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Ngay 06/07/2023, COc Quin ly Thic phim va DO0Oc phim Hoa KO - FDA da chuyl n Legembi
(lecanemab-irmb) thanh ch p thul n truy0n thOng v i chl d0nh d0 diCu tr0 b0 nh nhén trl0ng
thanh m0 ¢ bl nh Alzheimer sau khi thD nghi0 m d& xac nhin I0i ich |am sang. Legembi la khang
th0 d0nh hO0ng Amyloid-beta d0u tién d0c chuyln dli t0 phé duylt clp tc sang phé duylt
truyl n thong do0 didu tr0 bl nh Alzheimer. Thul ¢ hoOt d0 ng b0 ng cach gid m cac mi ng amyloid
hinh thanh trong ndo. Legembi da di0 c phé duylt vao thang 1 theo I0 trinh Phé duylt nhanh.
Con dilng nay cho phép FDA phé duylt cac loli thul ¢ cho cac tinh trll ng nghiém trlng cé nhu
cluchladilcdapOng, diatréndl liDu lam sang chl ng minh tdc diing cla thulc di vOi mOt
tiéu chi dii diln - trong trd0ng hi p cla Legembi, lam gi0 m cac md ng amyloid trong n&o - ¢cé
khO nang dem I0i I0i ich [am sang cho bl nh nhan.

Hinh minh hDa mé f1 cac f1 bao trong ndo bl 0 nh W10 ng 0 bl nh Alzheimer, viimic dl bit
thi'0 ng c a protein beta-amyloid ki t . i vl i nhau dJ 1 o thanh mi ng
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BOnh Alzheimer la mOt r0i lo0n n&o ti0 n tril n khéng thl dlo ngdlc, Dnh h00Ong din hin 6,5 tridu
ngl0i MO. Can bl nh nay din din phd hly tri nh0, kO nang t0 duy va culli cung la khd nang thic
hil n cac céng vil ¢ din gil n. MO ¢ du nguyén nhén cl thl cla bl nh Alzheimer vin chla dilc
bilt dly d0, nhlng n6 dilc dlc trlng bli nhi ng thay dli trong n&o - bao gdm s hinh thanh cac
m0 ng amyloid beta va dam rli (tau) - d0n d0n mOt cac t0 bao thi n kinh va kit ndi cla chdng.

Nghién clu 301 la mOt thd nghidm da trung tdm, ngl u nhién, mu déi, c6 nhom chil ng, nhém
song song, thu nhi'n 1.795 bl nh nhan mi ¢ bl nh Alzheimer. Difu trl blt dlu 0 nhdng bl nh
nhan bl suy gil m nhi n thO ¢ nhl hol ¢ giai doln sa sut tri tul nhO va di0c xac nhin hiln diln
beta amyloid bl nh ly. B nh nh&n d00c chin ngdu nhién theo t0 I0 1:1 d0 nhin gil d00Oc holc
Legembi vOi liDu 10 miligam (mg)/kg (kg), hai tudn mit I0n. Legembi da chlng minh mO ¢ gil m
dang kO v mOt th0 ng ké va c6 y nghta lam sang dii vOi sU suy gidm so v i mOc ndn xu ng con
18 thang U tiéu chi danh gia chinh so vii gi dilc. SO khac bilt dang ki vi mOt thO ng ké gila
cac nhom dilu tr0 cliing da di0c ching minh trén t0t ¢l cac chd tiéu phU, bao gd m Thang danh
gia chi ¢ nang nhin thd ¢ cla bl nh Alzheimer — ADAS - Cog, va thang Alzheimer’s Disease
Cooperative Study-Activities of Daily Living (ADCSADL) dli vOi suy gillm nh n thd ¢ nhO.

Cac tac diing phl phl biln nhit cla Legembi la dau ddu, phln 0ng lién quan din truy0n d0ch
va cac bt thi0ng hinh 0 nh lién quan d0 n amyloid (amyloid-related imaging abnormalities -
ARIA). ARIA thOOng bilu hiln di0iddng sing tdm thdi0 cac vung ndo nhin thly trén cac
nghién cOu hinh O nh thOOng t0 khOi theo thOi gian va cé thD kém theo cac vung chl'y mau nh{
trong holl ¢ trén bl mOt n&o. M ¢ du ARIA th0 0 ng khéng lién quan din b0t kO tril u chl ng nao,
nhOng céc trilu ching cé thD x0y ra bao gdm dau d0u, 14 10n, chdong mOt, thay dii thD I0c va
bul n nén. ARIA ciing hil m khi c6 billu hi0 n phu ndo nghiém trl ng va de di a tinh mO ng lién
quan dlin co gilt va cac tril u chl ng thi n kinh nghiém tri ng khac. XuOt huyOt ndi sO c6 thl x0y
ra 0 nhdng bdnh nhan di0c dilu tr0 b0 ng nhom thul ¢ nay va c6 th0 gay t0 vong. MOt ¢l nh bao
dong khung (black box) trong théng tin ké diln d0 ¢l nh bao bl nh nhan va ngi 0i cham séc vl
nhOng rdiro tilm On lién quan d0n ARIA.

NhO ng bl nh nhan di0c dilu tr0 bdng Legembi c6 gen diing hip t0 vO alen ApoE €4 cé 0 10
mOc ARIA cao hiin, bao gdm ARIA c6 tril u chl ng, nghiém tring va ning, so vii nhng ngi0i
dl hOp t0 va ngd0i khdng mang mdm b0 nh. Théng tin k& dl n néu rd ri ng nén thi ¢ hil n xét
nghil m tinh trdng ApoE €4 trli0c khi b0t d0u dilu tr0 b0 ng Legembi di théng bao nguy ¢ mic
ARIA.

Legembi chllng chl dlnh 0 nhing bl nh nhdn qua mOn nghiém tring vii lecanemab-irmb hoUc
vlli b0t ki thanh phln khéng hollt dilng nao cla nd. Cac phin Ong bltI0i cé thl bao gim phu
m0Och (sOng) va sic phin vl (phOnOngdd 0ng).
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Legembi nén di0c blt dlu 0 nhing bl nh nhan bl suy gilm nhin thO ¢ nhd hoUc giai do0n sa
sut tri tul nh0 cla b0 nh Alzheimer, la cac dili t10ng dilu trl da di0c nghién clu trong cac thi
nghid m lam sang. Thong tin trén nhan thul ¢ n6i rlng khdng ¢é dU lilu an toan hol ¢ hilu qul
vl vioc bltdlu dilu trd 0 giai do0n sOm hOn hollc muln hincla bdnh so vlinghién clu.

SO chOp thuln cOa Legembi da diil0c clp cho Coéng ty Eisai Inc.

Tai liou tham khC o:

https://www.fda.gov/news-events/press-announcements/fda-converts-novel-alzheimers-diseas
e-treatment-traditional-approval
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