TAP CHi Y DU'Q'C HOC QUAN SU’' SO 8 - 2026

PANH GIA HIEU QUA CUA CERITINIB PIEU TRI BUOC 1
UNG THU PHOI KHONG TE BAO NHO GIAI POAN TIEN XA, DI CAN
TAI BENH VIEN PHOI TRUNG UONG

Dinh Van Lwong?”, Pinh Ngoc ViétL, Vii Thi Thuy!, Ta Huing Manh
Vii Ngoc Quyénl, Nguyén Trong Pat!, Phwong Ngoc Anh?
Tém tat
Muc tiéu: Danh gia ty 1é dap &wng khach quan (objective response rate - ORR) va
thoi gian diéu tri (time on treatment - ToT) cia bénh nhan (BN) ung thw phdi
khong té bao nho (UTPKTBN) giai doan tién xa di can (TXDC) c6 dot bién gene
Anaplastic Lymphoma Kinase (ALK) v&i ceritinib buwéc 1; danh gid mot sé tac dung
khong mong muon cta thudc. Phwong phdp nghién civu: Nghién ciru thuan tip
hoi ctiru véi 41 BN UTPKTBN giai doan TXDC mang dot bién gene ALK diéu tri bwéc
1 véi ceritinib tir ndm 2021 - 2025 tai Bénh vién Phéi Trung wong (BVPTW).
Két qua: Tuéi trung binh 1a 52,02 + 12,09; ty 1é nam/nit 1a 1,05/1. Ty 1é dap &ng
khach quan dat 90,2%; trong d6 ,dap ng mot phan chiém ty 1é cao nhit (75,6%);
ToT trung vi la 28,48 (95%CI: 11,93 - 45,03) thang. Tac dung khéng mong muon
thwong gap nhat 1a tiéu chay (41,5%); c6 27 BN tang men gan (65,9%); chu yéu la
tang do 1. Két ludn: Ceritinib diéu tri buwé¢c 1 véi BN UTPKTBN giai doan TXDC cé
doét bién gene ALK cho ORR cao (90,2%), ToT trung vi c6 gia tri tot (28,48 thang),
tac dung phu thwong & mirc do nhe.
Tw Khoa: Ceritinib; Dot bién gene ALK; Ung thw phdi khong té bao nhd;
Thoi gian diéu tri; Tac dung khéng mong mudn.

EVALUATION OF THE EFFICACY OF CERITINIB AS FIRST LINE
TREATMENT FOR ADVANCED, METASTATIC STAGE NON-SMALL CELL
LUNG CANCER AT THE NATIONAL LUNG HOSPITAL

Abstract
Objectives: To evaluate the objective response rate (ORR) and time on treatment
(ToT) of patients with advanced, metastatic stage non-small cell lung cancer (NSCLC)
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with ALK gene mutations treated with first-line ceritinib; and to assess some side
effects of the drug. Methods: A retrospective cohort study was conducted on 41
patients with advanced, metastatic stage NSCLC with ALK gene mutations treated
first-line with ceritinib from 2021 to 2025 at the National Lung Hospital. Results:
The average age was 52.02 * 12.09; the male/female ratio was 1.05/1. The ORR
was 90.2%, with partial response being the most common (75.6%); the median
ToT was 28.48 (95%CI: 11.93 - 45.03) months. The most common side effect was
diarrhoea, occurring in 41.5% of patients; elevated liver enzymes were observed in
27 patients (65.9%), mostly grade 1. Conclusion: First-line ceritinib treatment in
patients with advanced metastatic stage NSCLC with ALK mutations resulted in a
high ORR (90.2%), a favorable median ToT (28.48 months), generally mild side

effects.

Keywords: Ceritinib; ALK gene mutation; Non-small cell lung cancer; Time on

treatment; Side effects.
DAT VAN DE Ceritinib la thuoc dich dung dwong

Theo GLOBOCAN 2022, ung thu phéi uong thé hé 2 cia dot bién gene ALK da

dwgc chitrng minh dem lai lgi ich s6ng

(UTP) 1a loai ung thw c6 ty 1&é mac méi
con cho BN UTPKTBN cé dot bién gene

va la nguyén nhan tir vong do ung thw N A .
ALK qua mot so thtt nghiém lam sang

dirng hang thir nhat. Piéu tri UTPKTBN ASCEND-3, ASCEND-4, ASCEND-5.

da c6 nhiéu tién bo dang ké véi cac
nhom diéu tri nham tring dich mang lai
nhiéu két qua kha quan.

bot bién gene Anaplastic Lymphoma
Kinase (ALK) la dang bat thwong di
truyén gap & UTP, trong d6 thwong gap
nhit 12 dang d6t bién tdi t6 hop
ALK-EMLA4.

Tai BVPTW, chwa c6 nghién ctru
danh gia hiéu qua diéu tri cta ceritinib.
Vi vdy, ching t6i tién hanh nghién ctiu
dé tai nham hai muc tiéu: Pdnh gid ORR
va ToT ctia BN UTPKTBN giai doan tién
xa di cdn cé dot bién gene ALK vdéi
ceritinib bwéc 1 giai dogn 2021 - 2025
tai BVPTW va ddnh gid mot s6 tdc dung

khéng mong muédn ctia ceritinib.
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PpOI TUONG VA PHUONG PHAP
NGHIEN CU'U

1. P6i two'ng nghién ciru

Gom 41 BN UTPKTBN giai doan
TXDC cé dot bién gene ALK dwoc diéu
tri bwére 1 véi ceritinib tai BVPTW trong
giai doan 2021 - 2025.

* Tiéu chudn chon: BN UTPKTBN giai
doan TXDC, c6 dot bién gene ALK, tudi
> 18, diéu tri ceritinib t&i thiéu 2 thang
va c6 ton thwong dich dap Ung tiéu
chuén Recist 1.1.

* Tiéu chudn loai trte: BN suy chirc
ning gan, than; mac ung thw th 2 hoic
di &*ng v&i thuoc; BN bd dé diéu tri
khong vi Iy do chuyén mén hodc tir chdi
hop tac.

2. Phwong phap nghién ciru

* Thiét ké nghién ctru: Nghién ctru
thuén tp, hoi ctru.

* Phwong phdp chon mdu: Phwong
phap chon mau thun tién.

* Quy trinh diéu tri: Piéu tri theo phac
d6 ceritinib litu 450 mg/ngay, dang
udng, di kém diéu tri két hgp khi co6 chi
dinh theo Hwéng dan diéu tri ctia Bo Y
té (nhw: Xa ndo, xa cOt song, thudc
chong hdy xwong...). Khi BN bi danh gia
la bénh tién trién, BN dwoc chuyén sang
phac d6 diéu tri thwong quy theo dung
hwéng dan diéu tri hién hanh.

Panh gia dap &ng khach quan: Theo
tiéu chudn RECIST 1.1, tai cac thoi diém
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2 thang sau diéu tri hodc bat ky thoi
diém nao cd triéu chirng bit thuong.

Cac tic dung khéng mong muén:
Puwoc ghi nhan theo miu bénh 4n chuin,
danh gia cac mirc do theo bo tiéu chuin
danh gid mirc do tdc dung khong mong
muoén (Common Terminology Criteria
for Adverse Events - CTCAE) phién ban
5.0.

ToT: Pwoc tinh dwa trén cac méc
thoi gian: Bat dau diéu tri, BN ngirng
thudc, BN tr vong va thoi diém két thic
nghién ctru.

* Phdn tich va xtr ly sé liéu:

S6 liéu dugc ghi nhan theo miu bénh
an chudn. Dir liéu dwoc xr ly bang phan
mém SPSS. Cac chi s6 tin s0, ty 1é dwoc
st dung cho bién s6 dinh tinh. Gia tri
trung binh, trung vi, d6 léch chuin dwoc
st dung dé bao cdo cho cac bién dinh
lwong. Phan tich ToT theo dwdng cong
Kaplan-Meier. Y nghia thong ké dwoc

xac dinh & ngudng 95%.

3. Pao dirc nghién ctru

Nghién citu dwoc thuwc hién dung
theo quy dinh ciia BVPTW. Nghién ctru
dwoc tién hanh dwéi sw dong y va gidm
sat cta Tiéu ban Ung thw phdi, Bénh
vién Phéi Trung wong. SO liéu dwoc
BVPTW cho phép st dung va cong bé.
Nhém tac gid cam két khéng cé xung

dot loi ich trong nghién ctru.
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KET QUA NGHIEN CU’U
1. Pac diém 1am sang va can lam sang

Bang 1. Dic diém 1am sang va cin 1am sang cta déi twong nghién ciru.

Pic diém S6 lwong (n) Ty 1€ (%)

Tuoi

<40 5 12,2

41-60 27 65,9

61-80 8 19,5

> 80 1 2,4
Gidi tinh

Nam 21 51,2

N 20 48,8
Triéu chirng lam sang

Ho 26 63,4

Kho thé 14 34,1

Pau nguc 22 53,7

Hoi chirng 3 gidm 16 39,0
ECOG

PS=0 35 85,4

PS=1 6 14,6

Pac diém giai doan S6 lwong (n) Ty 1€ (%)

Giai doan bénh

I11B 5 12,2

I11C 3 7,3

IV 33 80,5
DPic diém di can

Phéi déi bén 10 30,0

Mang phoi 16 48,5

Thuwong than 2 6,1

Nao 8 24,2

Gan 1 3,0

Xwong 7 21,2

Tuoi trung binh la 52,02 + 12,09 (25 - 81 tudi), cht yéu la nhém 41 - 80 tudi
(85,4%). Ty 1é nam/nir la 1,05/1. Triéu chirng ldm sang phé bién nhét tai co quan
ho hap 13 ho véi 26 BN (63,4%). Da 56 BN c6 ECOG chii yéu 1a PS = 0 (85,4%).

33 BN (80,5%) & giai doan IV; vi tri di can ph6 bién nhit la mang phoi véi 16 BN
(48,5%), sau d6 lan lwot dén phoi, ndo, xwong.
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2. Két qua diéu tri
*Ddp wng diéu tri:

Bang 2. Dap &ng sau diéu tri va cic phwong phap diéu tri phoi hop.

Chi tiéu nghién ciru S6 lwong (n) Ty 1€ (%)

Pap tng

Pap rng hoan toan 6 14,6

bap rng mot phan 31 75,6

Bénh 6n dinh 3 7,3

Bénh tién trién 1 2,4
biéu tri phoi hop

Xa tri toan nao 6 14,6

Xa tri cot s6ng 2 4,9

Thuéc chong hiy xwong 7 17,1

Ty 1é BN c6 dap &ng diéu tri (ORR) la kha cao v&i 37 BN (90,2%) trong dé chu
yéu la dap rng mot phan (75,6%). Diéu tri ph6i hgp nhiéu nhit la thudc chong huy
xwong v&i 7 BN ¢6 chdn doan di can xwong.

Bang 3. Moi lién quan gitra dap &ng diéu tri véi mot so yéu to.

Yéu t6 lién quan Khong dap &ng Pap wng Tong b
% n % n %
Gidi tinh
Nam 4 19,0 17 81 21 100 0,04
N 0 0 20 100 20 100
Tudi
<65 3 8,3 33 91,7 36 100 0,41
> 65 1 20 4 80,0 5 100
Giai doan
I11 0 0 8 100 8 100 0,3
IV 4 12,1 29 87,9 33 100
Di can nao
Khong 3 9,1 30 90,9 33 100 0,77
Co 1 12,5 7 87,5 8 100
ECOG
PS=0 2 5,7 33 94,3 35 100 0,035
PS=1 2 33,3 4 66,7 6 100
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Phén tich moi lién quan gitra cac yéu to gbm gidi tinh, tudi, giai doan bénh, tinh
trang di cin néo va chi sé toan trang ECOG véi tinh trang dap ng diéu tri cho thiy
yéu to gidi tinh va ECOG la yéu t6 khiac biét c6 y nghia théng ké.

* ToT: Trong nghién ctru, ToT trung binh dat 31,04 + 3,05 thang, trong dé trung
vi la 28,48 thang (95%CI: 11,93 - 45,03 thang).

0.6
-+

0.2

0.0
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Bi€u d6 1. ToT clia nhém BN UTPKTBN diéu tri bang ceritinib.

Bi€u d6 cho thiy moi lién quan gitra ToT va ty 1é BN theo thoi gian. Theo dd, gia
tri ToT trung vi la 28,48 thang.

Bang 4. Moi lién quan gitra ToT thudc véi mot so yéu to.

Lo, . ToT (thang)
Pac diém So lwong (n) . P
Min Max
Gidi tinh
Nam 21 1,38 45,79
0,761
Nir 20 5,48 44,74
Tudi
<65 36 1,38 45,79
0,09
> 65 5 6,14 28,48

Phén tich mdi lién quan gitra cac yéu to gidi tinh va tudi vai ToT khi diéu tri véi

Certinib cho thiy sw khac biét khong cé y nghia thong ké (p > 0,05).
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Biéu do6 2. M6i twong quan cia ToT theo yéu td gidi tinh.
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Biéu do6 3. Mdi twong quan cia ToT theo phan do tudi.

Bang 4. Tac dung khéng mong mudn.

Tac dung khong  Tat ca cac do bol bo Il bo Il Po IV
mong mudn n % n % n % n % n %
Tiéu chay 17 41,5 10 244 7 171 O 0 0 0
Non, buén nén 14 341 12 293 2 49 0 0 0 0
Tang GOT 27 659 18 439 6 149 2 49 1 24
Tang GPT 27 659 10 244 8 195 8 195 1 24

Téac dung phu tiéu chay chiém ty 1é cao nhit (41,5%). Trén chic ndng gan, c6 27
BN (65,9%) ting men gan, trong dé chu yéu la tang do 1.

BAN LUAN qua nay kha twong dong véi mot sd
i ) nghién ctru vé thudc ceritinib tai Viét
1. Pac diém chung cua BN L .
Nam nhw nghién ctru cta tac gia Nguyéen
Tuoi trung binh la 52,02 + 12,09, chu Hoéng Gia va CS 1a 52,6 + 11’5 [1]' Pinh

y€ula nhém 41 - 80 tubi (85,4%). K€t Khc Diing va CS 1a 49 tudi [2].
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Vé giGi tinh, ty 16 nam/ni 1la 51,2%
nam va 48,8% nit. Ty 1&é nam/nit nay
khd twong déng véi nghién clru cda
Nguyén Hoang Gia va CS: 47,8%/52,2%
[1]; Pinh Khic Diing va CS: 46,3%/53,7%
[2]. V& co ban, ty 1&é nam/nit kha cAn bang.

Hai triéu chirng ph6 bién nhit la ho
va dau nguc (63,4% va 53,7%). Két qua
nay twong tw véi mot s6 nghién ciru tai
Viét Nam, nhw nghién ctru cia Nguyén
Ptrc Hanh (51,5% va 71,2%) [3]. Di can
mang phéi va phéi l1a hai vi tri thwong
gdp nhat (48,5% va 30%), ti€p theo la
nio (24,2%). Két qua nay ciling kha
twong dong v&i cac nghién ctiru tai Viét
Nam nhw nghién cttu ciia Pham Minh
Lanh lan lwot 1a 31,7%; 43,9% va 31,7%
[4].

2. Két qua diéu tri

ORR: So sanh vé&i mot s6 nghién ciru
cdia Viét Nam va thé gidi, ty 1é nay cua
ching t6i hiu hét la cao hon, (Pinh
Khic Ding va CS 1a 732% [2],
ASCEND-3 la 67,7% [5], ASCEND-4 la
72,5% [6], P6 Hung Kién 1a 78,2% [7]).
biéu nay c6 thé do trong nhém nghién
ciru ciia ching t6i nhém BN c¢6 chi s6
toan trang tot hon véi PS = 0 dat toi
85,4%, khong cé6 BN PS = 2 (trong khi
phan tich dwéi nhém da cho thiy PS
ECOG la yéu t6 anh hwdng dén mirc do
dap &ng) cao hon cac nghién ctru khac
(cu thé ty 1é PS = 0 trong cac nghién ctru
ASCEND-3, ASCEND-4 va P& Hung Kién

lan lwot 1a 34,7%; 42,9% va 59,4%) va
cling c6 thé do c& miu cda chung toi
con kha khiém tSn (chi 41 BN). Khi
phén tich & dwéi nhom, yéu td gidi tinh
va ECOG déu anh huwéng dén ORR. Diéu
nay twong tw nghién ctru TAU tai Phap
(2018), véi ORR cao hon dang ké
(55,0% so véi 42,4%), va ECOG < 1 so
véi ECOG =2 [8].

ToT: So vé&i thoi gian s6ng thém
khong bénh tién trién Kkhi diéu tri
ceritinib véi UTPKTBN c6 dot bién gene
ALK ctia mot s6 nghién ctru da céng bo
nhw ASCEND-3 (10,8 thang), ASCEND-4
(16,6 thang), Pinh Khic Diing va CS
(19,9 thang), Nguyén Hoang Gia (15,0
thang - trong d6 nhanh diéu tri ceritinib
bwéc 1 1a 18,7 thang, cao hon khi st
dung buéc 2), P6 Hung Kién (11,0
thang), nghién ctu cua chung téi cho
két qua cao hon dang ké. Sw khac biét
nay cé thé do mét s6 nguyén nhan nhu:
Cac BN déu dwoc chi dinh diéu tri &
buwdc 1, chi s6 toan trang tot hon
(85,4% c6 PS = 0, khong c6 BN PS = 2),
sw khac biét vé cach tinh thoi gian séng
thém khong bénh tién trién so véi ToT
thuoc (ToT thudc thwong kéo dai hon
khi bac si diéu tri nhan thiy van c6 loi
ich lam sang) va ganh nang bénh
(nghién ctru cua chung t6i c6 19,5% BN
giai doan IIIB va IIIC). Phan tich dwéi
nhém cho thiy tudi va gi¢i tinh khong
lién quan dén ToT thudc.
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3. Cac tic dung khong mong mudn

Tiéu chdy chiém ty 1é cao nhat véi
41,5%, chi ghi nhan mrc d6 I va II. Vé
chtrc nang gan: Tang men gan cé 27 BN
(65,9%), trong dé chu yéu la ting do I
Két qud nay twong tw nghién ctu tai
Viét Nam (nhw nghién ctru cta Dinh
Khic Diing va CS: mét méi (19,5%), dau
bung (34,1%), tiéu chay: 73,2%, buon
non (46,3%), tdng men gan (41,5%)) va
thé gi¢i (ASCEND-4: tiéu chay: 85%,
tang GOT: 60%, ting GPT: 53%). Vé co
ban, so v&i diéu tri héa chat, cac tac
dung phu nay co6 ty lé gap it hon va mic
do triéu chirng nhe nhang hon.

KET LUAN
Ceritinib 1a thuéc dich c6 hiéu qua
diéu tri tot; véi ORR cao va giup kéo dai
thoi gian séng con, dwong uéng thuan
lgi, cac tac dung phu thwong nhe nhang,
mang lai nhiéu thuin loi cho BN khi
st dung.
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