I/
+I_I Vietnam Journal of Community Medicine, Vol. 66, Special Issue 20, 57-63

Le Thu Ha, Nguyen Minh Thang*, Tran Thi Kim Anh
Hanoi Oncology Hospital - 42A Thanh Nhan, Bach Mai ward, Hanoi, Vietnam

Received: 23/9/2025
Reviced: 16/10/2025; Accepted: 25/10/2025

ABSTRACT

Objective: To review some clinical and paraclinical characteristics of HER2-positive
breast carcinoma in the metastatic recurrent stage, and to evaluate the treatment efficacy
as well as some adverse effects of the Paclitaxel-Trastuzumab regimen in the studied
patient group.

Subject and methods: A study was conducted on patients with recurrent, metastatic
HER2- positive breast cancer treated with Paclitaxel combined with Trastuzumab at
Hanoi Oncology Hospital from October 2017 to September 30, 2024. Research subjects:
women aged 18 to 80 years old diagnosed with metastatic recurrent breast cancer,
with histopathology of invasive carcinoma. Immunohistochemistry was HER2 (+++) or
HER2 (++) with positive FISH/Dual-ISH. Research method: a combined retrospective-
prospective descriptive study.

Results: A total of 87 patients were enrolled. The response rates of the regimen after 3,
6, and 9 cycles were 74.7%, 36.8% and 17.2%, respectively; with 3 patients achieving
a complete response, accounting for 3.4%. The majority of patients achieved response
after 3-6 treatment cycles. After 9 treatment cycles, stable disease was observed in 46%
of patients. The progression-free survival rates at 3 months, 6 months, and 12 months
were 88.5%, 75.1%, and 38.2%, respectively; the median progression-free survival was 9
months. The overall survival rates at 6 months, 12 months, and 24 months were 95.4%,
83.5%, and 64%, respectively; the median overall survival was 32 months. Common
adverse effects were peripheral neuropathy (57.4%), anemia (43.7%).

Conclusion: The Paclitaxel-Trastuzumab regimen was effective in treating patients
with HER2-positive breast cancer at the metastatic stage in terms of response rate,
progression-free survival, and overall survival. Adverse effects occur at low rates, mainly
grade 1, 2.

Keywords: Metastatic breast cancer, HER2-positive, Paclitaxel-Trastuzumab regimen.
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TOM TAT
Muc tiéu: Nhan xét mot sé dac diém lAm sang va can ldm sang ung thu bi€u mo tuyén v
HER2 duong tinh giai doan tai phat, di can; danh gia hiéu qua diéu tri va mot s6 tac dung
khong mong mudn ctia phac do Paclitaxel-Trastuzumab trén nhém bénh nhan nghién ciu.

DPéi twgng va phuong phap: Nghién clru thuc hién tai BEnh vién Ung budu Ha Noi tirthang
10/2017 dén 30/9/2024, trén bénh nhan ung thu vi HER2 duong tinh tai phat, di can diéu
tri phac do Paclitaxel két hgp Trastuzumab. P8i tugng nghién ctru: nit tudi tir 18-80 dugc
chan doéan xac dinh ung thu vi giai doan tai phat di can, mo bénh hoc la ung thu biéu mo
xam l&n. Héa md mién dich c6 HER2 (+++) hodc HER2 (++) kém khuéch dai gen FISH/Dual-
ISH. Phuong phap nghién ctiru mo ta két hgp hoi ciru va tién curu.

Két qua: C6 87 bénh nhan dugc lwa chon vao nghién ctru. Ti lé dap (ng sau 3, 6, 9 chu ky
diéu tri lan lugt la 74,7%, 36,8% va 17,2%; trong d6 3 bénh nhén dap (‘ng hoan toan chiém
3,4%, phan l&n céc bénh nhan dat dugc dap rng sau 3-6 chu ky diéu tri. Sau 9 chu ky diéu
tri, bénh chd yéu gilr nguyén chiém 46%. Ti & s6ng thém bénh khéng ti€n trién tai thoi diém
3 thang, 6 thang va 12 thang lan lugt la 88,5%; 75,1% va 38,2%; trung vi song thém bénh
khéng tién trién la 9 thang. Ti l& séng thém toan bd tai thdi diém 6 thang, 12 thang va 24
thang lan lugt la 95,4%; 83,5% va 64%; trung vi sGng thém toan bo la 32 thang. Cac tac dung
khong mong mudn thudng gap la bénh ly than kinh ngoai vi (57,4%), thi€u mau (43,7%).

K&t luadn: Phac d6 Paclitaxel-Trastuzumab cé hiéu qua trong diéu tri bénh nhan ung thu vu
c6 HER2 duang tinh giai doan tai phat, di can & ca ti lé dap (ng, thoi gian séng thém bénh
khong tién trién va thdi gian séng thém toan bd. Tac dung khéng mong mudn gap vdi ti &
thap, chuyéu la do 1, 2.

Tir khéa: Ung thu va di can, HER2 duong tinh, phac do Paclitaxel-Trastuzumab.

1. AT VAN BPE

Ung thu va chiém ti & méac phai cao nhét trong céc
loai ung thu & phu nit. Theo GLOBOCAN nam 2022,
tai Viet Nam s& ca mac mdi la hon 24.000 va sé tor
vong la 10.000 [1]. V&i ung thu vu giai doan di can,
thai gian séng trung binh tir 2-3 nam [2-3]. Phuong
phap chinh diéu tri ung thu va di can a diéu trj toan
théan, trong dé hoa tri la nén tang. Phac do phdi hgp

*Tac gia lién hé

Taxane va Trastuzumab la phac do hiéu qua trong
diéu tri ung thu vi HER2 duong tinh giai doan tai
phat di can.

O'ViétNam, bang chirng ldam sanglién quan dén hiéu
qua va doc tinh ctia phac d6 Paclitaxel-Trastuzumab
con han ché, va tai Bénh vién Ung budu Ha Noi hién
chua c6 cong trinh nao danh gia vé phac do nay.
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Trén co sd do, chung t6i ti€n hanh nghién ctu danh
gia két qua phac d6 Paclitaxel-Trastuzumab trong
diéu tri ung thu vi HER2 duong tinh giai doan tai
phat, di can véi 2 muc tiéu: (1) Nhén xét mot so
dac diém [dm sang va can lam sang & nhom bénh
nhan nghién cltu; (2) Panh gia hiéu qua va mot so
tac dung khong mong muén ctia phac do Paclitaxel-
Trastuzumab.

2.POI TUONG, PHUONG PHAP NGHIEN CUU
2.1. Thiét ké nghién ciru

Nghién cttu mé ta két hgp hoéi clru va tién clu.
2.2. Dia diém va thai gian nghién ciru

Thoi gian bat dau ldy s6 liéu tir thang 10/2017 dén
ngay 30/09/2024 tai Bénh vién Ung budu Ha Noi.

2.3. Déi twgng nghién ciru

- Tiéu chuén lva chon: nir tudi t&r 18-80 dugc chan
dodn xac dinh ung thu vu giai doan tai phat di can,
mé bénh hoc la ung thu biéu md xadm l&an. Héa mo
mién dich cé HER2 (+++) hoac HER2 (++) kém theo
FISH/Dual-ISH ducong tinh, danh gia toan trang
ECOG < 2. Diéu tri budc mot v@i phac dé nghién clru
t6i thiéu 3 chu ky; chirc ndng gan, than, tim trong gidi
han binh thuong.

-Tiéu chuan loai trir: ung thu' vi téi phat tai ché c6 chi
dinh diéu trj tai ché tai vung, bénh nhan cé nguy co
t&r vong do bénh hodc cac bénh ly tram trong khac,
di ing vGi thudc, héa chat trong phac doé nghién clu.

2.4. C& mau, chon mau

Chon bénh nhan phu hgp vdi tiéu chan lya chon.
Thai diém luwa chon bénh nhan tién cu (bat dau diéu
tri phac do Paclitaxel-Trastuzumab) ho&c hoi ctru (da
diéu tri xong phac do) bénh an clia bénh nhan.

C& mau dugc tinh theo céng thic sau:

Z3 ., *Pq
d2

n:

Trong do:

n la ¢& mau du kién; Z la sai lam loai 1, @ mdc 1-a/2
(a=0,05)thiZ _=1,96; p latilé song thém toan
b6 12 thang clia cac bénh nhén s dung hoda tri két
hgp Trastuzumab trong nghién cru ctia Slamon D.J
vacongsu (p=0,8)[4];-g=1-p; dladd chinh xac

mong muén (d = 0,0876).

Thay cac théng sé vao céng thirc trén, tinh dudgc
n = 80 bénh nhan. Nghién cltu clia chung t6i lay
87 bénh nhan.

2.5. Bién sd, chi s8, ndi dung, chi dé nghién ciru

Nhom bién s6 vé tinh trang ldm sang, can lam sang,
k&t qua vé ti l& dap ung, maoi lién quan gilra ti & dap
(rng va céac yéu to, thoi gian song thém bénh khong
tién trién (progression-free survival - PFS), thai gian
song thém toan bo (overall survival - OS), tac dung
khéng mong mudn.

2.6. Quy trinh nghién ctru

- Cac thuéc strdung trong nghién cttu: Paclitaxel 175
mg/m2 da, truyén ngay 1 céc chu ky; Trastuzumab
truyén lieu khai dau 8 mg/kg ngay 1 chu ky 1, truyén
lidu 6 mg/kg ngay 1 mdi chu ky tiép theo ti chu ky 2
trd di. Thoi gian mdi chu ky: 21 ngay.

-Danh gia dap ing sau mdi 3 chu ky, hodc khicé dau
hién tién trién: kham lAm sang trudc diéu tri, tra O
bd cau hoi danh gid triéu chirng co nang, xét nghiém
huyét hoc, sinh hda chirc nang gan. Dac biét vdi
thuéc Trastuzumab c6 tac dung khéng mong mudn
dac thu trén chirc nang tim, chu yéu la giam phén
suat tdng mau, siéu Am tim dinh ky mdi 3 chu ky dé
phat hién sém céc thay ddi vé tim mach.

- Thai gian diéu tri: dén khi tién trién hoac déc tinh
khong chap nhan dugc.

2.7. Ky thuét, céng cu va quy trinh thu thap sé liéu

T bénh én nghién clru, phong van truc ti€p hoac goi
dién cho bénh nhan hoac ngudi nha ghi nhan cac
théng tin v& dac diém bénh nhan, vi tri tai phat di
can, k&t qua héa md mién dich, sy xuat hién va muc
dé ddc tinh, PFS, OS.

2.8. X ly va phan tich sé liéu
Sirly sé liéu bang phan mém SPSS 20.0.
2.9. bao dirc nghién ctru

Phac do diéu tri trong nghién ctu da dugc kiém
chirng qua nhiéu thir nghiém ldm sang tai cac trung
tam diéu trj ung thu (&n trén thé gidi va nam trong
khuyén céo diéu triclia Bo Y té€ Viét Nam. Nghién ciru
dugc Hoi dong duyét dé cuong va Hoi dong Pao dirc
clia Bénh vién Ung budu Ha N6i thong qua. Thong
tin bénh nhan duoc bao mat bang hinh thirc khuyét
danh trén toan bo ho so va khi cong bé két qua.
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3. KET QUANGHIEN cU'U

3.1. Dac diém ldm sang

Bang 2. Mirc d dap irng bénh
sau moi dgt danh gia (n = 87)

60
50 494 M db Sau 3 Sau 6 Sau 9
0 i chu ky chu ky chu ky
bap ung
3{} 0, 0, 0,
207 3138 hoan toan 1(1,1%) 2(2,3%) 3(3,4%)
20 Pap un
10 8 aPUNE | 64(73,6%) | 30 (34,5%) | 12 (13,8%)
. mot phan
0 ' " sps9 ' G0 1 10(11,5%) | 30 (34,5%) | 40 (46,0%)
< 40 40-4% 50-59 =6l nguyén »07/0 ,070 ,U70
Bi€u do 1. Ty lé cac dd tudi bénh nhan tron o
yie nghién cau g Tiéntrién | 12 (13,8%) | 25 (28,7%) | 32 (36,8%)

Nhém bénh nhan cé tudi < 40 chiém ti l& thap nhat
(8%), d6 tudi = 60 chi€m ti l& cao nhat (49,4%).

3.2. Két qua diéu trj
Bang 1. Sé chu ky diéu tri (n = 87)

Ti & bénh nhén diéu tri trén 9 chu ky chiém da s6
(39,1%); bénh nhan chi diéu tri dugc 3 chu ky chiém
ti L& it nhat (14,9%).

Sau 3 chu ky diéu tri, c6 65 bénh nhén (74,7%) dap
’ng, trong d6 co6 1 bénh nhén dap Ung hoan toan.

S chu ky diéu tri | S8 bénh nhan Ti & (%) S&,]u 9 chu ky dleu,trl E:hl ccin 15 btA_anh n/harj (17,2%)
- dap ung, trong dé c6é 3 bénh nhan dap ung hoan
3 chuky 13 14,9 toan; va 32 bénh nhan (36,8%) tién trién; nhém bénh
4-6 chu ky 24 27,6 nhan bénh giltr nguyén chiém ti l& cao nhat (46%).
7-9 chu ky 16 18,4 P.rlan lc?’n bénh nhan dat dugc d‘ap.trng §au 3 crlu k}/
diéu tri (74,7%), sau 7-9 chu ky diéu tri chu yéu la
>9 chu ky 34 39,1 bénh git nguyén.
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Bi€u db 2. Ty & thdi gian sdng thém bénh khong tién trién (PFS)
Ti & PFS tai thdi diém 3 thang la 88,5%; thoi diém 6 thang la 75,1%; thdi diém 12 thang la 38,2%. Trung vi PFS

(4 9 thang (ngén nhat 3 thang, dai nhat 40 thang).
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Bi€u d6 3. Ty lé th&i gian s6ng thém toan b (OS)

Ti 1&8 OS tai thdoi diém 6 thang la 95,4%; thoi diém
12 thang (A 83,5%; thoi diém 24 thang la 64%. OS
trung vi la 32 thang (ngéan nhét la 4 thang, dai nhat (4
83 thang).

bénh nhan ha bach cau dé 4. Ti l& thiéu mau gidm
huyét sac t6 (t8ng ca do 1, 2, 3, 4) la 43,7%, chu
y&u 12 d6 1 va d6 2. Ti 1& giam tidu cau it gap, chi co
1 bénh nhan (1,2%) ha tiéu cau doé 1.

Bang 3. Tac dung khéng mong mudén
trén hé huyét hoc (n =87)

Bang 4. Tac dung khdng mong muén ngoai hé
huyét hoc (n =87)

Poc Boc
. Poc L Poc tinh
bo , tinh , . -
) tinh gan R tinh tim than
than )
kinh
0 57 87 85 37
(65,5%) | (100%) | (97,7%) | (42,5%)
27 30
1 0 2(2,3%
(31,0%) (2,3%) | (34.50)
15
2 2(2,3%
(2,3%) 0 0 (17.2%)
3 1(1,2%) 0 0 5(5,8%)

Giam
Giam | 22" | Giam ,
. cauda . Giam
bo bach . huyét e
- nhan . . |tiéucau
cau sac to
trung
tinh
0 56 55 49 86
(64,4%) | (63,2%) | (56,3%) | (98,8%)
23 21 32
1 1(1,2%
(26,4%) | (24,1%) | (36,8%) | 1 (127
2 7 (8,1%) 10 6 (6,9%) 0
’ (11,5%) ’
3 1(1,2%) | 1 (1,2%) 0 0
4 0 0 0 0

Ti l& gidam bach cau da nhan trung tinh (tdng ca do
1,2,3,4) 14 36,8% chiyéu la dd 1va do 2; khéng co

Poc tinh than kinh hay gap nhéat, chiém ti & 57,5%
(tbngca do 1, 2, 3, 4), trong d6 da s6 1a do 1 (34,5%).
Ti & doc tinh trén gan (tdng men gan) chiém 34,5%
(tbngca dé 1, 2, 3, 4), trong d6 da s6 la dod 1 va do 2.
Tilé doc tinh trén tim mach it gép, chi chiém 2,3% va
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tat ca déu & do 1. Khéng c6 trudng hgp bénh nhan
nao gap doc tinh trén than.

4. BAN LUAN

Tubi dugc coi la mot yéu té quan trong trong diéu tri,
bdi & bénh nhan cao tudi thudng cé thé trang kém
hon, kha nang dung nap thudc kém clng nhu thuong
c6 nhiéu bénh ly nén (tiéu dudng, tang huyét ap...)
gay anh hudng dén lua chon héa chat diéu tri. Trong
nghién clu cua chung t6i, nhom bénh nhan cao tudi
(trén 60 tudi) chiém ti l& cao nhat vdi 49,4%. Tudi trung
binh & 57,1 tuéi, tuong tu nhu mét sé nghién cliu:
Pham Hoang Giang (2020) diéu tri ung thu vu tai phat
di can bang phac d6 Paclitaxel-Trastuzumab thay
nhém bénh nhan cao tudi chiém da s8 (32,2%) [5];
Slamon D.J va céng su (2001) nghién ctu trén bénh
nhéan ung thu vu di can cé béc 16 qua muc HER-2,
tudi trung binh la 51-54 tudi [4].

Trong nghién ctru clia chung t6i, sau 3 chu ky diéu
tri trén 87 bénh nhéan, cé 65 bénh nhan dap ung
hoan toan hoac dap ung mot phan (74,7%) va 12
bénh nhan tién trién (13,8%). Sau 6 chu ky diéu tri,
86 bénh nhan dap Ung hoan toan hoac dap rng mét
phan giam con 32 (36,8%), trong khi 25 bénh nhan
(28,7%) ti€n trién. Dén hét chu ky 9, chi con 15 bénh
nhan (17,2%) dap &ng hoan toan hoac dap ing mét
phan va 32 bénh nhan (36,8%) tién trién; nhém bénh
gilr nguyén chiém ti & cao nhat véi 40 bénh nhan
(46%). K&t qua nay phu hop vdi bao cdo ctia Slamon
D.J va Pham Hoang Giang, cho thay ti & dap ‘ng cao
nhat thudng dat dugc trong 3-6 chu ky dau clia phéc
do [4], [5].

Trong nghién cu cua chung t6i, trung vi PFS la 9
théng, trong dé ngén nhat la 3 thang, dai nhat 4 40
thang. Tai thdi diém 3 thang, 6 thang va 12 thang, ti
& PFS lan lugt la 88,5%; 75,1% va 38,2%. K&t qua
nay cao hon nghién cttu ctia Slamon D.J va cOng su
(2001) v@i trung vi PFS la 6,9 thang. Nghién cltu cua
Vi Thi Trang (2019) khi st dung phac doé Vinorelbin
két hop Trastuzumab c6 PFS la 8,4 thang [6], tuong
tw véi k&t quéa nghién cu clia chung toi. Nghién clru
clla Pham Hoang Giang (2020) c6 trung vi PFS la 12
thang [5], cao hon két qua clia chung t6i.

Theo Slamon D.J va cong su, thdi gian séng sét dai
hon & nhém bénh nhan két hgp Trastuzumab vdi
hoéa tri so v@i chi dung hda tri don thuan (trung vi OS
la 25,1 thang so véi 20,3 thang; p = 0,046) va giam
20% nguy cotirvong[4]. Trong nghién cru clia ching
téi, trung vi OS 14 32 thang, ngan nhat la 4 thang, dai
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nhat 13 83 thang; ti 1& OS tai thoi diém 6 thang, 12
thang va 24 thang lan lugt la: 95,4%; 83,5% va 64%.
K&t qua clia chung t6i cao hon két qua ctia Slamon
D.J va cdng sy [4] c6 thé do sé lugng bénh nhan cua
chuing t6i it hon. T cac két qua trén cho thay sur
dung két hgp Trastuzumab vdi hda tri kéo dai OS cua
cac bénh nhan.

Trong nghién clru clia chung toi, ti & ha bach cau
trung tinh dé 1, 2 va 3 [an ot & 24,1%; 11,5% va
1,2%, khéng c6 bénh nhan nao ha bach cau do 4,
khong cé bénh nhan nao sot ha bach cau. Ti lé nay
twang déng véi két qua nghién clru cta Slamon D.J
va cong sy vditi lé ha bach cau chungvatilé ha bach
cau nghiém trong lan ot 1a 24% va 6% [4]. Nghién
clu clla Pham Hoang Giang c6 ti l&é ha bach cau hat
trung tinh d6 1, 2 va 3 lan lugt la 25,8%; 3,2% va
9,7% [5].

Ti & thi€u m&u giam huyét sc t6 d6 1, 2 clia chung
toi lan lugt la 36,8% va 6,9%, khong c6 bénh nhan
nao giam do 3, 4; Slamon D.J va cong su co ti lé thiéu
mau la 14%, trong dé 1% la thi€éu mau nang [4].
Pham Hoang Giang c6 ti & gidm huyét sdc t6 do 1, 2
&n lugt la 22,6% va 6,4%, khong c6 bénh nhan nao
giam huyét sac t6 do 3, 4 [5].

Trong nghién clru clia chung tdi, ti l& viém day than
kinh ngoai vi la 57,4%, trong dé dé 1 chiém 34,5%);
do 2 chiém 17,2%, d6 3 chiém 5,8% - tuong ung vai
5 bénh nhan, khéng c6 bénh nhan nao & dé 4. Cac
bénh nhan & dé 3 nay déu da co6 thdi gian s dung
phac do Paclitaxel-Trastuzumab dai, do dé sy tich
LGy lam tédng doc tinh viém day than kinh ngoai vi,
do dé cé 5 bénh nhan da phai dirng diéu tri phac do
Paclitaxel-Trastuzumab. K&t qua clia chung toi cling
tuong tu vdi nghién cru ctia Slamon D.J va cong su
vdi ti & viem day than kinh ngoai vi 51,6% [4]; va
Pham Hoang Giang c6 ti & viém day than kinh ngoai
vi 45,1% [5].

Trong nghién cttu clia chling tdi, c6 2 bénh nhan xuat
hién tac dung khong mong muén trén tim mach do
1, cac bénh nhan déu duoc kham chuyén khoa tim
mach va kiém tra lai sau 2 tuan thady 6n dinh va duoc
diéu tri ti€p, khéng c6 bénh nhan nao doc tinh tim
mach tlr do 2 trd lén. Nghién clru ctia Pham Hoang
Giang khéng c6é bénh nhan nao gap doéc tinh tim
mach [5]; VG Thi Trang c6 ti l&é doc tinh tim d6 1 la
12% [6]. Diéu nay cho thay phac dé c6 doc tinh tim
mach & mic do thap.

Trong nghién clru clia chung to6i, ti 1& tdng men gan
(GOT, GPT) chiém 34,5%, trong d6é da s6 la do 1
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(31%). Khéng c6 bénh nhan nao tang men gan dé 4.
Ti & tdng men gan trong nghién clru clia chung toi
cao hon so vdi nghién clru cua Pham Hoang Giang
(2020) 12 6,5% [5].

5. KET LUAN

Nghién clu ching minh rang phac doé Paclitaxel-
Trastuzumab & mét lua chon diéu tri hiéu qua cho
bénh nhan ung thu vi HER2 duong tinh giai doan tai
phat, di can. Phac do khoéng chi nang cao ti 1& dap
rng ma con gop phan kéo dai thoi gian séng thém
khéng tién trién va séng thém toan bo. Cac tac dung
khong mong muén dugc ghi nhan & muc thap va chu
yéu & mic do nhe (do 1-2).
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