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TOM TAT:

Muc tiéu: Danh gia két qua diéu tri va mot s6 tac dung khong mong mudn ciia phac dd6 XELOX
- Avegra Biocad trén bénh nhan ung thu dai truc trang di can.

P6i twong va phwong phap nghién ciru: Nghién ctru hdi ctru, can thiép lam sang khong dbi
ching trén 108 bénh nhan ung thu dai tryc trang di can, khong con kha nang phau thuat triét can,
dugc diéu tri budc mdt bang phac do XELOX két hop Avegra Biocad tai Bénh vién K tur thang
01/2020 den thang 12/2023.

Ket qua: Véi thoi gian theo déi trung binh la 11,4 thang, ty I¢ dap ung dat 63%, trung vi thoi
gian sdng thém bénh khong tién trlen dat 12 thang, di can da co quan la yéu to lién lwong lam giam
thot gian song thém bénh khong tién trién. Cac tac dung khong mong mudn chi yéu dén tir hoa
chat gdm triéu ching than kinh ngoai vi, hdi chimg ban tay chan. Tang huyét 4p 1a tac dung phu
hay gdp nhat ctia Avegra Biocad.

Két luan: Phac d0 XELOX - Avegra Biocad cho hiéu qua va an toan trén bénh nhan ung thu
dai tryc trang di can.

Twr khoa: Ung thu dai tryc trang di can, budc mét, phac dd XELOX - Avegra Biocad.

EVALUATION OF FIRST-LINE TREATMENT RESULTS
OF XELOX COMBINED WITH AVEGRA BIOCAD REGIMEN IN

METASTATIC COLORECTAL CANCER
ABSTRACT:

Aims: Evaluation of the efficacy and safety of XELOX plus Avegra Biocad in the first-line
treatment of patients with metastatic colorectal cancer.
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Patients and Methods: This retrospective study on 108 patients with unresectable metastatic
colorectal cancer previously untreated with chemotherapy. Patients were received XELOX plus
Avegra Biocad at National Cancer Hospital, from January 2020 to December 2023.

Results: Mean follow-up was 11.4 months, the objective response rate was 63%, median pro-
gressive-free survival was 12 months. Multi-organ metastasis is a factor that reduces progres-
sive-free survival time. The main side effects due to chemotherapy include peripheral neuropathy
and hand-foot syndrome, hypertension is the most adverse event of Avegra Biocad.

Conclusion: XELOX combined with Avegra Biocad regimen is effective and safe in patients

with metastatic colorectal cancer.

Key words: Metastatic colorectal cancer, first-line, XELOX - Avegra Biocad regimen.

1. DAT VAN DE

Ung thu dai tryc trang (UTDTT) 1a mdt
bénh 1y thuong gip trong cac bénh ung thu,
tién luong phu thudc vao giai doan bénh. Nam
2020, udc tinh hon 1.926.000 ngudi mac moi,
dimg hang thu ba trong cac bénh ung thu va
dung tht hai vé ty 1& tor vong v6i 904.019
trrong hop. Tai Viét Nam, UTDTT dang thi
tu voi 16.835 ca mic méi va th nam vé ty 18
tlr vong v6i 8.454 ca mdi nam [1]. C6 khoang
25% bénh nhan (BN) khi phat hién bénh da ¢
giai doan di cdn va 50% s¢€ tai phat di can sau
diéu tri triét can trudc ddy [2]. V6i nhitng bénh
nhan nay, diéu tri toan than dong vai tro chu
dao giup kéo dai thoi gian song thém, giam
triéu chimg va ning cao chit luong cudc song.

Hién nay da co nhiéu tién bod trong diéu tri
toan than UTPTT nhu cac thudc mién dich,
thudc diéu tri dich va hoa chat. Trong d6 cac
nghién ctru ciing chi ra rang viéc phdi hop cac
thudc diéu trj dich va hoa chét s& lam ting hiéu
qua so v6i chi diéu tri hoa chat don thuan, giup
kéo dai thoi gian song thém cua bénh nhan
UTDTT di cin 1én dén 30 thang [3]. Phac d6
Bevacizumab két hop hoa chit XELOX duogc
chimg minh lam ting thoi gian séng thém bénh
khong tién trién va thoi gian sdng thém toan bo
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s0 v6i hoa tri XELOX don thuan. Tuy nhién,
chi phi diéu tri cho cac thudc diéu tri dich hién
nay con cao, han ché kha nang tiép can diéu tr
ctia nguoi bénh. Avegra Biocad 1a thudc khang
tang sinh mach, c6 dugc chét 12 Bevacizumab,
dugc xép nhom san pham Biosimilar véi chi
phi thdp hon, hiéu qua va an toan duoc ching
minh tuong duong so véi thude biét duge gdc,
da 1am giam chi phi diéu tri va tao co hoi cho
cac bénh nhan c6 kha ning tiép can, dong thoi
cling 1am giam ganh ning bénh tat 1én doi séng
nguoi dan va hé théng y té, xa hoi.

Avegra Biocad dd dugc dung trong diéu tri
mot s6 bénh ung thu. Avegra Biocad két hop
hoa chat phac d6 XELOX, dugc sir dung trong
diéu tri UTDTT di cin tai mot s6 trung tdm
Ung budu nudc ta, tuy nhién cho t61 nay chua
¢6 bao céo nao vé hiéu qua va an toan cua phac
do Do vay chung toi quyet dinh tién hanh dé

ai: “Danh gid két qua diéu tri budc mot phac
do XELOX - Avegra Biocad ung thu dai truc
trang di can” véi 2 muc tiéu:

- Panh gia ty 1¢ dép ung va thoi gian song
thém cua phac d6 XELOX - Avegra Biocad
budc mot trén bénh nhan ung thu dai truc trang
di can.
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- Nhan xét mot s6 tdc dung khong mong
muon cua diéu tri.

2. POl TUONG VA PHUONG PHAP
NGHIEN c(rU

2.1. Péi twong nghién clru

Bénh nhan ung thu dai truc trang giai doan
IV (AJCC 8%, 2017), khong con kha nang phau
thuat triét cin, duoc didu tri budc mot bang
phac @6 XELOX - Avegra Biocad, tai khoa
Noi 4, Bénh vién K tir thang 1/2020 én thang
12/2023. Bénh nhan c6 mé bénh hoc 1a ung
thu biéu mo, tir 18 tudi trd 1én, diém toan trang
PS = 0-1, chttc nang céc co quan gan, than, tiy
xuong cho phép diéu tri.

Tiéu chuén loai trir gdm bénh nhan suy gan,
than nang, o chéng chi dinh voi Bevacizumab

nhu tai bién mach ndo, vét thuong chua lién,
ho mau,...

2.2. Phwong phap nghién ciru
_Thiét ké nghién ctru: Nghién ciru mo ta
hoi ctru.
Phac d6 XELOX - Avegra Biocad, v6i: Aveg-
ra Biocad 7,5mg/kg, Oxaliplatin: 130mg/m?,

pha truyén tinh mach ngay 1, Capecitabine:
1.000mg/m>2, udng ngay 2 lan, tir ngdy 1 dén
ngay 14, chu ky 21 ngay. Pugc danh gia dép
(g bang tham kham 1am sang, ghi nhan céc tac
dung phu, xét nghiém chi diém u CEA (Carci-
noma Embryonic Antigen), chup phim cét 16p
nguc, bung mdi 4 chu ky diéu tri. BN dugc diéu
tri toi da 8 chu ky, sau khi dat dwoc bénh dép tmg
hodc 6n dinh s& dugc diéu tri duy tri, voi nhiing
bénh nhan tién trién s& duoc chuyén diéu tri
budce hai.

2.3. Muc tiéu nghién ctru

- Danh gia dap tmg theo tiéu chuan RECIST
1.1, thoi gian séng thém bénh khong tién trién
(PFS) dugc tinh tur luc bat dau diéu trji dén khi
bénh tién trién.

- Mot s6 tac dung khong mong mudn cta
1én hé huyét hoc, tiéu hoa, da, niém mac, tim
mach,...

3. KET QUA

Trong thoi gian tir thang 01/2020 dén thang
12/2023, chung t6i da thu thap dugc 108 BN
du tiéu chuan nghién ctru, véi thoi gian theo
doi trung binh 1a 11,4 thang.

Béng 1: Dac diém ctia bénh nhan nghién ctru

Pic diém Bénh nhan (%)
Tuébi trung binh (ndm) 58,5
Pham vi (ném) 29-81
<60 56 (51,9%)
>60 52 (48,1%)
ECOG

0 68 (63%)
1 40 (37%)
Nong dd CEA

<5ng/ml 25 (23,1%)
=5ng/mi 83 (76,9%)
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Pic diém

Bénh nhan (%)

Vi tri u nguyén phat
Dai trang phai
Dai trang trai

22 (20,4%)
35 (32,4%)

Tryc trang 51 (47,2%)
Chan doan lan dau 96 (88,9%)
Tai phat 12 (11,1%)

Cat u nguyén phat
Chuwa cat u nguyén phat

81 (75%)
27 (25%)

Co quan di can
Gan

Phoi

Phuc mac
Hach

Xwong

Co quan khac

75 (69,4%)
17 (15,7%)
26 (24,1%)
25 (23,1%)
3 (2,8%)
6 (5,6%)

Sé co quan di can
1

80 (74,1%)

2 25 (23,1%)
3 2 (1,9%)
4 1 (0.9%)
Thé giai phAu bénh

Tuyén BHV/cao 96 (88,9%)
Tuyén kém BH 3 (2,8%)
Thé nhay 9 (8,3%)

Diéu tri hoa chét bd tro trvdc day
Khéng diéu tri bé tro truéc

12 (11,1%)
96 (88,9%)

ECOG: Eastern Cooperative Oncology
Group, CEA: Carcinoma Embryonic Antigen,
BHYV: Biét hoa vira.

Bang 2: Ty Ié dap tng

Bénh nhan (N)| Ty lé (%)
Dap &ng hoan toan 4 3,7%
Dap rng mot phan 64 59,3%
Bénh 6n dinh 25 23,1%
Bénh tién trién 15 13,9%
Ty lé dap tng 68 63%
Ty I& kiém soat bénh 93 86,1%

Nghién ctru c¢6 63% BN dat dap ung, trong
do6 3,7% BN dat dap img hoan toan va dap ting
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mot phan 1a 23,1%. Sau khi dat dap tmg, c¢6 2
BN duoc chuyén phau thuét cat ton thuong di
cin gan va 1 BN duoc phau thuét cit thuy phoi
triét can.

Cum Surviv

Biéu do 1: Thoi gian song thém bénh
khong tién trién
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Biéu do 2: Thoi gian song thém bénh
khéng tién trién theo nhém tudi (A)

Biéu do 4: Thoi gian song thém bénh
khoéng tién trién theo sb co quan di can (E)

va néng dé CEA (B) va thé gidi phau bénh (F)

nhom_vi_tri_u

104 =1 A
1 Tdsitring

Trung vi thoi gian song thém bénh khong

l tién trién dat 12 thang, c6 sy khac biét c6 ¥
N nghia thong ké vé thoi gian song thém bénh
£ Ty e khong tién trién & BN c6 1 co quan va trén 1
s ' co quan di cin.
Béng 3: Mét s tac dung khéng mong mudn
cua diéu tri
” , , Tac dung khéng P
C e mong muéncua | Do Do 3/4 Bat ky
A . cac do
- dieu tri
1 o 11 11
1 Thieu mau 102%) | % | (10,2%)
3. Tl o sosm \ 18 4 22
- Ha bach cau (16,7%) | (3,7%) | (20,4%)
e 2 19 19
Ha tiéu cau (17.6%) 0 (17.6%)
Tang men gan 20 2 22
- . gmeng (18,5%) | (1,9%) | (20,4%)
D Suy than 2(1,9%) 0 | 2(1,9%)
Biéu do 3: Thoi gian séng thém bénh Hoi chirng ban tay - 370 10 380
khéng tién trién theo vi tri u (C) va tinh trang chan (34,3%) | (0,9%) | (35,2%)
citu nguyén phét (D) Tiéu chay 5 (4,6%) 0 5 (4,6%)
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Tac dung khéng P
mong rpuc‘)n cia | Do, Do 3/4 E:: g‘é
dieu tri ;
u A A 18 18
Nén, budn nén (16,7%) 0 (16,7%)
Triéu chirng than 41 0 41 (38%)
kinh ngoai vi (38%)
Tang huyét ap 5(4,6%) 1 6 (5,5%)
(0,9%)
Mét maoi 35 0 35
(32,4%) (32,4%)
Dirng diéu trido tac| 13
dung phu (12%)

Cac tac dung khong mong mudn chu yéu do
1,2. Trong do6, triéu ching than kinh ngoai vi,
héi chirng ban tay-chan, mét moi 1a céac tri¢u
chtng thudng gip nhat. C6 13 BN (12%) ding
diéu tri phac d6 XELOX - Avegra Biocad do
tac dung phu.

4. BAN LUAN

Bevacizumab 1a thudc khang ting sinh
mach, luya chon diéu tri Bevacizumab khong
phu thudc vao vi tri u, tinh trang dot bién
gen. Hi¢n tai ¢ Viét Nam, Bevacizumab Ia
mét thude duge diéu trj cho phﬁn 16n BN ung
thu dai truc trang di can. Bén canh thudc biét
dugc gbc Avastin, Avegra Biocad ciing dang
duoc su dung & mat ) trung tam Ung budu tai
Viét Nam, mang dén co hoi tiép can diéu tri
cho nhiéu BN ung thu.

Trén thé gidi ciing da c6 nhiéu nghién ciru
danh gia vé hiéu qua va an toan cua Bevaci-
zumab trén BN UTDTT di can, nghién ctru cua
chung t6i cho két qua kha twong ddng vai cac
bao cdo. Nghién ctru ¢6 ty 1¢ dap ing hoan toan
dat 3,7%, ty 1& dap ung mot phan 13 59,3%,
nhu vay ty 1€ dap tmg bénh la 63%, cao hon
so voi nghién ciru OBELIX va KSCC 0902,
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hai nghién ctru trén quan thé ngudi Y va Nhat
Ban lan luot dat 49,3% va 52,2%][4, 5]. Trong
nghién ctru ¢6 ba BN, trong d6 mot BN di can
phdi va hai BN di can gan sau khi dat duoc
dap tng mot phan, da duogc phﬁu thuat cit ton
thuong di can gan va thuy ph01 Vi nhung BN
di can gan c6 tiém ning phau thuat, c6 thé duoc
diéu tri chuyén doi tir diéu tri triéu ching sang
diéu trj triét can, diéu nay cé thé mé ra co hoi
khoi bénh cho BN UTDTTT di can.

Nghién ctru cho mPFS dat 12 thang, cao hon
so voi nghién ciru OBELIX va KSCC 0902 1a
9,7 thang va 10 thang. Mdt bao céo khac tai
Viét Nam ¢ BN trén 60 tudi cho mPFS dat
9,5 thang [6]. Nhu vay, nghién ctru cua chung
t61 cho két qua cao hon céc béo céo trén, didu
nay c6 thé giai thich do ty 1& duy tri bang phac
dd Capecitabine két hop Bevacizumab trong
nghién ctru ctia chiing t6i kha cao (63,9%). Sau
khi diéu tri t6i da 8 chu ky XELOX - Avegra
Biocad, nhiing BN bénh tién trién s& duoc
chuyén diéu tri budc hai, véi BN dat duge bénh
dap ung hoac on dinh s& duoc chuyén diéu trj
duy tri bang phac do Capecitabine c6 hodc
khong két hop Bevacizumab. Viée diéu tri duy
tri da cho thay giup kéo dai thoi gian song thém
qua nhiéu nghién ctru.

Nghién ctru cho théy khong c6 su khac biét
c6 y nghia thong k& vé PFS ¢ nhom BN dudi
60 tudi va trén 60 tudi, & BN co ting nong do
CEA va khong tang. Nhitng BN u dai trang va
truc trang, da cat u nguyén phat va chua cit
u, BN ¢6 thé giai phau bénh ung thu biéu mo
tuyén BHV va thé khac nhu nhﬁy, nhan, kém
biét hoa ciing khong cho thay su khac biét vé
PFS. Con vé1 BN di can mot co quan c6 PFS
cao hon nhitng BN di cén tir hai co quan trd
1én v6i PFS lan luot 1a 12,5 thang va 8 thang
(p=0,01). Nhu véy, v6i nhimng két qua nay cho



7ap chi

UNG THU HOC Sé 76.2024

UNG THU HOC

Viét Nam

thiy di can nhiéu co quan 1a yéu t6 tién luong
xau lén PFS.

Chung t6i ghi nhan thiy cac tac dung khong
mong mudn thudng gip trong nghién ctru gdbm
hoi ching than kinh ngoai vi va hoi ching ban
tay-chan, cac tac dung phu Ién hé ti€u hoa,
huyét hoc, ddy 13 cac tic dung phu ctia hda chat
Capecitabine va Oxaliplatin. Nghién ctiru ¢6 6
BN tang huyet ap méi xuat hién hodc tang huyét
ap kho kiém soat sau diéu trj Bevacizumab.
Nghién ctru BECOX cua cac tac gia Tay Ban
Nha BN UTDTT di can trén 70 tudi, cho thay
tac dung phu do 3, 4 thudong gip nhét gdm tiéu
chay (18%), mét moi (16%), trong d6 li€n quan
dén Bevacizumab gom huyét khoi tinh mach
sau (6%), huyét khdi mach phdi (4%) [7].
Mot nghién ctu trén quan thé BN Nhat Ban
cung cho thdy céc tac dung khong mong muon
chu yéu lién quan dén diéu tri hoa chat gdm
triéu chung than kinh ngoai vi (93%), chén an
(90%), mét méi (83%), budn ndn (74%), tiéu
chay (57%) [8].

5. KET LUAN

Phéc d6 XELOX két hop Avegra Biocad 1a
phéc do hiéu qua va an toan trén bénh nhan ung
thu dai truc trang di can ¢ Viét Nam.
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