TAP CHi NGHIEN CU’U Y HOC

KET QUA PIEU TRI AFATINIB BUOC 1, LIEU KHO'I TR
30 MG/NGAY TREN UNG THU PHOI KHONG TE BAO NHO,
GIAI POAN MUON, CO BOT BIEN EGFR

Vii Ha Thanh'2”, Ta Van T&', Nguyén Thi Thai Hoa?
Trwong Céng Minh?, Bui Xuan Thang?

"Trrong Pai hoc Y Ha Noi

2Bénh vién K

Afatinib la mét thuéc trc ché tyrosine kinase duoc b y té phé duyét dé diéu tri ung thw phéi khéng té
bao nhé (UTPKTBN) giai doan muén. Nghién ctru mé ta hdi ctru trén bénh nhan UTPKTBN giai doan IlIC/
IV (AJCC 8th), mé hoc la ung thw biéu mé tuyén, cé dét bién EGFR, diéu tri bang afatinib khéi tri 30 mg/ngay,
tai Bénh vién K tir 4/2018 dén 10/2023 nham muc tiéu danh gia dap (ng, séng thém khéng bénh tién trién
va tac dung khéng mong muén. Két qua dat duoc ty 16 dép (g la 76,9%, kiém soat bénh la 94%. Trung vi
thoi gian séng thém khéng bénh tién trién dat 11,9 thang. Tac dung khéng mong muén & tat cd murc dé lan
lwot la: phat ban (29,0%), viém miéng (11,1%), viém quanh méng (19,6%), tiéu chay (39,3%), tdng men gan
(7,6%). Tac dung ngoai y dé 3 < 2% dan sé nghién ctru va khéng cé do 4. Biéu trj afatinib budc 1, liéu khdi tri

30mg/ngay dem lai loi ich tét vé dap tng, trung vi sbng thém khéng bénh tién trién véi tac dung ngoai y thap.

T khéa: Ung thw phdi khong té bao nhd, giai doan mudn, dot bién EGFR, afatinib, liéu 30mg.

I. DAT VAN DE

Theo Globocan 2018, ung thw phdi la mot
trong sb nhitng bénh ung thw cé ty 1& méc
va ty |é t& vong cao nhat. Tai Viét Nam, ung
thw phéi dirng thr 2 sau ung thw gan sb ca
mac mdi va sb ca tir vong mbi nam.! Afatinib
la mot thudc diéu tri khang EGFR dwoc FDA
phé duyét cho diéu tri ung thw phdi khong té
bao nhd (UTPKTBN) giai doan tién xa.2 Hiéu
qua cua afatinib d@ dwgc chirng minh qua cac
nghién ctru Luxlung 3, 6, 7 v&i liéu tiéu chuan
40 mg/ngay. Vé&i lidu khéi tri nay, cac tac dung
phu nhw tiéu chay, ban da, viém k& moéng gap
phai kha cao.®* Ty |& diéu chinh liéu trong cac
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th& nghiém 1am sang twong dbi cao (hon 50%
trong LUX-lung 3, gan 30% trong LUX-lung6).?

Tai Viét Nam, nhiéu nghién ctu vé dich té
da chi ra han ché vé thé trang cta ngudi Viét
do dé cac bac si thuwdng wa thich lwa chon
lidu khéi tri 30 mg/ngay dé gidm ddc tinh cho
bénh nhan.* Viéc lwa chon liéu khéi tri thip hon
lidu tiéu chuadn khéng lam anh huwéng téi hiéu
qua diéu tri trong cac thir nghiém LUX-lung va
nhiéu nghién clru doi thwe.5® Tuy nhién, trén
déi twong la bénh nhan nguwoi Viét, hiéu qua
diéu tri va tinh an toan khi st dung liéu khéi
tri 30 mg/ngay (thap hon liéu khuyén céo trong
cac thtr nghiém lam sang) chwa tirng dwoc lam
rd bang cac nghién ctru. Véi li do nay, chung toi
tién hanh dé tai vai muc tiéu: Muc tiéu 1: Danh
gia ty 1& dap (ng, trung vi thoi gian séng thém
khéng bénh tién trién. Muc tiéu 2: Panh gia tac
dung khéng mong muén.
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TAP CHI NGHIEN CU'U Y HOC
Il. POl TWUONG VA PHUONG PHAP
1. Déi twong

117 bénh nhan dwoc chan doan ung thw
phdi khéng t& bao nhé giai doan IIIC/IV (AJCC
8th), co6 dot bién gen EGFR, chuwa ting diéu
tri giai doan muén truwdc do, duwoc dung thube
afatinib liéu khéi ddu 30 mg/ngay tai Bénh vién
K twv thang 1/2018 dén thang 10/2023.

Tiéu chuén Iwa chon

- Bénh nhan dwoc chan doan ung thw phéi
khong té bao nhd.

- Loai md hoc 14 ung thw biéu mé tuyén.

- C6 it nhat 1 dot bién gen EGFR bao gébm
dot bién méat doan exon 19 (Del19), dot bién
diém L858R exon 21 va cac dot bién hiém
ngoai trir dot bién T790M don doc va dot bién
mét doan exon 20 don doc.

- Chén doan tai phat sau diéu trj tai chd/tai
vung hoac giai doan IIIC - IV.

-Tudi = 18, diém thé trang (performance
status - PS) 0 - 3.

Tiéu chuén loai trir

- Mé&c 2 ung thu tré lén.

- Phu ni¥ c6 thai/cho con bu.

- Bénh nhéan suy gan nang, suy thén nang
hodc cac bénh ly nang khac khéng co kha nang
diéu tri TKI.

- Chuyén TKI khéac trong qua trinh diéu tri
khong do tién trién.

- Bénh nhan bd d& diéu tri hoac khéng thuc
hién du liéu trinh diéu tri.

2. Phwong phap

Thiét ké nghién ctru: md ta hdi civu. Chon
mau: thuan tién.

C& méu: cong thirc wéc tinh ¢& mau theo
wéce tinh sdng con:

_ (HR+D(Zy.qo* Z1.g)
(HR-1)2(2-P1-P2)

n: c& mau; Z,__,: gia tri tv phan bb chuén,

duoc tinh dua trén xac suét sai lam loai 1; (Z,.
.» = 1,96 néu xac xuéat sai lam loai 1 1a 5%); Z,
la gia tri dwoc tinh dwa trén lwc thdng ké; Z,,
= 0,842 néu lyc théng ké la 80%); HR = In(p1)/
In(p2) 1a ty s6 nguy hai dwoc tinh dwa trén ty s6
sbng sét ky vong & nhém thwc nghiém va ty s
sbng sot dwoc rut ra tir cac nghién ctu truéc
do. (Trong nghién ctru Luxlung 7, sau thoi gian
32 thang, ty 1& sdng s6t & nhom diéu tri afatinib
1a 32%, nhdm nghién ctru ky vong kéo dai thoi
gian séng & nhém can thiép cao gép 1,4 1an so
v&i nghién clru trvde do).”

Ap dung céng thirc c6 dwoc c& mau wéc
tinh:
@ ,4+1)%(1,96+0,842)
" (1,4-1)2(2-0,32-0,48)
-Cac buwdc tién hanh: Bénh nhan dwoc

82

tham kham |am sang ghi nhan cac théng tin vé
tudi, gidi, vi tri u, kic h thwée u, hach; vi tri, kich
thwée, sb lwong tdn thwong di can.

-Dot bién EGFR dwoc phat hién bang
phwong phap phan (rng chudi (Polemerase
Chain Reaction - PCR) hoac giai trinh ty thé
hé md&i (Next Generation Sequencing - NGS)
trong mau sinh thiét trwéc diéu tri hodc sinh
thiét 16ng.

- Diéu trj thudc afatinib bat dau voi 1 vién 30
mg/ngay (tén thwong mai: Giotrif) dung dwdng
udng, ubng lién tuc ngay 1 1an. Sau 1 thang - 2
thang néu khong c6 doc tinh tir dd 2 tré 1én co
thé gir nguyén liéu ho&c diéu chinh 1én 40 mg/
ngay.

- Diéu chinh liéu

+ Tang lidu: Sau 1 thang khdi tri néu khong
xuét hién doc tinh hodc khong cé dbc tinh nao
tlr d6 2 trd 1én, tng Ién liéu tdi da 40 mg/ngay.

+ Gidm lidu: theo khuyén cdo cla nha san
xuéat dwa trén sw dung nap cua bénh nhan va
khéng c6 quy dinh bat budc vé sb lan diéu
chinh.®

- Liéu dung nap: dwoc xac dinh la liéu tai
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thoi diém tién trién hodc tl vong tuy sy kién
nao dén truwéc.

- Trung vi th&i gian theo ddi duwgc wéce tinh
bang Kaplan-Meier reverse. Thoi gian theo dbi
tdi thidu la it nhat dat dén 14n danh gia dau tién,
thoi gian theo déi tdi da 1a dén thoi diém phan
tich (31 thang 1 nam 2024). Danh gia dau tién
sau 3 thang + mét thang, bao gébm cong thirc
mau, sinh héa mau, chup CT, tdn thwong néo
duwoc danh gia bang CT/MRI so ndo theo chi
dinh clia bac silam sang hoac khi nghi ngo tién
trién. Diéu tri gidm nhe triéu chirng bang noi
khoa va xa trj triéu ching tai ndo dwoc phép
két hop khi can thiét theo chi dinh clia bac si
l&m sang.

Cdc bién sé va chi s6

-Dac diém cla dbi twong nghién ciu: Cong
cu khao sat: b cau hoi. Phuong phap thu thap:
khai thac bénh an/héi bénh nhan.

+ Tubi: Tinh theo nam, khéo sat tudi trung
binh va do léch chuan.

+ Thé trang (PS): Tinh ty I& phan tram thé
trang chung theo cac mirc do ctia ECOG.®

+ Céac bién khac nhw gidi, tinh trang hat
thudc, tinh trang di cdn nao tai thoi diém chan
doan va cac loai dot bién EGFR: Tinh ty 1& phan
tram.

Il. KET QUA

1. Pac diém chung ctia nhém nghién ctru

TAP CHi NGHIEN CU’U Y HOC

DPap (ng: Theo tiéu chudn Recist 1.1.1°
Cong cu: bd cau héi. Phwong phap thu thap:
Tra cru théng tin trén hd so bénh an, do dac
trén chan doan hinh anh. Thoi gian séng thém
khong bénh tién trién (Progression Free Surviv-
al - PFS): danh gia sau méi 3 thang + mét thang
ho3c tai thoi diém bénh nhan cé triéu chirng
lam sang nghi ng® tién trién theo tiéu chuan
RECIST1.1."° St dung phwong phap Kaplan -
Meier d& wéc tinh thoi gian séng thém va test
Log Rank dé so sanh.

Cach tinh: PFS (thang) = (ngay tién trién/
t&r vong/dirng do ddc tinh, tuy theo sw kién nao
xay ra trwdc) - ngay bat dau diéu tri)/30,45.

- Tac dung khéng mong muédn: ghi nhan loai,
ty 1&, phan d6 theo bang C.T.C.A.E 5.0. Cong
cu: bd cau hoi. Phwong phap thu thap: Tra ctru
thong tin trén hd so' bénh an/héi bénh nhan.

X ly sé liéu

Sé liéu dwoc nhap va x ly bdng phdn mém
SPSS 20.0.

3. Pao dirc nghién ctru

Nghién ctru da dwoc théng qua bdi Hoi ddng
dao duc nghién cru y sinh hoc Pai hoc Y Ha
Noi, ma s6 905/GCN-HDDDNCYSH — DHYHN
ngay 16/05/2023.

Bang 1. Pic diém chung ctia nhém nghién ctru

Dic diém n =117 (%)

Tudi trung binh, ndm (khoéng) 60,6 (31 - 80)
Gioi

N[V 50 (42,7)

Nam 67 (57,3)
Chi sé toan trang (ECOG)

0 61 (52,1)

1 53 (45,3)

2 3(2,6)
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Dic diém n =117 (%)

Tinh trang hut thuéc

Chuwa tirng hut 74 (53,2)

Dang/Da hut 43 (36,8)
Loai dot bién EGFR

Del19 don ddc 33 (28,2)

L858R don doc 31 (26,5)

Dot bién hiém 53 (45,2)

Dot bién hiém + L858R/Del19 14 (12,0)

Dot bién hiém don doc/kép 39 (33,3)
Di cén ndo tai thoi diém chén doan

Cé 38 (32,5)

Khong 79 (67,5)
Liéu dung nap

20mg 4(4,3)

30mg 95 (81,1)

40mg 18 (15,4)

Dé&c diém cta 117 bénh nhan tuyén vao ng-
hién ctru dwoc trinh bay tai bang 1. Tudi trung
binh 1a 60,6 tudi. Nam chiém 57,3%. ECOG
= 0 chiém 52%, ECOG = 1 chiém 45,3% va
ECOG = 2 chiém 2,6%, khoéng c6 nguwdi nao
c6 ECOG = 3. Bénh nhan ¢ tién st hat thudc
la chiém 36,8%. Dot bién Del19 don doc gép
28,2%, L858R don déc gap 26,2%, dot bién

2. Ty lé dap wrng

hiém chiém 45% trong d6 33,3% khong kém
dot bién thwong gap. Tai thoi diém chan doan,
32,5% bénh nhan c6 di can ndo. C6 4,3% bénh
nhan can gidm liéu xuéng 20mg do ddc tinh,
15,4%bénh nhan cé thé tang lén liéu 40mg va
81,1% bénh nhan duy tri lidu 30mg. C6 2 ngu i
can nguwng diéu tri do doc tinh khong thé dung
nap (chiém 1,7%).

Bang 2. Ty Ié dap tng

Tinh trang dap ng n %
Dap rng hoan toan 4 3,4
DPéap ng 1 phan 86 73,5
Dap ng chung 90 76,9
Bénh 6n dinh 18 15,4
Kiém soat bénh 108 94,0
Bénh tién trién 7 6,0
Téng 17 100,0
108 TCNCYH 176 (3) - 2024



Bang 2 cho thay ty I& dap (rng chung cla
nhom nghién ctru dat 76,9%, trong do6 3,4% dat
dap &ng hoan toan; 73,5% dap ¢ng 1 phan. Ty
|& bénh &n dinh dat 15,4%. Ty 1& kiém soat bénh
ctia nghién ctvu dat 94,0%. C6 7 bénh nhan tién

08

06

P18 %

04

02

0.0

TAP CHi NGHIEN CU’U Y HOC

trién bénh sau 1an danh gia dau tién (6,0%).
3. Thoi gian séng thém khéng bénh tién
trién

Trung vi th&i gian séng thém khéng bénh
tién trién

~I1Survival Function
{— Censored

00 6.00 12.00 18.00 2400 30.00

42,00 48.00 54.00 60.00

Thoi gian (thang)

Biéu do 1. Trung vi th&i gian song thém khong bénh tién trién

Tai thoi diém phan tich (31 thang 1 ndm
2024), trung vi thoi gian theo doi 1a 15,6 thang
(95%Cl: 10,5 - 20,7). 68 trong sb 117 bénh
nhan da tién trién, trung vi thoi gian sbng thém

khong bénh tién trién 1a 11,9 thang (95%Cl:
11,0 - 12,9).

Céc yéu t6 anh huéng dén thoi gian séng
thém khoéng bénh tién trién

Bang 3. Cac yéu té anh hwéng dén thoi gian séng thém khong bénh tién trién

Trung vi séng

Phan tich don bién (¥)

Phan tich da bién (**)

Yéu td thém khéng bénh HR HR
tién trién (95%C1) P (95%Cl) P (95%Cl)

Tuéi

< 65 tubi 12,0 (10,1, NR) 1,00 (reference) -

2 65 tudi 12,1 (10,7 - 14,7) 0,97 (0,55 -1,71) ) -
Gioi

Nam 11,3 (9,3 -14,7) 1,00 (reference) -

N 12,3 (11,1 -20,8) 0,65 (0,39 - 1,08) ) -
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Trung vi séng Phan tich don bién (*) Phan tich da bién (**)
thém khong bénh HR HR
tién trién (95%C1) P (95%Cl) P (95%Cl)

Yéu té

Tinh trang hat thubc
12,3 (11,1 - 20,8)
11,3 (8,9 - 13,1)

1,00 (reference)
0,019 0,09
1,82 (1,10 - 3,03)

1,00 (reference)
1,57 (0,93 - 2,64)

Khéng

Dang/da tirng

Di can néo tai thoi diém chan doan

Khéng 12,2 (11,1 - 20,8) 1,00 (reference) 1,00 (reference)
Co 11,3 (9,5 - 16,5) 0,324 1,29 (0,78 - 2,12) 0352 1,29 (0,75 - 2,21)
Dot bién EGFR

Del19 don doc 16,5 (11,5 - NR) 0,0612 1,00 (reference) R 1,00 (reference)
L858R dondoc 12,0 (9,5-19,8)  0,022° 1,92 (0,97 -3,80) 0,169 1,64 (0,81 - 3,30)
Pot bién hiém 10,7 (8,1-20,8) 0849 208(1,13-385) 0.037° 196 (1,04 -3,69)
Liéu dung nap

20mg 13,1 (3,4 - NR) 0,99¢ 1,00 (reference) -

30mg 11,8 (10,2-14,0)  0,75° 0,99 (0,24 - 4,10) - -

40mg 13,1 (11,3-NR)  0.85" 0,93 (0,20 - 4,23) -

"Log-rank test

“Cox regression multivariate analysis (forward selection approach)
2| 858R so vdi (sv) Del 19, *Dét bién hiém sv Del 19, Dot bién hiém sv L858R, 930 mg sv 20mg,

e40mg sv 20mg, "40mg sv 30mg

Bang 3 phan tich sbng thém khong bénh
tién trién trén cac dwdi nhém. Sy khac biét vé
mPFS da dwoc quan sat thdy gitra nhirng bénh
nhan khéng hat thuéc (12,2 thang, 95%Cl: 9,0 -
13,5) va cac bénh nhan da tirng hut thube (11,3
thang, 95%Cl: 8,9 - 13,5), p = 0,019. mPFS
cling c6 khac biét khi so sanh gitra cac nhom
dot bién EGFR. Dot bién Del19 don doc, L858R
don doc va dot bién hiém cé mPFS lan lwot

4. Tac dung khong mong muén

la 16,5 thang (95%CI: 11,5 - NR); 12,0 thang
(95%CI: 9,5 - 19,8) va 10,7 thang (95%Cl: 8,1 -
20,8). Khac biét cé y nghia dat dwgc gitra nhém
dot bién Del19 va nhom dot bién hiém véi p
< 0,05. Phan tich da bién v&i hdi quy Cox dé
khéo sat cac yéu tb anh hudng khac nhau lén
mPFS. Két qua cho thay yéu tb tién lwong xau
ddi véi thoi gian séng thém khong bénh tién
trién (mPFS) 1a dét bién hiém g&p (p = 0,037).

Bang 4. Tac dung khéng mong muén

. . Tat ca cac Po1 Po 2 Po6 3 Do 4

Phan loai i .
murc do n (%) n (%) n (%) n (%) n (%)
Phat ban 34 (29,0) 28 (23,9) 5(4,3) 1(0,9) 0(0,0)
Viém miéng 13 (11,1) 10 (8,5) 2(1,7) 1(0,9) 0(0,0)
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Phan loai Tat ca cac Po1 Do 2 P63 Do 4

) mtrc do n (%) n (%) n (%) n (%) n (%)
Viém quanh moéng 23 (19,6) 14 (12,0) 7 (6,0) 2 (1,7) 0 (0,0)
Tiéu chay 46 (39,3) 32 (27,4) 12 (10,3) 2 (1,7) 0 (0,0)
Tang men gan 9 (7,6) 8 (6,8) 1(0,9) 0 (0,0) (0,0)

Bang 4 cho thy, cac tac dung khéong mong
mubn & tat c& cac mirc d6 bao gébm: phat ban
(29,0%), viém miéng (11,1%), viém quanh
moéng (19,6%), tiéu chay (39,3%), tang men gan
(7,6%). Cac tac dung khéong mong mudn gép
& mirc dd 3 bao gébm: phat ban (1 bénh nhan,
0,9%), viém miéng (1 bénh nhan, 0,9%), viém
quanh mong (2 bénh nhan, 1,7%), tiéu chay (2
bénh nhan, 1,7%). Khéng gap tac dung khéng
mong muén doé 4 & bat ky bénh nhan nao.

IV. BAN LUAN

Chung téi tuyén chon dwoc 117 bénh nhan
da diéu kién vao nghién ctu. Dap &ng chung
dat 76,9% va trung vi thoi gian séng thém
khong bénh tién trién (mPFS) dat 11,9 thang
(95%Cl: 11,0 - 12,9). Tt ca cac bénh nhan bt
dau voi afatinib liéu 30mg x 1 lan/ngay, thap
hon so véi liéu tiéu chuan cta afatinib 12 40 mg/
ngay trong cac thlr nghiém lam sang tuy nhién
két qua khong hé thua kém véi cac bao céo da
duoc cong bd trén thé gioi. Trong LUX-lung 7,
dap (ng cla nhanh diéu tri afatinib dat 70%,
mPFS dat 11,0 thang (95%Cl: 10,6 - 12,9).7
Trong nghién ctu LUX- lung 3, mPFS cua
nhanh afatinib dat 11,1 thang, ORR dat 56% va
DCR dat 90%.® Trong LUX-lung 6, Wu va cong
s bao cao mPFS cla nhanh afatinib dat 11,0
thang (95%Cl: 9,7 — 13,7). Két qué nay ciing
hoan toan nhat quan véi cac két luan cta cac
nghién clru khac khi xem xét vé liéu diéu tri.
Cu thé, Yang va cac déng nghiép két luan trong
mot phan tich vé liéu cho thay afatinib 30mg c6
ORR va mPFS twong tw nhw liéu 40mg (76%
so v&i 95%, p = 0,0862; va 15,4 so v&i 14,6

thang, p = 0,8418, twong t*ng), nhwng dan dén
it tdc dung khédng mong mudn hon.5 Halmos
va cong sw cling chirng minh rang khéng cé
s khac biét dang ké vé thoi gian diéu tri dén
khi bénh tién trién (p = 0,543) gi*a nhirng bénh
nhan tiép tuc dung afatinib = 40 mg/ngay trong
6 thang dau (19,5 thang) véi nguoi gidm liéu
xudng < 40 mg/ngay (17,7 thang) va ngudi bat
dau véi afatinib < 30 mg/ngay (19,4 thang).6

Phan tich da bién cho thay dét bién hiém g&p
la yéu t6 doc 1ap anh hwéng x4u téi séng thém
khoéng bénh tién trién so v&i dot bién thuong
gap Del19. Két luan twong tw cling duoc thay &
nhiéu nghién ctu nhw: phan tich cia Aurélien
Brindel va cong sw tai Phap trén hon 800 ca
dot bién hiém cho két luan: dot bién hiém gap
cta EGFR c6 lién quan t6i tién lwong xau hon
vé sdng con.' Két qua nay cla chung tdi cé thé
goi y cho thay thubc Iam sang vé viéc tién trién
som va can theo ddi chat ché hon cho nhém
bénh nhan dot bién hiém.

Chung t6i khéng ghi nhan cac doc tinh mai
cua afatinib. Ty 1& tdc dung khéng mong muén
chung va d6 = 3 trong nghién ctru clia ching
tdi thdp hon nhiéu trong cac thtr nghiém LUX-
lung (LL), diéu nay cé thé lién quan dén liéu
khéi tri thdp hon dan dén dé& dung nap hon.
Trong LL 3,6 v&i liéu khéi tri tiéu chudn 40mg/
ngay, tac dung phu cép 3 - 4 phd bién nhat I1a
phat ban hoac mun trirng ca (16% - LL3 va
15% - LL6), tiéu chay (14% va 5%), viém quanh
moéng (11% - LL 3) va viém miéng/viém niém
mac (5% - LL6).® Viéc gidm lidu xay ra lan lwot
& LL3 va LL6 la 53,3% va 28,0 va mPFS twong
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tw & nhirng bénh nhan gidm liéu trong 6 thang
dau so v&i nhivng ngudi khéng gidm.® Trong khi
do, da phan bénh nhan ctia ching to6i (80,9%)
khéng can diéu chinh liéu trong qué trinh diéu
tri. Diéu dé phan nao chi ra viéc s dung liéu
khoi tri thAp hon sau do6 diéu chinh liéu theo
dung nap la cach tiép can phu hop va dé dang
ap dung trén 1am sang dé giam doc tinh nhung
khoéng anh hwéng dén hiéu qua.

Gidi han clia nghién ctru la nghién ctru mé
ta hoi ctru, khong ddi chirng, do d6 khong thé
dua ra két luan so sanh v&i nhém st dung liéu
kh&i tri khac (20mg hoac 40 mg/ngay). Ngoai
ra, han ché cla nghién ctru hdi ciru ciing i giai
cho viéc ty 1& dot bién hiém gap trong nghién
cu (33,3%) cao hon trong LL 2, 3 va 6 (12%)
la do xu hwéng wu tién sl dung afatinib cho
bénh nhan c6 dot bién hiém cla bac si 1am
sang dwa trén cac bang chirng vé hiéu qua cua
TKI nay cao hon so v&i cac TKI thé hé 1.2

V. KET LUAN

Diéu trj afatinib bwéc 1, liéu khdi tri 30 mg/
ngay trén bénh nhan UTPKTBN dem lai lgi ich
vé dap &ng, trung vi sbng thém khong bénh tién
trién khong thua kém két qua thu dwoc trong
cac th&r nghiém lam sang dung liéu tiéu chuén,
va gap it tac dung khéng mong mubn hon.
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Summary

THE EFFECTIVENESS OF FIRST-LINE AFATINIB 30MG DAILY AS
A STARTING DOSE IN PATIENTS WITH ADVANCED-STAGE EGFR-
MUTANT NON-SMALL CELL LUNG CANCER

Afatinib, a tyrosine kinase inhibitor, has received approval from the Viethamese Ministry of
Health for the treatment of advanced non-small cell lung cancer. This retrospective descriptive study
investigated patients diagnosed with stage IIIC/IV non-small cell lung cancer (NSCLC) according
to the AJCC 8th edition, characterized by adenocarcinoma histology and harboring an EGFR
mutation. These individuals underwent treatment with afatinib, initiated at a daily dosage of 30mg, at
K Hospital from April 2018 to October 2023. The objectives included evaluating treatment response,
progression-free survival, and adverse events. The study yielded a notable response rate of 76.9%
and a high disease control rate of 94%. The overall response rate was 76.9%, and the disease
control rate was 94%. The median progression-free survival time was 11.9 months. Treatment-related
adverse events were documented, such as rash (29.0%), stomatitis (11.1%), paronychia (19.6%),
diarrhea (39.3%), and increased liver enzymes (7.6%). Grade 3 adverse events occurred in less
than 2% of the study population, with no instanceof grade 4 adverse events. The initiation of first-line
afatinib treatment at a daily dose of 30 mg demonstrates positive outcomes in terms of treatment
response and median progression-free survival, accompanied by a low rate of adverse effects.

Keywords: Advanced stage, non-small cell lung cancer, EGFR mutation, afatinib, 30mg dose.
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