ s

See full prescribing informafi

Monoclonal antibodies directed against aggregated forms of beta
amyloid, including LEQEMBI, can cause amyloid related imaging
abnormalities (ARTA), characterized as ARIA with edema (ARIA-F)
and ARTA with hemosiderin deposition (ARTA-H). ARTA is usually
asvinptomatic, although rarely serious and life-threatening events can
occur. Serious intracerebral hemorrhage greater than 1 cm have
occurred in patients treated with this class of medications. (5.1, 6.1)
ApoE =4 Homozvgotes

Patients treated with this class of medications, including LEQENIBI,
who are ApoE =4 homozygotes have a higher incidence of ARL—tl,
including symptomatic and serious ARLA, compared to
heterozyvgotes riers. Testing for ApoE =4 status should

T AApPOE eAE R EE 5 [ b

Consider the benefit of LEQEMBI for the treatment of Alzheimer’s
disease and potential risk of serious adverse events associated with

ARTA when deciding to initiate treatment with LEQEMBL (5.1, 14)

RECENT MAJOR CHANGES
Boxed Waming 7/2023
Indications and Usage (1) 7/2023
Dosage and Adnumistration (2.3) 7/2023
Contramdications (4) 7/2023
Warnings and Precautions (5.1. 5.2, 5.3) 7/2023

AR EBNFE

NS AND USAGE
t of Alzheimer’s disease. Treatment
patients with mild cognitive impairment
population in which treatment was

3] /8 4o FE B -

————DOSAGE AND ADMNONISTRATION ———— —

- + Confirm the presence of amyloid beta pathology prior to mitiating

treatment. (2.1
( ) BWIHRIE - EFDA - 2023/7

*  The recommended dosage 1s 10 mg/kg that must be diluted then
adnunistered as an mtravenous mfusion over approxamately one hour,
once every two weeks. (2.2)

Obtam a recent baseline bramn MRI prior to mitiating treatment. (2.3, 5.1)
Obtain an MRI prior to the 5%, 7%, and 14 infusions. If radiographically

observed ARTA occurs, treatment recommendatigns are based on type.
prior to administration. (2.4)

severity, and presence of symptoms. (2
o . | PEEEMRIiETE
«  Admuimister as an intravenous mfusi

*  Dxlution in 250 mL of 0.9% Sodiuy

ternunal low-protem binding 0.2 micron m-lme filter. (2.5)
———————— DOSAGE FORAMS AND STRENGTHS——
Injection:
* 500 mg/5 mL (100 mg/mL) solution mn a single-dose wial (3)
* 200 mg'2 mL (100 mg/mL) solution in a single-dose vial (3)

CONTRAINDICATIONS

LEQEMBI 1s contraindicated in patients with serious hypersensitivity to
lecanemab-irmb or to any of the excipients of LEQEMBL (4)

—— WARNINGS AND PRECAUTIONS —————————

»  Amyloid Related Imaging Abnormalities (ARIA): Enhanced clinical
vigilance for ARIA 1s recommended duning the first 14 weeks of
treatment with LEQEMBI Risk of ARTA including symptomatic ARTA
was mcreased molmopmtem Eed honmzygote'; compared to
heterozygotes and noncarmers. If a patient expenences symptoms
suggestive of ARIA, clinical evaluation should be performed, mcluding
MEI scanning if indicated. (2.3 5.1)

» Infusion-Related Reactions: The infusion rate may be reduced, or the
mfusion may be discontinued, and appropniate therapy admumistered as
clinically indicated. Consider pre-medication at subsequent dosing with
antihistanunes, non-steroidal anti-inflammatory drugs. or corticosteroids.

(5.3)

ADVERSE REACTIONS

Most common adverse reactions (at approximately 10% and higher meidence
compared to placebo): infision-related reactions, amyloid related imaging
abnormality-microhemorrhages, amyloid related imaging abnormality-
edema/effusion, and headache. (6.1)

To report SUSPECTED ADVERSE REACTIONS, contact Eisai Inc. at
1-888-274-2378 or FDA at 1-300-FDA-1088 or www.fda.gov/medwatch.

See 17 for PATIENT COUNSELING INFORMATION and Medication

Guide. .
Revised: 7/2023%
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1. J0% : Biogen
2. 85 : DexCom

B S N = S

1  Boston Scientific Co/iE L1875} £3 7.52% Boston Scientific Co/iE T1EF £3 7.55%
2 Regeneron Pharma/E#MEEZE  6.81% Regeneron Pharma/ & {5 4 b B8 2 7.20%
3 Intuitive Surgical/EE5N AT 6.14% Intuitive Surgical/EE5NI AT 6.70%
4 Eli Lilly & Co/{#&RAE] 5.51% Edwards Lifesciences/BEELmRIE 5.81%
5 Edwards Lifesciences/EBfEZEE B E  4.84% Eli Lilly & Co/{#&8RAE] 5.45%
6  Agilent Technologies/ZEm#E X AT 4.29% Medtronic/Z= 3.97%
7 DexCom Inc/DexCom‘AE] 4.27% Agilent Technologies/Z#Ef@flx A8 3.90%
8 Medtronic/Z=HN3 4.17% Vertex Pharma/fE R H & AT 3.61%
9 Vertex Pharma/f& = & A T)* 3.31% DexCom Inc/DexComZAE] 3.31%
10 Olympus Corp/BE# B & AE* 2.83% Biogen Inc/E @ AT 3.00%
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- ARAI+ABREE XA+ ABREE
1 2H

82.60% = 86.01%
2 mt 4.08% Int 3.31%
3 B 1.16% B 1.18%
4 5 ] 0.00% EE] 0.00%
5 = 3.73% HA 3.44%
6 MEX 0.31% MZEX 0.31%
7 & 8.12% RE 5.75%
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2 EMRR 23.83% EMII 28.12%
3 Ewtl2TRERE 8.17% SRl B THER 7.95%
4 ey 7.87% 13 8.31%
5 B R R 0.00% ER R 0.00%
6 EEREHEDER 0.00% BEREHED AR 0.00%
7 HAth 0.00% Hith 0.00%
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