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Abstract: This study aims to assess effectiveness and tolerance with neoadjuvant chemotherapy in
patients with locally advanced gastric cancer in the period of 2018-2020. The study used the
descriptive cross-sectional method to investigate 70 patients diagnosed with locally advanced gastric
cancer, assigned to ECX/ECF or FLOT neoadjuvant chemotherapy regimens at Vietnam National
Cancer Hospital. The results show that the partial response rates in the ECX/ECF and FLOT groups
were 69.70% and 89.20%, respectively. There was no significant difference in the response level
between the two groups (p = 0.716). 78.79% in the ECX/ECF group and 88.56% in the FLOT group
underwent surgery. Neutropenia was an adverse event with the highest rate of grades 3 and 4 in both
regimens (FLOT regimen was 10.81%, ECX/ECF regimen was 24.24%). There is a statistically
significant difference in the incidence of events between the groups with prophylaxis and non-
prophylaxis by granulocyte colony-stimulating factor. Taken together, there was no significant
difference in the response level between the two groups; regarding the event of neutropenia, it could
be controlled by prophylaxis in terms of benefits and risks for each patient.
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Panh gia hiéu qua va dung nap caa phac d6 tan bo tro
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Tém tit: Muc tiéu: danh gia hiéu qua va dung nap ctia phac do tan bd trg trén bénh nhan ung thu
da day (UTDD) tién trién tai chd trong giai doan 2018-2020. Bdi twrong nghién ctru: 70 bénh nhan
duoc chin doan xac dinh 1a UTDD tién trién tai chd, duoc chi dinh diéu tri phac dd hoa tri tan bd
trg ECX/ECF hodc FLOT tai Bénh vién K. Phuong phép: thiét ké nghién ciru mé ta cit ngang. Két
qua: Ti 1é dap tng mot phan & nhém ECX/ECF va FLOT lan luot 1a 69,70% va 89,20%. Khéng c6
su khac nhau ¢ y nghiia vé mirc do dap ang gitra hai nhém (p=0,716). 78,79% trong nhém ECX/ECF
va 88,56% trong nhom FLOT duoc tién hanh phau thuat. Giam bach cau trung tinh 1 bién c¢6 bat
loi co ti 1é gap bién cb do 3, 4 cao nhat ¢ ca hai phac d6 (phac d6 FLOT 14 10,81%, phac dd ECX/ECF
la 24,24%). C6 sy khac nhau c6 ¥ nghia thong ké vé ti 1¢ gip bién cb giita nhém ¢ du phong va
khong du phong ha bach cau trung tinh. Két luan: vé hiéu qua diéu tri: khdng co su khac nhau c6 ¥
nghia vé muc do dap ung giira hai nhom. V& kha ning dung nap ciia phac db tan bo trg & hai nhom:
vé bién c6 ha bach cau trung tinh, c6 thé kiém soat bang viéc du phong sao cho phi hop vé mat loi
ich va nguy co ddi vai ting bénh nhan.

Tir khod: UTDD, hiéu qu4, an toan, hod trj liéu bé tro.

1. Mé& dau

UTDD la mét trong nhitng bénh ung thu phd
bién nhit trén thé gi¢i. Tai Viét Nam, UTDD
dung thir 3 ¢ ca hai gidi sau ung thu gan va ung
thu phdi véi ty 1& mac chuan theo tudi la
11,38/100.000 dan [1]. Trong diéu tri UTDD,
phau thuat la phuong phap chinh, két hop véi cac
chién luoc diéu tri tin bo trg, bd trg, nham cai
thién két qua phau thuat va ngin ngira tai phat.
Nam 2020, Bo Y té ban hanh “Huéng dan chan
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doan va diéu tri UTDD”, trong d6 cac phac db
tan bd tro duge khuyén cao trong diéu trj UTDD
tién trién tai chd con kha ning phau thuat hoic
nhitng trudng hop bénh & giai doan phiu thuat
duoc nhung chua ¢ kha ning md ngay, bao gom
phac d¢6 ECF va cac bién thé (ECX, EOX,...)
hoic 1a phac d6 FLOT [2]. Tuy nhién, tai Viét
Nam, con thiéu nhiing nghién ctru danh gia tinh
hiéu qua va an toan caa phac dd tan bd trg trong
diéu tri UTDD tién trién tai chd, trong d6 c6 phéc
d6 ECX/ECF va FLOT. Nhém nghién ciru da
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tién hanh thyc hién dé tai véi muc tiéu: danh gia
hiéu qua va dung nap ctia phac dd tan b tro trén
bénh nhan UTDD tién trién tai chd diéu tri tai Bénh
vién K tir 2018-2020.

2. P6i twong va phuong phap nghién ctru
2.1. Poi twong nghién ciru

Tiéu chuan lua chon: bénh nhan duoc chan
doan xac dinh 1a UTDD tién trién tai chd, duoc
chi dinh diéu tri phac d6 hoa tri tan bo tro
ECX/ECF hoac FLOT, tai Bénh vién K trong
giai doan tir 1/2018 dén 12/2020.

Tiéu chuan loai trir: bénh ung thu khéc trong
5 nam tr¢ lai day.

2.2. Phwong phap nghién ciru

Thiét ké nghién cau: nghién ctru mo ta
cét ngang.

Panh gia két qua: danh gia kha nang dap ung
v6i phac d6 tan bo tro trén bénh nhan UTDD tién
trién tai chd dya trén tiéu chuan dap tng khéi u
ddc RECIST phién ban 1.1. Bién ¢6 bét loi 1am

sang s€ duogc ghi nhan dua trén cac théng tin
trong bénh an theo tirng chu ki. Murc d6 nghiém
trong cuia cac bién cd bat 1oi dua theo Tiéu chuan
Panh gia cac bién cb bét loi cia Vién Ung thu
qudc gia Hoa Ky (CTCAE 5.0).

Xt Iy s6 lidu: cac sb liéu thu thap duoc cia
nghién ctru dugc xtr 1y bang phan mém SPSS
20.0. Dé kiém tra su khac nhau vé céc bién sb
dinh luong giita hai nhém sir dung phac do6
ECX/ECF va FLOT, st dung t-test khong cap
vé6i cac mau phan bd chuan, sir dung kiém dinh
phi tham s6 Mann-Whitney test véi mau phan b
khéng chuan. Chi-squared test hoic test Fisher
exact (khi mot trong cac 6 co gia tri ki vong <1
hoiac 20% cac 6 co gia tri ki vong < 5) duoc su
dung dé danh gia sy khac biét giita ti 18 cac bién
s6 dinh tinh giita hai nhom; p<0,05 dugc xem xét
¢6 ¥ nghia thdng ké.

3. Két qué nghién ciru
3.1.Vé hiéu qud ctia phac dé tan b6 tro trén bénh

nhan ung thu da day tién trién tai ché trong giai
doan 2018-2020

Béang 1. Pac diém lam sang, can 1am sang cua doi tuwong nghién ciru

Phic db Téng (n=70) ECX/ECF (n=33) FLOT (n=37)
SSbénh | (%) | S6bénh (%) S8 bénh (%) D
nhan nhan nhan
<50 19 27,14 11 33,33 8 21,62
50-59 19 27,14 8 24,31 11 2973 | a0
Tubi 60-69 25 35,72 11 33,33 14 37,84 :
>70 7 10,00 3 9,03 4 10,81
X+ SD 56,71+10,19 54,6114,41 58,59+8,69 0,027
. Nam 51 72,86 25 75,76 26 70,27
Giéi tinh Nt 19 27,14 8 24,24 11 2073 | 9399
T1 0 0,00 0 0,00 0 0,00
Giai doan T T2 0 0,00 0 0,00 0 000 | (.64
(T) T3 12 17,14 8 24,24 4 10,81 '
T4 58 82,86 25 75,76 33 89,19
NO 6 8,57 3 9,09 3 8,10
Giai doan N N1 31 44,29 15 45,45 16 4324 | o o
(cN) N2 26 37,14 14 42,42 12 34,43 '
N3 7 10,00 1 3,03 6 14,23
. A 0 0,00 0 0,00 0 0,00
G‘E‘Adﬁan 1B 5 15,15 2 6,06 3 8,19 | 0,699
o m 65 84,85 31 93,94 34 91,90
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Nhan xét: d6i twong nghién ciru gip chu yéu
& nhom tudi 60-69 & ca 2 phac dd. Co sy khac
biét c6 ¥ nghia thong ké vé bién sb tudi, cu thé
tudi nhém bénh nhan FLOT cao hon nhém bénh
nhan ECX/ECF (p=0,027). Do tudi trung binh
ciia nhom nghién ctru 1a 56,71+10,19 tudi.
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UTDD gip chii yéu ¢ nam gidi, ti 1& nam/nir
trong mau nghién ctru 1a 2,68/1. Giai doan bénh
chiém ti 16 cao nhit & ca hai nhom la giai
doan III. Ti 1€ bénh nhan c¢o6 di ¢in hach & nhéom
FLOT la 91,90%, & nhom ECX/ECF la 90,91%
(Bang 1).

Béng 2. Mirc d6 déap tmg vdi céc phac do tan b trg trong diéu tri UTDD tién trién tai chd theo RECIST 1.1.

o ECX/ECF (n=33) FLOT (n=37)
Mtre d§ dap ing lam sang ; ; p
S0 bénh nhan % SO bénh nhan %
Hoan toan 1 3,03 1 2,70
Mot phan 23 69,70 33 89,20
On dinh 3,03 2,70 0,716
Tién trién 9,09 2,70
Khéng danh gia duoc 15,05 2,70

Nhan xét: 33 bénh nhan s dung phac d6
ECX/ECF c6 1 bénh nhan (3,03%) dap tmg hoan
toan, 23 bénh nhan (69,70%) dap tmg mot phan.
37 bénh nhan sir dung phac d6 FLOT ¢6 1 bénh
nhén (2,70%) dap ung hoan toan, 33 bénh nhan
(89,20%) dap tng mot phan. Khéng co su khac
nhau c¢6 y nghia vé muc d6 dap @ng gitra hai
nhom (p=0,716) (Bang 2).

Nhén xét: 26 bénh nhén (78,79%) trong
nhoém st dung phac d6 ECX/ECF va 33 bénh
nhan (88,56%) trong nhoém st dung phac do
FLOT dugc tién hanh phau thuat. C6 sy khac biét
c6 y nghia théng ké vé ti 18 bénh nhan duoc phau
thuat va khong dugc phau thuat gitta hai nhom
(p=0,033) (Bang 3).

Bang 3. Chi dinh phau thuat ciia bénh nhan sau diéu tri tan bd tro

Phac do ECX/ECF (n=33) FLOT (n=37)
SO bfgnh % SO b:_snh % p
nhan nhan
Puoc tlén hanh Phau thuat triét can 26 78,79 32 86,49
phau thuat Phiu thuat tridu chitng 0 0,00 2,70
o % R 0,033
Kh~6ng tién hanh -Il;l;f:h(n Ph? ?uit - 4 12,12 2,70
phau thuat o8 ¢0 chl dinh phan 3 9,09 3 8,11
thuat
Bang 4. Dy phong cac bién ¢ bét loi ciia hude

Phac d6 ECX/ECF FLOT
Dy phong S6 chu ki % S chu ki % P
So6t giam bach cau trung
tinh bing G-CSF 0 0,00 105 73,43 <0,001
No6n 101 100,00 120 83,92 <0,001
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3.2. Vé kha ndng dung nap ciia phdc’dé‘ tan bé
trgfjrén bénh nhdan ung thu da day tién trién tai
cho trong giai dogn 2018-2020

Nhan xét: Co 105 chu ki (73,43%) st dung
phac d6 FLOT va khong co chu ki nao st dung
phac d6 ECX/ECF duoc dy phong sot giam bach
cdu trung tinh bang G-CSF (Granulocyte -
Colony stimulating Factor). C6 101 chu ki

99

(100,00%) sit dung phac dd ECX/ECF va 120
chu ki (83,92%) sir dung phac d6 FLOT duoc du
phong nén (Bang 4).

Nhan xét: trong 70 dbi twgng tham gia
nghién cau, cac bién ¢ bat loi can 1am sang do
3, 4 ghi nhan dwoc bao gom giam bach cau
(2,86%), giam bach cau trung tinh (17,14%),
taing AST/ALT huyét thanh (11,43%), thiéu mau
(12,86%) va giam tiéu cau (5,71%) (Bang 5).

Bang 5. Bién cb bat loi clia cac phéac dd tan bd trg trong diéu tri UTDD
tién trién tai cho dua trén két qua cén lam sang

Phiic 4 ~ ECX/ECF ~ FLOT Tong
Bién cé S6 bénh nhan (%) S6 bénh nhan (%) (n=70)
Do 1-2 Po3-4 Do 1-2 Po3-4 Do 1-2 Do 3-4
Giam bach ciu 3 - 6 1 9 2
- (9,09%) (3,03%) (16,22%) | (2,70%) (12,86%) (2,86%)
Giam bach cau trung 5 8 5 4 10 12
tinh (15,15%) | (24,24%) | (1351%) | (10,81%) | (14,29%) | (17,14%)
Tang AST/ALT huyét 2 1 7 7 9 8
thanh (6,06) (3,03%) (18,92%) | (18,92%) | (12,86%) | (11,43%)
Thiéy méu 20 7 28 2 48 9
(60,61%) | (21,21%) | (75,68%) | (541%) (68,57%) | (12,86%)
Giam tiéu cau ! L 3 3 10 4
(21,21%) (3,03%) (8,11%) (8,11%) (14,29%) (5,71%)

Bang 6. Tuong quan gitra mirc do giam bach cau trung tinh va viéc du phong s6t ha bach cau trung tinh tién phat
khi st dung phac d6 FLOT

Murc d6 ha bach cau Do 1-2 Do 3-4
trung tinh 0 0 p
Du phong G-CSF n & n &
Khong 2 5,41 3 8,11
Co 3 8,11 1 270 | %001

Nhan xét: ¢6 sy khac nhau c6 y nghia thong
ké vé ti 16 gap bién cb gitta nhom c6 du phong va
khong du phong ha bach cdu trung tinh
(p=0,001) (Bang 6).

4. Ban luan

4.1. Panh gid hiéu qua cia phac do tan bo trg
trén bénh nhan ung thw da day tién trién tai cho
trong giai doan 2018-2020

Keét qua cua cac nghién cttu cho thay moi lién
quan gitra dap tng lam sang va dap tng trén mod

bénh hoc va/hoic séng thém [3]. Ti Ié dap tng
mot phan & nhom ECX/ECF va FLOT lan luot
la 69,70% va 89,20%. Khong c6 su khac nhau cé
¥ nghia vé mac do dap ung giira hai nhom
(p=0,716). Ty 1& bénh nhan trai qua phiu thuat
trong nghién citu MAGIC [4] 1a 91,6% va trong
nghién coru FLOT4 [2] 1a 97%, cao hon so voi
nghién ctu cua chung toi. Poi voi phac dd
FLOT, ti I¢ nay la 89,19% va vé6i phac dd
ECX/ECF, ti 1€ nay la 78,79%; su khac biét c6 ¥
nghia thong ké giira ti I¢ duoc phiu thuat gitra
hai nhom. Nguyén nhan cia van dé nay duoc cho
la do su khac nhau vé ti I& bénh nhan tir chéi
phau thuat.
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4.2. banh gid kha nang dung nap véi phéc do
tdn7 bo tro t~rén bénh nhdn ung thu da day tién
trién tai cho trong giai dogn 2018-2020

Déi véi phac dd FLOT, ti 1& gap bién ¢ giam
bach ciu trung tinh (BCTT) d6 3-4 1a 10,81%,
d6 1-2 1a 13,51%, thap hon so v6i nghién ciru
FLOT4 vo¢i ti 1€ twong tng 1a 51% va 27%.
Nguyén nhan dugc cho 1a c6 67,57% bénh nhan
dugc dung dy phong sét giam BCTT tién phat
bang G-CSF, ti 1é nay trong nghién ciru FLOT4
1a 5% [5].

Dbi voi phac dd ECX/ECF, ti 1¢ gap bién ¢
giam BCTT do 3-4 1a 24,24%, d6 1-2 1a 15,15%.
Ti ¢ giam BCTT trong nhém bénh nhén
ECX/ECF & nghién ctu nay lai cao hon so véi
phac d6 FLOT. Két qua nay nguoc lai so véi két
qua cua nghién ciu FLOT4, vai ti 1é gap bién cb
giam BCTT d6 3,4 & phac d@5 FLOT 1a51% va &
phac d6 ECX/ECF la 39% [5]. Nguyén nhan cua
su khac biét nay la do khac nhau vé ti 1& bénh
nhan dugc du phong tién phat sét giam BCTT
bang G-CSF (¢ phac d6 FLOT 14 67,57%, & phac
d6 ECX/ECF 14 0,00%).

Ti 1& ha bach cau do 3-4 & nhom duge du
phong ha bach cau thap hon & nhém khong duoc
dung dy phong ha bach ciu (p=0,001). Viéc du
phong tién phat mang lai loi ich vé viéc giam tan
suét nhép vién diéu tri khéang sinh, han ché viéc
tri hodn diéu tri, giam lidu va cac bién ching
khac lién quan dén ha bach cau [6].

5. Két luan

- V& hiéu qua cta phac do tan bo tro trén
bénh nhan UTDD tién trién tai chd:

Khong co su khac nhau c¢6 y nghia vé mirc
do6 dap ung gitra hai nhém bénh nhan st dung
phac d6 ECX/ECF va sir dung phac d6 FLOT
(p=0,716). C6 su khac biét vé ty 1& bénh nhan
dugc phau thuat gitta nhom sir dung phac do
ECX/ECF va phac dd FLOT (p=0,033).

- Vé kha ning dung nap ciia phac do tan bd
tro trén bénh nhan UTDD tién trién tai cho:

Cac bién ¢ bat loi can 1am sang d6 3, 4 ghi
nhan duoc: giam bach cau (2,86%), giam BCTT

(17,14%), ting AST/ALT huyét thanh (11,43%),
thiéu mau (12,86%) va giam tiéu cau (5,71%).

C6 105 chu ki (73,43%) sir dung phac dd
FLOT va khong cé chu ki nao st dung phac do
ECX/ECF dugc dy phong sét giam BCTT bang
G-CSF. C6 101 chu ki (100,00%) st dung phac
d6 ECX/ECF va 120 chu ki (83,92%) sur dung
phac ¢6 FLOT dugc dy phong non.
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