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ABSTRACT

Objectives: To examine the real-world efficacy and safety profile of Pazopanib for
metastatic renal cell carcinoma at Ho Chi Minh city Oncology Hospital.

Methods: Retrospective descriptive study was conducted on 47 metastatic renal cell
carcinoma patients who received first line Pazopanib from 1/5/2021 to 31/12/2024.

Results: The cohort was predominantly male, and clear cell was the predominant
histology. Most patients (95.7%) had a Karnofsky performance status = 80. According
to the IMDC criteria, 61.1% of patients were classified into the intermediate-risk group.
The overall disease control rate was 91.7%, with 27.8% of patients achieving a partial
response. The median progression free survival was 14.97 months, and the 2-year
overall survival rate was 77.5%. Univariate analysis did not identify any significant factors
affecting progression free survival. The most frequently reported adverse events were
hand-foot skin reaction (48.9%), elevated liver enzymes (48.9%), and diarrhea (36.2%).

Conclusions: In the first-line setting, Pazopanib demonstrates a favorable safety and
efficacy profile for patients with metastatic renal cell carcinoma.
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TOM TAT
Muc tiéu: Danh gia két qua diéu tri thuc té clia Pazopanib trong diéu tri ung thu biéu mé
than tién xa di can tai Bénh vién Ung budu thanh phd H6 Chi Minh.

Dai twgng, phwong phap: Nghién ctru hoi ciru 47 trudng hop ung thu thén ti€én xa di can
c6 giai phau bénh ung thu biéu md dugc diéu tri budc mot véi Pazopanib tir 1/5/2021 dén
31/12/2024.

K&t qua: Nam gidi chiém da s6 va dang mo hoc ung thu biéu mé théan loai té bao sang
thudng gap nhat. 95,7% bénh nhan dugc danh gia thang diém KPS = 80. Nhém nguy co
trung binh theo IMDC chi€m 61,1%. Ty l& kiEm soat bénh 14 91,7% va 27,8% bénh nhan dat
dap (’ng mot phan. Trung vi séng con khdng bénh tién trién dat 14,97 thang va ty (& séng
con toan bd 2 ndm & 77,5%. Chua ghi nhan yéu t6 anh hudng dén séng con khéng bénh
tién trién qua phan tich don bién. Cac bién c6 b4t lgi thudng gap nhéat la phan (ng da tay
chan (48,9%), tang men gan (48,9%) va tiéu chay (36,2%).

K&t luan: Pazopanib trong diéu tri ung thu biu md té bao than tién xa di can cé hiéu qua
kha quan, tuong déng vdi cac dir liéu trén thé gidi vai hd sa doc tinh c6 thé quan ly dugc.

Ttr khéa: Ung thu biéu mé té bao than, Pazopanib, dit liéu ddi thuc, thuéc trc ché

tyrosine kinase.

1. AT VAN BE

Theo GLOBOCAN (2022), ung thu bidu mé t& bao
than chiém 2,2% téng s6 ung thu trén thé gidi va van
& mot thach thic L8n véi hé thong y té thé gidi véi
434.419 trudng hgp méi mac va 155.702 trudng hap
tlr vong hang nam. Tai Viét Nam, ung thu than ding
hang thr 19 véi s6 trudng hgp mdi mac va tlr vong
hang nam la 2246 va 1112 trudng hgp [1]. Theo thong
k&, 20-40% bénh nhan sau khi dugc diéu trj triét dé sé
chuyén sang giai doan di can va khoang 20-30% bénh
nhan dugc chan doan di can ngay tir dau [4]. Trong
gan 2 théap ky, diéu tri ung thu biéu mo té bao than
ti€n xa di cadn (MRCC) da trai qua nhéu giai doan, tir
thoi dai cytokine véi trung vi séng con toan bo (overall
survival - OS) khoang 12 thang dén giai doan don tri
véi cac thubce trc ché tyrosine kinase (TKIs) (Sunitinib,
Pazopanib, Carbozatinib...) véi trung vi OS khoang 28

*Tac gia lién hé

thang. Nam 2016, cac thudc (c ché diém kiém soat
mién dich (ICl) bat dau xuat hién trong cac hudng dan
diéu tri mRCC; va dén nam 2018, cac phac do két
hop bd déi ICI hodc mot thude ICI va mot thude TKls
dan trd thanh diéu tri dau tay tiéu chudn cho mRCC
vdi trung vi OS xap xi 50 thang [7].

Mac du cac phac dé bd doi ICI-ICI va ICI-TKIs d&
dugc chirng minh cé hiéu qua vugt trdéi so vdi don
tri bang mét thuéc TKls, dac biét & nhém bénh
nhan nguy cag trung binh, xau theo tiéu chi IMDC
(International Metastatic Renal Cell Carcinoma
Database Consortium), viéc ap dung céc phac do
nay vao thuc hanh [am sang tai Viét Nam con nhiéu
khé khan do gia thanh thubc cao, bdo hiém y té
khong chi tra va thoi gian diéu tri kéo dai. Ngugc lai,
tai hau hét cac co sd'y té tai Viét Nam, Pazopanib,
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mot thudc TKls da dich van a su lwa chon kha di
cho hau hét cac truong hgp mRCC. Thong qua céac
thtr nghiém lam sang va dr liéu dai thuc tur khi dugc
Cuc quan ly Thyc phdm va Dugc pham Hoa Ky (FDA)
phé duyét diéu tri nd&m 2009 dén nay, Pazopanib van
ching minh dugc hiéu qua khéng kém hon Sunitinib
trong diéu tri budc mot mRCC vdi ho so doc tinh cé
thé quan ly [5-6]. Pac biét, dif liéu doi thuc & nhom
trén dan sd chau A va phan tich dudi nhém cula
nghién ciru COMPARZ cho thay Pazopanib cé ho so
ddc tinh khac biét @ nhém nay so véi dan sé chau Au,
Bac My nhu tang ty & xuat hién bién c8 bat loi trén
hé huyét hoc, gan, tang huyét ap, phan ung da tay
chan (hand foot skin reaction - HFSR) va ty & giam
lidu thudc trong khi khong c6 su khac biét vé hiéu
qua diéu tri [8]. Cho dén nay, s6 liéu trong nudc vé
hiéu qua va tinh an toan ctia Pazopanib trong diéu
tri budc modt mRCC van con thiéu, va chua cé nhiéu
cong bd khoa hoc qudc gia hodc qudc té tlr cac ca
s@y té tai Viét Nam. Do do, ching toi thuc hién dé tai
nay nham tra (&i cau hoi nghién citu k&t qua diéu tri
bang Pazopanib trong diéu tri budc mét ung thu biéu
mo té bao than tién xa di can tai Bénh vién Ung budu
Tp. HCM la nhu thé nao?

2.DOI TUONG, PHUONG PHAP NGHIEN CUU
2.1. Thiét ké nghién citu

Nghién ctu hoi ciru moé ta loat ca.

2.2. Dia diém va thi gian nghién ciru

Nghién ctru thuc hién tai Khoa Noi tuyén vi-tiéu
héa-gan-niéu, Bénh vién Ung budu thanh phd Ho
Chi Minh tir ngay 1/5/2021 dén ngay 31/12/2024.

2.2. Déi twong nghién cliru

Tat ca cac bénh nhan = 18 tudi dudc chan doan
mRCC c6 gidi phau bénh 14 ung thu biéu mé dugc
diéu tri toan than tai Bénh vién Ung budu thanh pho
H® Chi Minh théa man tiéu chuén lya chon va loai
trir t&r ngay 1/5/2021 dén ngay 31/12/2024.

- Tiéu chu&n nhan bénh: tat cd cac bénh nhan = 18
tubi dugc chan doan ung thu than giai doan IV chua
tirng diéu trj toan than, cé két qua giai phau bénh la
ung thu biéu mé té bao than, dugc chi dinh diéu tri
dau tay vGi Pazopanib.

- Tiéu chuén loai trir: hd sa bénh an khong day du.
2.3. Ky thuat, céng cu va quy trinh thu thap sé liéu

D{t lieu dugc ghi nhan bang bang thu thap sé liéu
dua trén ho so bénh an va phan mém eHospital.

Bénh nhan dugc diéu trj it nhat 3 chu ky Pazopanib
va c6 hinh anh hoc danh gia dap Ung sé dugc phan
tich két qua diéu tri va theo doi song con.

Thoi gian két thac theo doi la 30/6/2025.

2.4. Xir ly va phan tich sé liéu

S6 liéu dugc nhap va xit ly bang phan mém SPSS 25.0
nham mo ta dac diém dan s nghién clu (trung vi, ty 1&
%) va két cuc sdng con bang phuong phap Kaplan-Meier.

2.5.Van déy dirc

Pay la nghién ctru hoi cttu md ta, ghi nhan thong tin tir
hd sabénh an, khéng can thiép vao qué trinh chan doan
hay diéu tri nén khéng vi pham dao dic nghién ctu.

3. KET QUA NGHIEN cU'U

Trongthdigiantirngay 1/5/2021 dén ngay 31/12/2024,
chung téi ghi nhan 50 trudng hgp mRCC diéu tri bang
Pazopanib tai Khoa N6i tuyén vu-tiéu hoa-gan-niéu,
Bénh vién Ung budu thanh phd H6 Chi Minh, trong do
c6 47 trudng hop thda man tiéu chuan chon bénh va
tiéu chuan loai trir dé dua vao nghién clru, 3 truong
hop con lai strdung Pazopanib trong diéu tri budc sau.
DPac diém dan s6 nghién cttu dugc thé hién & bang 1.

Bang 1. Dac diém dan sé nghién cttu (n = 47)

f e Tan Ty lé
b - §
ac diém s6 | (%)
Trung binh (tudi)| 59,7
Tudbi 3 NhAt-16
Nhophatkl.dn 3977
nhat (tudi)
Nam 35 | 74,5
Gidi
N 12 | 25,5
Thang diém hiéu suat 280 45 | 95,7
Karnofsky (KPS) <80 2 4,25
Carfzmotna té 26 |55.3
bao sang
Carcmom’a 5 (106
~ dang nhu
Loai giai phau bénh
Carcinoma ki 2 | a3
biét hoa ’
CarC|.nAomis| kém 14 | 20,8
biét hoa

Tudi trung binh cua dan sé nghién ctu la 59,7 véi
ty & nam gigi chiém wu thé (74,5%). Hau hét bénh
nhan c6 chi s6 KPS = 80 (95,7%). Ty l& ung thu biéu
mo théan loai té€ bao sang chiém da so (55,3%), sau
doé la carcinoma kém biét hda (29,8%).
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Trong 47 trudng hgp thdéa man tiéu chuén nghién
clru, 8 trudong hgp diéu tri Pazopanib 1 chu ky va 3

Bang 4. Cac bién c6 bat loi (AEs) dugc ghi nhan (n=47)

truong hop digu tri 2 chu ky, do dé chi ¢6 36 truong Bif" co P61 | P62 | P63 Tat',g
hop dugc dua vao phan tich két qua didu tri (bang 2) bat loi so
3 két o] on (bang 3). . .
va két cuc sonfg con (bang 3) it nhat mot AE 24: 6 ) 110 410
Bang 2. Dac diém va két qua diéu tri Pazopanib (n = 36) (51%) |(12,8%)|(23,4%) | (87,2%)
Tan | Tv L& Mét moi 18 2 0 20
Chisd ol ' (38,3%) | (4,2%) (42,6%)
so | (%)
11 7 5 23
Gi HFSR
Tug <65tudi 22 | 61,1 (23,4%) | (14,9%) | (10,6%) | (48,9%)
= 65 tudi 14 | 38,9 I 13 5 5 17
Phan loai Tét 9 |25,0 Yo (27,7%) | (4,2%) | (4,2%) | (36,2%)
nguy co theo Trung binh 22 [ 61,1 Tang AST va/ 13 7 3 23
IMDC X&u 5 13,9 hoac ALT (27,7%) | (14,9%) | (3,6%) |(48,9%)
Pap Gng hoantoan (CR)| 0 | 0 Giam bach 2 4 1 7
- cauhat | (4,2%) | (8,5%) | (2,1%) |(14,9%)
DPéanh gia bap &’ng moét phéan (PR) | 10 | 27,8
P . N - , 6 2
dap ung Bénh gilt nguyén (SD) | 23 |63,9 Thiéu mau (12,7%) | (4,2%) 0 8 (17%)
Bénh tién trién (PD) 3 8,3
Giam tiéu cau 0 ! 2 3
’ . 12,81 % (2,1%) | (4,3%) | (3,6%)
S6 chu ky Trung binh 929
diéu tri . ~ : Tang huyét ap 4 o 3 16
Nho nhat-lén nhat 3-37 (8,5%) |(19,1%) | (3,6%) | (34%)
Giam lié co 14 38,9 Pam niéu 2 0 0 2
iam lidu . .
Khéng 22 61,1 (4,2%) (4,2%)
Tri hoan liéu mau toc (10,6%) (10,6%)
Khéng 13 | 36,1

S6 chu ky diéu tri trung binh v&i Pazopanib la 12,81,
cho ty & kiEm soat bénh 91,7%. Hau hét bénh nhan
dugc phénloainguycotrungbinhtheo IMDC (61,1%).

Bang 3. K&t cuc séng con (n = 36)

Chi sé Két qua
Trung vi Chua dat duoc
S6ng con toan bd 0S 1 n&m 96%
(08) ’
OS2 nam 77,5%
S8ng con khong Trung vi 14,97 £ 5 thang
bénh tién trién PFS 1 nam 54,1%
(PFS) PFS 2 nam 40,9%
Nhom tudi 0,306
Phan tich don bién IMDC 0,132
anh huéng ctamot | Giam lidu
s6y8uts d8nPFS |  gidu tri 0,664
Tri hoan liéu 0,849

174

Ty l& bénh nhé&n xuét hién it nhat mot bién co bét Lgi
trong qua trinh diéu tri la 87,2%. Khéng ghi nhan bién
c6 bat lgi do. HFSR, tang men gan va tiéu chay la cac
bi€n cd bat lgi thudng gap nhat.

4.BAN LUAN

Nghién c(ru cuia chung téi thu nhan dugc 47 trudong
hgp théa man tiéu chudn nghién cltu, vdi trung vi
thai gian theo doi 19,43 thang, thdi gian theo doi dai
nhét la 44,03 thang, ngéan nhét la 3,93 thang. Theo
dé, ty & bénh nhan nam gidi va dang giai phau bénh
& carcinoma té€ bao sang chiém da so, tuong dong
v@i cac nghién clru khac trén thé gidi. Tuy nhién, y
van ghi nhan khoang 75-80% ung thu biéu mé than
la carcinoma t€ bao sang, trong khi ty l& nay trong
nghién cttu clia chung toi la 55,3%. Diéu nay co thé
do mot sd bénh nhan khdng thé thuc hién sinh thiét
u nguyén phat ma phai thong qua cac vi tri di can
nhu phoi, xuong, hach, gy khé khan trong viéc xac
dinh chinh x4c loai giai phau bénh. Trong 36 bénh
nhan dugc diéu tri it nhat 3 chu ky Pazopanib va co
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hinh anh hoc danh gia dap ung, ty & bénh nhéan =
65 tubi chi€ém khoang 38,9% vd&i phan tang nguy co
tét, trung binh, xau theo tiéu chi IMDC lan lugt a
25%, 61,1% va 13,9%, tuwong dong véi cac nghién
clu khac khi phan nhém nguy ca trung binh thudng
chiém da s6 [2-3]. Ngoai ra, c6 11 bénh nhan khong
dugc phan loai vi chi diéu tri tir 1-2 chu ky Pazopanib
va chung téi cling ghi nhan khoang 40% va 87% bénh
nhan khong thé xac dinh chi sé calci huyét thanh va
LDH. Do dé, chiing t6i khéng thé danh gid bénh nhan
theo tiéu chi MSKCC va nhitng han ché trén co6 thé sé
anh hudng dén tinh dai dién cluia két qua nay.

Nghién clru ctia chung t6i khong ghi nhan truong hop
nao dat dap Ung hoan toan va ty l& dap 'ng mot phan
la 27,8%. Tuy nhién, cé dén 23 bénh nhan (63,9%)
dugc danh gid bénh 6n dinh, cao hon han cac nghién
ctru khac trong khi khéng c6 su khac biét vé phan bo
bénh nhén theo tiéu chi IMDC [6]. Mac du s chu ky
diéu tri trung binh la 12,81 chu ky (trung vi la 10 chu
ky), trung vi PFS trong nghién cfu clia chling toi lai lén
dén 14,97 thang, phan anh hau hét bénh nhan déu
khéng thé diéu tri lién tuc. Trong phéan tich nay, ty &
bénh nhén can diéu chinh liéu (giam liéu va tri hoan
lidu) an lugt La 38,9% va 63,9%. Phan tich trén nhom
dan s& chau A clia nghién citu COMPARZ ghi nhan ty
& nay lan lugt la 54% va 65%, cao hon nhom con lai
nhung khéng ghi nhan sy khéac biét cé y nghia thong
ké vé két cuc séng con clia hai nhom [3]. Ngugc lai,
trung vi PFS, OS & nhém can gidm lieu do bién ¢6 bat
loi lai cao han cé y nghia théng ké so vdi nhédm duy
tri dugec muc lieu 800 mg, lan lugt 1a 12,5 thang so
vGi 7,3 thang (PFS) va 36,8 thang so vd&i 21,7 thang
(OS) [3]. Twong tu, nghién clru doi thue PARACHUTE
cling ghi nhan 37% bé&nh nhan chau A khdng st dung
lieu khdi dau la 800 mg va tat ca cac trudng hgp bénh
nhan can giam lidu déu & nguodi chau A [2]. Trong
nghién clu nay, chidng t6i ghi nhan 3 trudng hgp tam
ngung diéu tri trén 6 thang, sau do tiép tuc st dung
Pazopanib. Tuy nhién do hinh anh hoc tai thdi diém
bat dau diéu tri lai khdng cho thay bénh tién trién,
céc trudng hop nay van dugc danh gia bénh 6n dinh.
Ngoai ra, ching t6i cling ghi nhan ty & PFS tai thoi
diém 1 ndm va 2 nam khéng qué khéc biét, [an lugt [a
54,1% va 40,9%, phan nao giai thich cho trung vi PFS
clia chung t6i cao hon so véi cac nghién clru khac,
dao déng tir 9-12 thang [2-3]. Do ¢& mau nhd, chi co
36 bénh nhan, chung t6i khéng ghi nhan su khac biét
vé PFS theo phén loai IMDC, tinh trang giam liéu hay
nhém tudi nhu céc nghién cttu khac [2], [5]. Cudi
cung, vai trung vi thdi gian theo doi la 19,43 thang,
chung t6i chua thé xac dinh trung vi OS clia dan s6

nghién clru. Tuy nhién, véi két cuc PFS cao hon céac
nghién cu khac, ching toi cling ghi nhan ty & OS 2
nadm kha cao, |&n dén 77,5%.

H6 so ddc tinh clia Pazopanib trén dan s6 Viét Nam
clia Pazopanib khong qua khac biét, véi cac bién co
bat lgi thuong gap nhat la HFSR (48,9%), tdng men
gan (48,9%) va tiéu chay (36,2%). Trai vd&i nghién clru
COMPARZ cho thay dan s6 chau A ghi nhan tang ty
& doc tinh trén huyét hoc [3], ching toi ghi nhan
bién cé bat Lgi trén hé huyét hoc & tat ca phan doé chi
dudi 20%. Ngoaira, 2 bién c6 bat lgi thudng dugc ghi
nhan & nhém dan s6 chau A la tdng huyét 4p va dam
niéu la co ty 1& kha thap trong nghién cltu nay, mot
phan do day & nghién ctu hdi citu, khéng thé thu
thap day du dir liéu yéu cau. Nhin chung, céc bién
c6 bat loi c6 thé duge quan ly vdi viéc digu chinh ligu
(gidm, tri hoan) hoac st dung mét s6 bién phap diéu
tri n6i khoa.

Qua nghién cltu nay, ching ta c6 thé xay dung quy
trinh theo doéi riéng cho nhém bénh nhan ung thu
biéu mo té bao than tién xa di can diéu tri bang
Pazopanib nhu thyc hién thudng quy cac xét nghiém
gillp phén tang nguy ca theo IMDC, MSKCC. Ngoai
ra, cing can hudng dan bénh nhan tu theo déi huyét
ap thudng xuyén va dinh ky xét nghiém phan tich
nudc tiéu.

5. KET LUAN

Phan tich clia chiing t6i cho thdy bénh nhan ung thu
biéu mé than tién xa di can diéu tri bang Pazopanib
c6 hiéu qua kha quan, tuong dong véi cac dir liéu
trén thé gidi vdi ho sa déc tinh c6 thé quan ly dugc.
Tuy nhién, van can thoi gian theo déi lAu dai véi c&
mau l&n hon, cling nhu thiét k& nghién ctu phu hop
dé c6 thé danh gia rd rang Loi ich va tinh an toan cla
loai thu6c nay.
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