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CAC THUOC HUYET HQC PUQC FDA
PHE DUYET TRONG NAM 2021 Q7 .FEB2A,

Niam 2021 van con 1a nim ma dich bénh Covid-19 dién ra phuc tap. Cac nudc da tap
trung nghién cau khoa hoc vé Covid-19 cho tat ca moi mat: dich té, phuong thirc lay
truyén, vaccine va thude diéu tri, hdi stc bénh Covid-19, hiéu qua-chi phi trong diéu tri
Covid, chan doan va diéu tri hau Covid... Nhung bén canh d6 van c6 khong it nghién ctu
vé cac chuyén khoa huyét hoc, 1am nén tang dé FDA phé duyét thuéc méi, dem lai hiéu

qua diéu tri va loi ich cho nguoi bénh.

1. BREYANZI

Liéu phap mién dich té bao T thu thé khang nguyén chimeric (Chimeric Antigen
Receptor T-cell therapy): 1a phuong phép diéu tri trong d6 cac té bao T cua bénh nhan
dugc thay doi trong phong thi nghiém dé ching tan cong cac té bao ung thu. Cac té bao T
duoc lay ra tir mau nguoi bénh dé, sau d6 gan két 18n bé mat té bao T mot thu thé dic
biét, duoc goi 1a thy thé khang nguyén chimeric (Chimeric Antigen Receptor-CAR), ¢6
kha nang lién két vgi mot protein nhat dinh trén té bao ung thu. Khi cac té bao T da dugc
bién d6i nay truyén lai cho ngudi bénh s& gan két vai khang nguyén trén té bao ung thu
va tiéu diét chang [15].

Vi cac bénh ung thu khac nhau c6 cac khang nguyén bé mat khac nhau, méi CAR duoc
tao ra cho mot khang nguyén cua bénh ung thu cy thé. Vi dy, trong mét sé bénh bach cau
hoac u lympho, céc té bao ung thu c6 mot khang nguyén 1a CD19, do d6 cac CAR duoc
tao ra dé gan két vgi CD19 va s& khong co tac dung ddi véi ung thu khong co khéng
nguyén CD19 [16].
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Juno Therapeutics, Inc.) la mot dai dién

cho liéu phap mién dich té bao T thu thé
khang nguyén chimeric hudng dén gan
két CD19. Breyanzi da duoc FDA phé
duyét ngay 05/02/2021 véi chi dinh diéu
tri lymphoma té bao B Ion tai
phéat/khang tri & ngudi 16n sau > 2 line diéu tri toan than, bao gém: lymphoma té bao B
I6n lan téa chua dugc phan loai dudi nhom (Diffuse Large B-Cell Lymphoma not
otherwise specified: DLBCL-NOS), lymphoma té bao B mirc do cao, lymphoma té bao B
I6n trung that nguy@n phét va lymphoma nang muc d6 3B [1, 2].

2. ABECMA
Tuong tu nhu Breyanzi, Abecma B
(idecabtagene  vicleucel,  Bristol |\ idocabtagene vicleucel 1 smssm
P Y 1Y E> p TAbecma: m?ﬁ?oko&ﬁs»fn |rm;smuus USE ONLY
Myers Squlbb) Cﬁng 12‘1 mét Iléu phap AmahleVodumaleL-SDmlperbug Mfd by: Celgene Corporation,
Dosage: See prescribing inormation and 0 Bristol-Myers Squibb Company

~ , 5 - Release for Infusion Cenlifcate (inside shipper). SommiiNJ 07901 USA
m-'\n dCh ‘t" bao T th th" khén Contios 30010460 X 10°GriOONAT2 U s #2050

Ie 1 e u e g CAR-positive T cells in cryopreservative R

: : solution confoining 5% DMSO USP D e
an chimeri . An ain ké s e swon| |
nguyén chimeric huéng dén gan ket S i [ gl |
B P, i tot evu:'m;f for nfectious substonces. | EXP:DOMHMYYY JOOUKI00REL |

cac khang nguyén truong thanh te S el [T T

bao B (B cell maturation antigen —
BCMA). Cac BCMA dugc uu tién biéu hién ¢ cac té bao lympho B trugng thanh, cac
nghién ctu cho thay su biéu hién va hoat hda qua muc cia ching c6 lién quan dén da u
tay xuong. Ngay 26/03/2021, FDA da phé duyét Abecma cho diéu tri da u tily xuong tai
phat/khang tri & nguoi 16n sau > 4 line diéu trj trudc do, bao gdbm tac nhan diéu hoa mién

dich, mét chat e ché proteasome, va mot khang thé don dong khang CD38 [3, 4].

3. UKONIQ
Cung ngay phé duyét vai Breyanzi (muc 1), ngay 05/02/2021, FDA da phé duyét Ukoniq

(umbralisib, TG Therapeutics) cho céc chi dinh sau:
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- Follicular lymphoma (FL) tai
phat/khang tri ¢ nguoi l1én da dugc

diéu tri vé6i it nhat 3 line diéu tri

toan than.

Umbralisib 12 mot chét wc ché kinase kép bao gom PI3K-delta (biéu hién ¢ té bao B binh
thudng va &c tinh) va CK1-epsilon (c6 lién quan dén bénh sinh cua céc té bao ung thu,
bao gdm ca u lympho). Thudc nay dugc FDA phé duyét nhanh dua trén cac két qua vé ty

I¢ dap ng toan bo [5, 6].

4. ZYNLONTA

Zynlonta (loncastuximab tesirine-Ipyl) 1a mét thudc két hop
khang thé don dong hudng CD19 va tac nhan alkyl hoa duoc
phé duyét vao ngay 23/04/2021cho chi dinh diéu tri lymphoma

té bao B 16n tai phat/khang tri & ngudi 16n bao géom: lymphoma

té bao B 16n lan toa chwa duoc phan loai duéi nhém (Diffuse
Large B-Cell Lymphoma not otherwise specified: DLBCL-NOS), DLBCL phat trién tur

lymphoma muic d6 thap, lymphoma té bao B muc d6 cao (tién trién nhanh) [7, 8].

5. REZUROCK
‘ Ngay  16/06/2021, Rezurock  (belumosudil, = Kadmon
REZUROCK Pharmaceuticals), mot chét tic ché kinase duoc phé duyét cho chi

~ oo dinh diéu tri benh manh ghép chong ky chu man tinh (chronic

Graft Versus Host Disease — cGVHD) ¢ ngudi bénh > 12 tudi sau

—
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khi da that bai véi it nhat 2 line diéu tri toan than trude dé [9, 10].




6. TECARTUS
Ngay 01/10/2021, FDA phé duyét

Tecartus (brexucabtagene autoleucel), (1:EC A RTUSTM

hing dugc Kite Pharma cho chi dinh: (brexucabtagene autoleucel) i

- Mantle cell lymphoma (MCL) tai phat/khang tri ¢ nguoi Ién. Chi dinh nay dugc
phé duyét nhanh dua trén ty 1€ dap tng toan bo va su kéo dai cua dap tng.
- Bach cau cap nguyén bao lympho B (B-cell precursor acute lymphoblastic
leukemia) tai phat/khang tri & nguoi lon [11, 12].
7. SCEMBLIX
Scemblix (asciminib) cua hing duoc phdm Novartis da duoc phé duyét lan dau vao ngay
29/10/221 cho bénh nhan bach ciu man dong tuy cé nhiém sic thé Philadelphia (CML
Ph+). Asciminib 1a mét thudc thuéc nhém e ché enzyme kinase, dwoc chi dinh trong céc

treong hop sau:

- CML Ph+ trong giai doan man tinh ma trudc day da duoc diéu tri
vGi > 2 thube wc ché tyrosine kinase (TKIs). Chi dinh nay duoc phé
duyét nhanh dua trén dap ang phan tu chinh (Major molecular response
~ MMR).

- CML Ph+ trong giai doan man tinh c6 dot bién T315I [13, 14].

Trén day 14 tong hop so b cac thudc vé chuyén khoa huyét hoc dugc FDA phé duyét vao
nam 2021. Nhitng thdng tin chi tiét cho ting thudc vé co ché tac dong, hiéu qua, do an
toan, tac dung phu, ...; liéu phap mién dich té bao T s& dugc trinh bay trong cac ban tin

Sau.
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