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HIEU QUA CUA OSIMERTINIB TRONG PIEU TRI BUOC 1
UNG THU PHOI KHONG TE BAO NHO GIAI POAN MUON
CO POT BIEN EGFR THUONG GAP

Pd Hoang Kha', Pham Xuin Diing', Nguyén Tuong Van!, Nguyén Mai Khanh'.

TOM TAT

bat vAn dé: Osimertinib duoc xem la diéu tri tiéu
chuan trong diéu tri budc 1 cho bénh nhan ung thu phdi
khong té bao nho giai doan mudn c6 dot bién EGFR.
Tuy nhién cac dit liu doi thyc tai viét nam con han ché.

Muc tiéu: Danh gia két qua didu tri Osimertinib
budc 1 & bénh nhén ung thu phdi khong té bao nho giai
doan tién xa c6 dot bién EGFR tai bénh vién Tam Anh
thanh phé HO Chi Minh.

Phwong phap nghién ctru: Nghién clru mo ta cét
ngang trén 44 bénh nhan UTPKTBN giai doan mudn,
¢6 dot bién EGFR thuong gip (mét doan Exon 19 hodc
dot bién diém L858R trén Exon 21), dugc didu tri bude
1 bang Osimertinib 80mg/ngay tai bénh vién Tam Anh
Tp. Ho Chi Minh tir thdng 01/2022 dén thang 08/2025.

Két qua: Tudi trung binh cia nhém nghién ciru
1a 64 £ 10.6 tudi, ty 1& nit gioi chiém 65.9%; cac dot
bién thuong gip bao gdom Exon 19 del (56.8%), L858R
(43.2%). Ty 1¢ dap tng khach quan (ORR) dat 77.3%
(95% CI 62.1 - 88.5); ty 1€ kiém soat bénh (DCR) dat
88.6% (95% CI: 75.4 - 96.2). Trung vi thoi gian song
thém khong tién trién (mPFS) dat 14 + 1.56 thang (95%
CI: 10.91 — 17.08). Nhém bénh nhan c6 di can nao tai
thoi diém chan doan c6 mPFS dat 14.8 thang (95% CI:
10.3—19.3). Ty 18 sdng sot tai thoi diém 1 nam, 2 nam va
3 nam 1an luot 13 71.9%, 27% va 16.2%. V& doc tinh, cac
tac dung khong mong mudn chi yéu & do 1-2, thuong
gip nhat 1a phat ban (52.3%), tiéu chay (20.5%), va kho
da (43.2%). Khong ghi nhan truong hop nao phai nging
thudc vinh vién do doc tinh nghiém trong.

Két luén: Osimertinib 1a mét lya chon hi€u qua
va dung nap t6t trong diéu tri budc dau ung thu phdi
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khong té bao nho giai doan tién trién c6 dot bién EGFR.
Tir khéa: Ung thu phoi khong té bao nho, ung thu
phdi, dot bién EGFR, Osimertinib.

SUMMARY

TREATMENT OUTCOME OF FIRST-LINE
OSIMERTINIB IN ADVANCED STAGE NON SMALL
CELL LUNG CANCER HABOURING COMMON
EGFR MUTATION

Background: Osimertinib is considered the
standard first-line treatment for patients with advanced-
stage, EGFR-mutated non-small cell lung cancer.

However, real-world data in Vietnam are limited.

Objectives: To evaluate the outcomes of
osimertinib as first-line treatment for patients with
advanced EGFR-mutated non-small cell lung cancer at

Tam Anh Hospital, Ho Chi Minh City.

Methods: A cross-sectional study was conducted
on 44 patients diagnosed with advanced NSCLC
harboring common EGFR mutations (Exon 19 deletion
or L858R mutation) who received first-line Osimertinib
(80mg/day) at Tam Anh Hospital, Ho Chi Minh City
from 01/2022 to 08/2025.

Results: The mean age was 64 + 10.6 years, with
65.9% being female. EGFR mutations included Exon
19 deletion (56.8%) and L858R (43.2%). The objective
response rate (ORR) was 77.3% (95% CI 62.1 - 88.5);
and the disease control rate (DCR) was 88.6% (95%
CI: 75.4 - 96.2). The median progression-free survival
(mPFS) was 14 months (95% CI: 10.91 - 17.08). Patients
with baseline brain metastases achieved an mPFS of
14,8 months (95% CI: 10.3 — 19.3). Survival rates at 1,
2, and 3 years were 71.9%, 27% 16.2% respectively.
Regarding toxicity, the adverse effects are mostly
grade 1-2, including rash (52.3%), diarrhea (20.5%),
and dry skin (43%). No treatment discontinuations due
to toxicity were reported.
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Conclusions: Osimertinib is an effective option
and well tolerated in first-line treatment of advanced-
stage non-small cell lung cancer with EGFR mutation.

Keywords: Non-small cell lung cancer, lung cancer,
EGFR mutation, Osimertinib.

I. DAT VAN PE

Ung thu phdi (UTP) tiép tuc 1a mot trong
nhitng ganh ning y té 16n nhat toan cau véi
ty 1& tir vong dan dau trong cac bénh 1y 4c
tinh. Tai Viét Nam, ghi nhan tt GLOBOCAN
cho thiy UTP duy tri vi tri tht hai v& ca ty
16 mic méi va tir vong O ca hai gidi, dat ra
thach thirc nghiém trong cho cong tac diéu tri
1am sang. D4i v6i ung thur phdi khong té bao
nho (UTPKTBN) giai doan tién xa hodc di
can (giai doan IV), su ra doi ciia y hoc chinh
xac da lam thay dbi toan dién tién luong bénh,
dich chuyén diéu tri tir hoa tri truyén thong
sang cac liéu phap nham triing dich ca thé hoa.
Trong d6, dot bién gen ma hoa thy thé yéu t6
phat trién biéu bi (EGFR) 1a mot trong nhitng
dich phan tir pho bién va duoc nghién ctru siu
rong nhat.

Trai qua cac thé hé phat trién cta thudc
trc ché tyrosine kinase (EGFR-TKIs),
Osimertinib — dai dién thé hé 3 dung duong
ubng — da thiét 1ap mot tiéu chuan méi trong
diéu tri buéc mot. Thir nghiém 14m sang pha
III (FLAURA) da chimg minh Osimertinib
kéo dai déng ké trung vi thoi gian sdng thém
khong bénh tién trién (PFS) va song thém toan
b6 (OS) so v6i cac TKIs thé hé 1.

Trong nhitng nim gan day, ban d6 diéu tri
budec mot UTPKTBN giai doan tién xa c6 dot
bién EGFR di c6 nhitng budc tién dot pha.
Bén canh diéu tri chuan 13 Osimertinib don
chit (nghién ciru FLAURA), cic chién lugc
phéi hop méi nhu Osimertinib két hop hoa tri
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(nghién ctru FLAURA2) va su két hop giita
Amivantamab v6i Lazertinib (nghién cuu
MARIPOSA) da m¢ ra ky nguyén mai voi
ky vong kéo dai hon nira thoi gian sdng thém
khong bénh tién trién cho nguoi bénh.

Tuy nhién, viéc lya chon phac dd tdi vu
ngay tir budc mot van 1a mot bai toan can nhic
giita loi ich séng con va ganh ning doc tinh.
Trong khi cac phac d6 phdi hop cho thiy uu
thé vé mat bénh hoc nhung lai di kém voi gia
ting cac tac dung phu (ddc tinh huyét hoc cua
hoa tri hoic cac phan tng lién quan dén truyén
va doc tinh da cia Amivantamab), déng thoi
tao ra thach thirc vé chi phi va quy trinh quan ly
tai bénh vién. Trong bdi canh d6, Osimertinib
don chét véi loi thé vé kha nang dung nap t6t,
su thuan tién trong str dung (dudng udng) va
hiéu qua da duoc khang dinh, van giit vai tro
1a nén tang diéu trj c6t 15i, dic biét phu hop
v6i didc diém thé trang va diéu kién kinh té ctia
dai da s bénh nhan Viét Nam.

Tai Viét Nam, du Osimertinib da dugc ap
dung rong rai tr nam 2018, nhung cac dir li¢u
thuc t& vé hiéu qua va an toan cta liéu phap
don chét nay trong so sanh véi cac bao cdo
quéc té van can duoc cap nhat lién tuc dé lam
co s& cho viée ca thé hoa diéu tri. Dic biét,
viée hiéu rd két qua ciia Osimertinib don chat
tai cac trung tim diéu tri 16n s& gitp cac nha
1am sang c6 cai nhin khach quan khi can nhac
chuyén d6i sang cac phac dd phdi hop phtc
tap hon trong tuong lai. Xuat phat tir thuc tién
do, chiing t61 thye hién nghién ctru: Panh gia
két qua diéu tri Osimertinib budc 1 ¢ bénh
nhan ung thu phdi khong té bao nho giai doan
tién xa co dot bién EGFR tai bénh vién Tam
Anh thanh phd H Chi Minh tir thang 01 nim
2021 dén thang 08 nam 2025.
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I. DOl TUONG VA PHUONG PHAP

2.1. P6i twong nghién ctru

Tiéu chuén lwa chon:

- Bénh nhan duogc chin doan xac dinh la
UTPKTBN giai doan IV (theo phan loai
AJCC 8).

- Xac dinh c6 dot bién gen EGFR nhay
thude (del 19 hodc L858R) bang xét nghiém
PCR hodc giai trinh ty gen thé hé moi, thuc
hién trén mau mo sinh thiét hoic mau mau.

- Pugce diéu tri bude mot bi'mg Osimertinib
don tri lidu v6i liéu 80mg/ngay.

- Chua timg nhan diéu tri toan than trudc
d6 (hoa tri, mién dich, cac TKIs thé hé cll).

- Chi s6 toan trang (PS) tir 0-3, c6 day du
hé so bénh an va thong tin theo doi.

Tiéu chuén loai trir:

Bénh nhan mic dong thoi loai ung thu thir hai.

- C6 chc bénh 1y cap tinh hodc suy tang
nang (gan, than, tim mach) khong lién quan
dén ung thu dan dén ngung thudc sém.

- Bénh nhan khong tuan thu diéu tri hodc
mét dau theo dbi.

2.2. Phuong phap nghién ciru

Thiét ké: Nghién ciru mé ta cit ngang co
theo doi doc

C& miu: Chon miu thuan tién gém 44
bénh nhan théa min céc tiéu chuan nghién ciru
trong thoi gian tir thang 01/2021 dén thang
08/2025 tai Bénh vién da khoa Tam Anh Tp.
H6 Chi Minh

Cic bién s6 va chi s6 chinh:

Pic diém dan sd nghién ctlru: Tudi, gibi,
tién st hat thudc, chi s6 PS, loai mé hoc, loai
dot bién.

Hiéu qua diéu tri: Ty 1& dap tmg khach
quan (ORR) va Ty 1¢ kiém so4t bénh (DCR)
dua trén tiéu chuan RECIST 1.1 thong qua
CT-Scanner hoic MRI mdi 3 thang. Cac yéu
t6 lién quan dén ty 1¢ dap ung

Thoi gian séng thém: Thoi gian song thém
khong bénh tién trién (PFS) dugc tinh tir ngay
bat ddu dung thudc dén khi ghi nhan bénh tién
trién hodc tir vong do moi nguyén nhan.

Do an toan: Panh gia tac dung khong mong
mudn theo tiéu chudn CTCAE v5.0.

2.3. Xir Iy s6 li¢u

St dung phan mém SPSS 20.0. Cac bién
dinh tinh biéu dién dudi dang tan sut va ty 18
phan tram. Thoi gian song thém (PFS) duoc
phan tich bang phwong phdp Kaplan-Meier.
Céc so sanh vé ty 1& dép ung giira cac nhom
dugc thuc hién bang kiém dinh Chi-binh
phuong hodc Fisher’s Exact Test (vé1 muc y
nghia p < 0.05). Kiém dinh so sanh sy khac
biét vé kha ning song thém véi mot yéu td lién
quan bang Log-rank test. St dung phuong
trinh hdi quy Cox (trong phan tich da bién)
nham khao st cac yéu td nguy co anh huong
dén dap tmg va thoi gian séng thém.

2.4. Pao dirc trong nghién ciru

Dé cwong nghién ctru da dugc thong qua va
chap thuan boi hoi dong dao dire bénh vién da
khoa Tam Anh Tp. H6 Chi Minh s 59/2026/
TB-BVTA ngay 16 thang 06 nam 2026.

Tt ca thong tin ¢4 nhan ciing nhu dit liéu
lam sang cua nguoi bénh déu dugc ma hoa,
bao mat tuyét dbi va chi sir dung duy nhat cho
muc dich nghién ctru khoa hoc.
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ll. KET QUA NGHIEN cUU

Bang 1. Bdc diém lam sang va can ldm sang cua dan so nghién curu.

Pic diém S6 bénh nhan (n) Ty 18 (%)

Trung binh 64 +£10.6 (37 - 89)
Tubi <60 14 31.8
> 60 30 68.2
Gisi Nam 15 34.1
Nir 29 65.9
Tién st hut thude co b 23
Khoéng 31 70.5
) . Co 27 61.4
Bénh phot hop Khéng 17 38.6
, 0 9 20.5
8)12;6 toan trang ) iy 545
2 11 25
Tuyén 40 90.9
M6 bénh hoc Gai 1 2.3
Gai - Tuyén 2 4.5
Del 19 24 54.6
Loai dot bién L858R 17 38.6
Khac 3 6.8

Nhdn xét: Tudi trung binh 13 64, tudi cao nhat 12 89 tudi, tudi thip nhét 1a 37 tudi, da s6 bénh nhan
trén 60. Nit gap nhiéu hon nam véi ty 18 1.9/1. Pa s6 bénh nhan khong c6 tién sir hiit thude (70.5%).
Bénh nhan c¢6 méac bénh 1y méan tinh phdi hop chiém 61.4%. Chi sb toan trang (PS) da s6 0 - 1 chiém
75%. Thé giai phau bénh hau hét 1a ung thu biéu mé tuyén (90.9%), loai dot bién EGFR hay gap 1a
del19 (54.6%), tiép dén dot bién L858R (38.6%), dot bién kép it gap chiém 6.8%.

Bang 2. Pac diem di can trudc khi diéu tri Vi tri di cin

Osimertinib n T 16 (%)
Vi tri di ciin Gan 6 13.6
n Ty 1€ (%) Tuyén thugng than 6 13.6
Phoi ( d6i bén) 26 59.1 Vi tri khac 9 20.5
Tran dich MP 20 45.4 S6 co quan di ciin
N&o, mang néo 15 34.1 <2 co quan di cin 27 61.4
Xuong 24 54.5 >2 co quan di cin 17 38.6
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Nhdn xét: Tran dich mang phoi (45.4%), phdi dbi bén (59.1%) va xuong (54.5%) 1a nhiing
vi tri di can thuong gip nhat. Phan 16n bénh nhan c6 tir 2 co quan di cin tro xudng (61.4%), s6
truong hop ¢ co quan di cin 16n hon 2 chiém 38.4%.

Bdng 3. Ty 1é dap vmg ciia bénh nhan trong qud trinh diéu tri Osimertinib

Dip ing S6 bénh nhén (n) Ty 18 (%)
Pap Ging hoan toan 0 0
Dap tng mot phin 34 77.2
Bénh 6n dinh 5 11.4
Bénh tién trién 5 11.4
Ty 1& d4p tmg toan bo 34 77.2 (95% CI 62.1 - 88.5)
Ty 1& kiém soat bénh 39 88.6 (95% CI: 75.4 - 96.2)

Nhén xét: Khong c6 trudng hop nao dap tmg hoan toan, dép tmg mot phan chiém cao nhat
77.2%, bénh 6n dinh: 11.4%, c6 11.4% truong hop tién trién. Vi vay ty 1& dap tmg toan bo 1a
77.2% (95% CI 62.1 - 88.5), ty 1& kiém soat bénh 1a 88.6% (95% CI: 75.4 - 96.2).

Bdng 4. Cdc yéu t6 lam sang dnh huong toi dap vimg diéu tri

Ty 1¢ kiém soat bénh

.z Téng P
Cac yeu to lién quan Cé (%) Khong (%)
. <60 12 (85.7%) 2 (14.3%) 14
Tudi 0.46
>60 22 (73.3%) 8 (26.7%) 30
Nam 11 (73.3%) 4 (26.7%) 15
Gidi 0.71
N 23 (79.3%) 6 (20.7%) 29
0-1 27 (81.8%) 6 (18.2%) 33
PS 0.37
2 7 (63.6%) 4 (36.4%) 11
) Del 19 18 (75%) 7 (25%) 25
Dot bien EGFR 0.6
L858R 13 (76.5%) 4 (23.5%) 17
Co 11 (73.3%) 4 (26.7%) 15
di can nao 0.71
Khong 23 (79.3%) 6 (20.7%) 29
) <2 22 (81.5%) 5(18.5%) 27
SO co quan di can 0.47
>2 12 (70.6%) 5(29.4%) 17

Nhan xét: Khong thay c6 moi lién quan gitra ti 1€ dap Uing vi cac yéu to tuoi, gidi, chi s
toan trang, tinh trang di can nao hay loai dot bién.
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Biéu d6 1. Thoi gian song thém bénh khong
tién trién (PFS)

Trung vi thoi gian sdng thém bénh khong
tién trién (mPFS) 14 14 + 1.56 thang (khoang
tin cdy 95%: 10.9 — 17.1 thang). Ty 1¢ PFS

wdc tinh tai thoi diém 1 ndm va 2 nam lan luot
1a 52.3%, 24.3%.
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Biéu d6 2. Thoi gian song thém PFS véi
cdc yéu té dot bien EGFR (A4), tinh trang di
can ndo (B) va thé trang (C)

Phén tich trén 41 bénh nhan cé dot bien
thuong gap (loai trr 3 bénh nhan do c6 dot
bién kép kém theo): mPFS & nhom Dell19 1a
12 + 1.9 thang (KTC 95%: 8.3 — 15.7 thang);
mPFS ¢ nhém L858R 1a 15 + 3.1 thang (KTC
95%: 8.9 — 21.1 thang), su khac biét khong c6
¥ nghia théng ké p = 0.8. mPFS nhém bénh
nhan di cdn ndo la 14.8 + 2.3 thang (KTC
95%: 10.3 — 19.3 thang), mPFS nhom khong
di can ndo la 14 + 2.6 thang (KTC 95%: 8.7
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— 19.3 thang), p = 0.65. mPFS nhom bénh nhan PS 0-1 1a 15 + 2.1 thang (KTC 95%: 11- 19
thang), mPFS nhom PS 2 1a 11 + 1.6 thang (KTC 95%: 7.8 — 14.2 thang), p = 0.02.

Bdng 5. Phdn tich da bién cdc yéu t6 lién quan PFS (n = 44)

. X N X Sai s6 Bac Ti s6 nguy Khoang tin cay
Chi'so Heso B chuin tu do P co (HR) 95% ciia HR

Tudi (< 60, > 60) -0.26 0.4 1 0,22 0,8 0,33 1,99
Gidi tinh (nam, ni) -0.26 0,43 1 0.55 0.77 0.34 1.79
PS (0-1, 2) 0.85 0,41 1 0.04 234 1.06 5.16
Dot bién EGFR
(del 19, L858R) 0.6 0.47 1 0.21 0.55 0.22 1.39
Di ciin ndo 0.24 0,44 1 0.59 1.27 0.54 3.03
Co quan di can 1023 0.42 1 0.59 0.8 0.35 1.8

(£2,>2)

Nhdn xét: thé trang (PS) c¢6 mdi lién quan c6 y nghia théng ké véi thoi gian sdng thém bénh
khong tién trién voi p = 0.04.

08— Trung vi OS: 17.2 + 1.68 thang

T 1§ OF (%)

04—
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1 1 T ¥ T
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Biéu do 3. Thoi gian song thém toan b (OS)

Trung vi thoi gian sdng thém toan bo (mOS) 1a 17.2 + 1.68 thang (khoang tin cay 95%: 13.9
— 20,5 thang). Ty 1& OS udc tinh tai thoi diém 1 ndm, 2 nim va 3 nam lan luot 1a 71.9%, 27%
va 16.2%.
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Bdng 6. Cdc téc dung khéng mong muén lién quan dén diéu tri

Tac dung phu TAt ca cac do bo1 Do 2 Po3-4
Nbi ban 23 (52.3%) 14 (31.8%) 9 (20.5%) 0 (0%)
Khé da 19 (43.2%) 19 (43.2%) 0 (0%) 0 (0%)
Viém niém mac 8 (18.2%) 6 (13.6%) 1(2.3%) 1(2.3%)
Viém quanh mong 4(9.2%) 3 (6.9%) 1(2.3%) 0 (0%)
Tiéu chay 9 (20.5%) 6 (13.6%) 3 (6.9%) 0 (0%)
N6n, budn non 5(11.4%) 5(11.4%) 0 (0%) 0 (0%)
Téang men gan 6 (13.6%) 6 (13.6%) 0 (0%) 0 (0%)
Thiéu méau 6 (13.6%) 5 (11.4%) 1(2.3%) 0 (0%)
Giam bach ciu 9 (20.5%) 8 (18.2%) 0 (0%) 1(2.3%)

Nhdn xét: Ddc tinh da 13 tic dung phu thudong gip nhét khi diéu tri véi Osimertinib bao gdm
ndi ban, kho da; tiép theo 1a dgc tinh trén h¢ ti€u hoa nhu ti€u chay, budn nén; trén hé tao huyét
bao gom thiéu mau, giam bach cau hat. Hau hét cac bénh nhéan gip phai tac dung phu trong qua
trinh diéu tri (86.4%), tuy nhién céc tac dung phu chi yéu & d6 1 - 2, ghi nhan 01 trudng hop
giam bach cau hat d6 4 khi st dung Osimertinib. Khong c6 truong hop nao phai ngimg diéu tri

hoan toan do tac dung phu.

IV. BAN LUAN

1. Pic diém dich t& hoc va 1am sang ciia
d6i twong nghién ciru

Két qua nghién ctru cho thy do tudi trung
binh cua bénh nhan la 64 + 10.6, trong do
nhém nguoi cao tudi (> 60 tudi) chiém da sd
v6i ti 18 68.2%. Pic diém vé tudi nay hoan
toan tuong dong vdi cac bao cao dich t& hoc
truge day vé UTP.

Vé phan bd gidi tinh, ti 16 nam/nit trong
nghién cuu nay la 1/1.9. Bang chi y, c6 téi
70.5% bénh nhan khong co tién st hit thude
14. V& mit mod bénh hoc, ung thu biéu mo
tuyén 1a phan nhém hay gap nhat (90.9%) véi
hai dang d6t bién pho bién 1a DEL19 (54.6%)
va L858R (38.6%). Diéu nay phan anh ding
dic diém dich t& hoc tai cac nudc Pong A, bao
gém Viét Nam, noi ti 1& dot bién gen EGFR
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thuong dic biét cao & nhém ung thu biéu mo
tuyén, bénh nhan nit va chua timg hat thude.>3

Hau hét bénh nhan tham gia nghién ctu
déu co thé trang tuong ddi tdt vai chi s PS 0
va 1 chiém 75%. Nghién ctru ghi nhan 6.8%
(3 BN) mang dot bién kép bao gdm dot bién
thir 2 ciing v6i 2 dot bién EGFR thuong gip.
Pay 1a mot diém sang biét 1ap so v6i nhidu
nghién clru trude day tai Viét Nam (thuong
loai trir hoac co rat it dir liéu vé nhom doi
tuong nay).'*

2. Hiéu qua diéu tri cia Osimertinib
buwéec mot

Nghién ctru ghi nhan hi¢u qua 1am sang rat an
twong cta Osimertinib trong diéu tri budc mot:

- Ti 1€ dép ung toan bd (ORR): Pat 77.2%
(95% CI 62.1 - 88.5).

- Ti 18 kiém soat bénh (DCR): Pat 88.6%
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(95% CI: 75.4 - 96.2).

Két qua nay tuong dong manh mé véi thir
nghiém 1am sang ban 16 FLAURA, nhom st
dung Osimertinib dat ORR 1a 80% va DCR 1a
97%.” Két qua nay ciing twong dong véi cac
nghién ctru trong nudc cua tac gia Nguyén
Thi Van (82.1%) va Nguyén Thi Nhu Hoa
(84.9%).%°

Khi phan tich cac yéu t6 tién luong, nhom
nghién ctru khong tim thdy mdi twong quan
c¢6 y nghia thong ké giita hidu qua diéu trj
v6i gidi tinh, tudi tac, tién st hut thude, chi
sO toan trang, tinh trang di can ndo, loai dot
bién gen (p > 0.05). Twong tw nhu nghién ctru
FLAURA toan cdu va céc théng ké tai Viét
Nam, nghién ctru nay cho thay ty 1é kiém soat
bénh (DCR) duoc duy tri déng déu. Tuobi tac,
gidi tinh hay sé lugng co quan di cin khong
lam thay d6i dang ké murc 46 dép tmg.24’

Trung vi PFS ghi nhén trong nhom nghién
ctru 1a 14 + 1.56 thang. Mic du con sd nay
thap hon so v6i mPFS chung ciia thir nghiém
FLAURA (18,9 thang), nhung lai rat twong
dong va phu hop véi két qua phan tich trén
nhém quan thé bénh nhan Chau A trong cling
thir nghiém d6 (16.5 thang).” Nhin chung, két
qua mPFS trong nghién ctru cua ching toi
thap hon véi bao cao ciia Nguyén Thi Van va
cong su (17.6 thang) va gan nhu twong dong
véi tac gia Bang Thanh Trung va cong su
(16.0 thang).*>Két qua ciing cho thiy hiéu qua
vuot trdi cua Osimertinib so vo1 cac tac nhan
EGFR TKi thé hé 1 va 2 trong cac nghién ctru
trude day véi két qua mPFS tir 8 - 10 thang.®

O cac phan tich quy mo 16n trén thé gidi,
d6t bién Del19 thuong cho thiy muc do nhay
thudc va thoi gian duy tri PES tt hon so véi
dot bién diém L858R. Tuy nhién, trong nghién

ctru nay, két qua lai co xu huéng nguoc lai: ty
1¢ DCR va mPFS cua L858R (76.5% va 15
thang) nhinh hon Del19 (75% va 12 thang),
du sy chénh léch nay khong c6 ¥ nghia thong
ké (p=0.8). Pay 1a rao can dién hinh cia cac
nghién ctru doi thuc v6i ¢d miu nho. Két qua
nay phan 4nh dic thu ciia nhom mau hién tai
chr khong 1am thay d6i quy luat 1am sang da
dugc y van ghi nhan.

Nhoém bénh nhén c6 di can ndo (34.1%) dat
ty 1¢ DCR 73.3% va mPFS 14.8 £+ 2.3 thang.
Nghién ctru clia tac gia Nguyén Dinh Dirc va
cong su trén nhém bénh nhan di can nao dugc
diéu tri Osimertinib budc 1 ciing ghi nhan két
qua mPFS tuong tu (14.97 thang).* V& mit
ciu tric phan tr, Osimertinib 1a TKI thé hé
3 duoc thiét ké chuyén biét dé vuot qua hang
ra0 mau ndo wu viét hon so véi cac TKI thé
hé 1 va 2.* Theo NCCN/ESMO, Osimertinib
duoc wu tién khuyén céo 1a mot liéu phap diéu
tri bude 1 tiéu chuin cho UTPKTBN c6 dot
bién EGFR nhay thudc va dic biét nhan manh
su uu tién nay ddi v6i cac bénh nhan da co di
can hé than kinh trung vong tai thoi diém chan
doan do dir liéu kiém soat ndi so vuot troi tir
phan nhom nghién ciru FLAURA.”S

Két qua mOS trong nghién ctru nay (17.2 +
1.68 thang) thap hon dang ké so véi FLAURA
(38.6 thang). Cac nghién ctru doi thuc tai
Chau A va thé giéi thuong ghi nhan mOS dao
dong trong khoang tir 26 dén 32 thang.'*’ Gan
day, hai nghién ctru quan trong FLAURA?2 va
MARIPOSA di thiét 1ap nhimg co6t mdc sinh
t6n m&i cho bénh nhan UTPKTBN giai doan
muon c6 dot bién EGFR budc 1 bang cac phac
d6 diéu tri phdi hop so v6i Osimertinib don
tri: nghién ctu FLAURA?2 (Osimertinib + hoa
tri) c6 mOS 47.5 thang so véi 37.6 thang (HR
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0,77; p=0,02) hay nghién catu MARIPOSA
(Amivantamab + Lazertinib) c6 mOS chua
dat so véi 36.7 thang (HR=0,75; p<0,005).}
Vi véy, trong cac khuyén cao mai 2025 —
2026 NCCN/ESMO di dua 2 phac do phdi
hop (Osimertinib + hoa tri va Amivantamab
+ Lazertinib) 1a 2 Iya chon wu tién bén canh
chién luge diéu tri Osimertinib don tri tudn
tir (sau khi khang v6i Osimertinib thi diéu tri
voi hoa tri £ Amivantamab hoac cac nhom
thubc ADC dwoc NCCN dua vao khuyén cao
o budc 2,3).8 Khoang chénh 1éch gitra mPFS
(14 théang) va mOS (17.2 thang) chi la 3.2
thang, diéu ndy phan anh rao can cua diéu
kién thuc té so vé6i cac thir nghiém lam sang
ngiu nhién. Trong nghién ctru nay, ddi tuong
bénh nhan c6 dic diém tuong dbi bat loi ngay
tir dau: ty 18 thé thang kém PS2 (25%), tinh
trang di can lan rong (38,6% c6 hon 2 co quan
di can hay di cin ndo chiém 34,1%) dan dén
thé trang suy giam nhanh sau khi tién trién
bénh nhan khéng du diéu kién stc khoe dé
tiép nhan cac phac d6 budc sau va xu hudng
tor vong sém. Bén canh dod, sau khi bénh tién
trién voi Osimertinib bude 1, viée tiép can voi
cac phac dd diéu tri ctru van (nhu héa tri +
Amivantamab, ADC) tai Vi¢t Nam con nhiéu
han ché do ganh ning vé chi phi y té. Ngoai ra
han ché vé ¢& mau va thoi gian: Nghién ctru
ctia chung t6i c6 quy md méiu con khiém ton
44 bénh nhan va thoi gian theo doi chua du
dai, tai thoi diém danh gia con 7 truong hop
chua c6 s6 lidu vé OS, diéu nay c6 thé khién
két qua OS chua dugc boc 10 mot cach toan
dién nht.
3. Doc tinh va tinh an toan

Nhin chung, Osimertinib thé hién mirc do
dung nap rét tot. Hau hét cac tac dung khong
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mong muén (tic dung phu) chi xudt hién ¢
muc do nhe (46 1 va do 2), it gdy anh huong
dén chat luong cudc sdng cia ngudi bénh.
Cac doc tinh phé bién nhat dugc ghi nhén la
n6i ban da (52%) va kho da (43.2%), tiéu chay
(20.5%).

Uu diém vé ho so an toan nay cang trd nén
ndi bat va cé ¥ nghia thuc tién quan trong khi
so sanh véi cac chién lugc diéu tri phdi hop
méi dang dugc chu y hién nay la FLAURA2
(doc tinh d6 3 dén 64%, cha yéu doc tinh huyét
hoc va budn nén/nén) va MARIPOSA (viém
quanh mong, ban da, viém ni€ém mac miéng
va giam albumin mau xuét hién véi tan sudt va
mirc d6 nang hon, cac phan mg lién quan dén
truyén dich, nguy co thuyén tic huyét khoi
tinh mach..).! Mic du cac phac do phdi hop
mang lai lgi ich vuot trdi vé séng con, chung
dong thoi 1am gia ting dang ké ganh nang doc
tinh cho nguoi bénh. Osimertinib van chimg
minh duge ho so an toan vuot troi, dic biét la
trén nhom ddi tuong bénh nhan cao tudi, thé
trang kém va c6 nhidu bénh 1y nén phéi hop
(chiém t6i 61.4% trong nghién ctru nay).

V. KET LUAN

Nghién ciru khang dinh Osimertinib budc
mot mang lai hi¢u qua 1am sang cao trén bénh
nhan UTP biéu md tuyén c6 dot bién EGFR,
vo1 ORR dat 77.2% (95% CI 62.1 - 88.5); va
DCR dat 88.6% (95% CI: 75.4 - 96.2). Trung
vi PFS toan bd dat 14 thang, kiém soat xudt
sic nhom di can ndo (14.8 thang). Trung vi
OS dat 17.2 thang, phan anh diing thyc té diéu
tri khi dung nap ca nhom bénh nhan thé trang
kém (PS2 chiém 25%).

V& tinh an toan, thudc dung nap rat tot,
tdc dung phu chu yéu 0 muc nhe (P 1-2)
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nhu ndi ban, kho da. Ty 1€ giam bach cau hat
chiém 20.5% nhung duoc xi tri y khoa tot va
khong co trudng hop nao phai ngimg diéu tri
do doc tinh.
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