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UNG DUNG XET NGHIEM ONCOTYPE DX TREN BENH NHAN
UNG THU VU GIAI POAN SOM THU THE NOI TIET DUONG TiNH,
HER2 AM TiNH TAI BENH VIEN K

Nguyén Thi Hoa", Phung Thi Huyén', Lé Thi Yén',
Phan Ngoc Huyén', Lé Thi Thwong?

TOM TAT

Muc tiéu: Mo ta ddc diém 1am sang, can 1am sang, phan bd diém tai phat (Recurrence Score — RS)
ctia bénh nhan ung thu va giai doan sém cé thu thé ndi tiét dwong tinh (HR +), thu thé yéu td ting
truong biéu bi ngudi 2 4m tinh (HER2-) dugc xét nghiém Oncotype DX va nhan xét vé quyét dinh diéu
tri hoa chét dua trén két qua xét nghiém Oncotype DX tai Bénh vién K.

Phuwong phap: Nghién ctru mo ta héi ctru dugce thue hién trén 45 bénh nhén ung thu va giai doan
[-II, HR+, HER2- da phau thuat va c6 két qua xét nghiém Oncotype DX tai Bénh vién K. Thong tin vé
dac diém lam sang, mo bénh hoc va quyét dinh dicu tri dugc thu thap tir ho so bénh an.

Két qua: bo tudi trung binh cua bénh nhan la 47,24+10,3. Pa s6 cac bénh nhan & giai doan |
(77,8%), thé md bénh hoc phd bién nhét 1a carcinoma 6ng xam nhap khong dic hiéu (88,6%). Phan b
diém RS cho thiy 24,4% bénh nhan thudc nhém nguy co thap (RS < 11), 57,8% thudc nhom nguy co
trung binh (RS 11-25) va 17,8% thudc nhom nguy co cao (RS 26-100). T4t ca bénh nhan nhém nguy
co cao (8/8) va 6/26 bénh nhan nhom nguy co trung binh (chi yéu dudi 50 tudi) duoc diéu tri hoa chat
b6 trg. Khong co bénh nhan nao trong nhom nguy co thap diéu tri hoa chat.

Két luan: Nghién ctru cho thay phan 16n bénh nhén ung thu va giai doan sém HR+, HER2- ¢6 diém
tai phat trung binh hodc thép - nhom dugc cho 1a khong ¢6 1oi ich hoac rat it loi ich tir diéu tri hoa tri
b tro. Két qua nay budc dau cho thiy tiém ning tng dung cua xét nghiém Oncotype DX trong thuc
hanh 1am sang tai Viét Nam, dac bi¢t voi bénh nhan tré va co dac diém mo bénh hoc khong 10 rang.
Can thém céc nghién ciru da trung tdm véi c& mau 16n hon dé danh gia hiéu qua lau dai.

Tir khoa: Ung thu vii; didu tri bd trg; Oncotype DX; diém tai phat.
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UTILIZATION OF THE ONCOTYPE DX ASSAY IN EARLY-STAGE
HORMONE RECEPTOR- POSITIVE, HER2-NEGATIVE BREAST
CANCER PATIENTS AT K HOSPITAL

ABSTRACT

Objective: To describe the clinical and pathological characteristics and Recurrence Score (RS)
distribution of early HR positive, HER2 negative breast cancer patients who underwent Oncotype DX
test, and to assess chemotherapy treatment decisions based on Oncotype DX results at K Hospital.

Methods: A descriptive, retrospective study conducted on 45 patients with stage I-II, HR+, HER2-
breast cancer who had undergone surgery and received Oncotype DX test at K Hospital. Data on clin-
ical features, pathology, and treatment decisions were collected from medical records.

Results: The mean age of the patients was 47.24+10.3 years. Most patients were diagnosed at
stage 1 (77.8%), and the most common histology was Invasive Ductal Carcinoma of No Special Type
(88,9%). The RS distribution showed that 24.4% of patients were in the low-risk group (RS <11),
57.8% in the intermediate-risk group (RS 11-25), and 17.8% in the high-risk group (RS 26-100). All
patients in the high-risk group (8/8) and 6 of 26 patients in the intermediate-risk group (mainly <50
years old) received adjuvant chemotherapy. No patients in the low-risk group received chemotherapy.

Conclusion: The majority of patients had low or intermediate RS, indicating limited benefit from
chemotherapy. These findings support the utility of Oncotype DX in tailoring treatment decisions and
avoiding overtreatment, especially in younger patients with ambiguous pathology. Larger multicenter
prospective studies are needed to confirm long-term outcomes and cost-effectiveness in the Vietnam-
ese setting.

Keywords: breast cancer; adjuvant; Oncotype DX; recurrence score.

1. DAT VAN BE Dbi véi nhém bénh nhan nay, dic biét ¢ giai doan
sdm, viéc quyét dinh c6 nén chi dinh héa chat bd
trg sau phau thuat hay khong la mdt bai toan phirc
thie hang dau cua y té toan cau va Viét Nam. tap, hoa chat du c6 thé gitip giam nguy co tai phat,
Theo thong ké cua GLOBOCAN 2022, UTV 1a  gn6 [5i tiém 4n nhidu doc tinh cap va man tinh,
bénh ung thur ¢6 ty ¢ mac méi cao nhat 6 nt g6 4nh hugng nghiém trong dén chit luong séng cia
trén toan the gioi (2,29 triéu ca) sza. la n'guyén nhan bénh nhan. Dic biét, khong phai tat ca bénh nhan
tr vong do ung thu dimg thir hai. Tai Vict Nam, gy thu duoc loi ich dang ké tr hoa chat. Do do,
UTV ciing la bénh ly ac tinh pho blén'nhét O phu viéc xéac dinh chinh x4c nhiing dbi tugng co nguy
nir va dang c6 xu huéng ngay cang gia tang, dat ¢ t4i phat cao va thuc sy hudng loi tir héa chat
ra ganh nang 16n cho h¢ thong y te [1, 2].Trong 13 st nhu clu cdp thiét nhdm t5i wu héa hicu
thuc hanh lam sang, phan nhom UTV ¢6 thu theé g4 diéu trj va tranh can thiép qua mirc khong can
noi ti€t duong tinh (HR+) va thy thé yéu t6 tang ;4 [5].
trudng biéu bi nguoi 2 am tinh (HER2—-) chiém ty o .
18 16n nhét, khoang 75% tong s6 ca bénh [3, 4].  DE ca thé hoa diéu tri, cac xét nghiém gen da
boi da dugc phat trién, trong d6 Oncotype DX -

Ung thu va (UTV) la mét trong nhiing thach
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xét nghiém 21 gen la cong cu dugc chirng minh
hiéu qua va ung dung rong rdi nhat. Xét nghiém
cung cap “Piém tai phat” (Recurrence Score —
RS) c6 gia tri ca vé tién lwong nguy co tai phat
xa va du bao loi ich ciia hoa chat bo trg [6, 7].RS
dugc phat trién dua trén viée phan tich 250 gen
c6 tiém ning tién luong va du bao dap tng diéu
tri cao nhat dugc mo ta trong y van. Cac nha phat
minh d 4p dung k¥ thuat gidi phan tmg chudi
polymerase thoi gian thuc (Realtime PCR) dé do
ludng mue d6 biéu hién gene tir cac mau mo bénh
hoc ¢6 dinh bang formalin va vui paraffin (FFPE)
thu dugc sau phau thuat tir 447 bénh nhan thudc
ba nhém nghién ctru khac nhau. Tir két qua phan
tich, 16 gene lién quan dén tién luong bénh va du
bao dap ung diéu tri da dugc lya chon, cung voi 5
gen tham chiéu ndi tai. Tt d6, mot cong thurc toan
hoc da dugc xay dung nham tinh toan nguy co tai
phat xa ¢ bénh nhan dugc diéu tri béng tamoxifen,
RS chinh 14 két qua tong hop cta phép tinh nay.
C6 nhiéu nghién ctru vé chi sé RS dd duoc tién
hanh va ching minh dugc vai tro tién lugng trong
ung thu vu. Ban dau, bénh nhan dugc chia thanh
ba nhém nguy co: Nguy co thap (RS <18), nguy
co trung binh (RS 18+30) va nguy co cao (RS
>30). Tuy nhién, lgi ich cua hoa chit bd tro van
chua rd rang & nhom nguy co trung binh. Nghién
ciru TAILORx [8], thtr nghiém 1dm sang ngiu
nhién, pha 3, c6 d6i ching da khang dinh rang
phan 16n bénh nhan c6 RS tir 0+25 khong can hoa
chat, ngoai trir nhém phuy nit dudi 50 tudi co RS tir
16+25. Trong khi d6, bénh nhan c6 RS > 26 cho
thiy rd loi ich khi dugc hoa chit [5]. Nhiing phat
hién nay da lam thay ddi cin ban hudng dan thyc
hanh 1am sang trén toan thé gidi.

Tai Viét Nam, xét nghiém Oncotype DX da bét
dau duoc trién khai tai mot s6 bénh vién 16n nhu
Bénh vién K trong nhitng nim gan day. Tuy nhién,
cho dén hién tai chua co nghién ctru h¢ théng nao
ghi nhan dic diém 1am sang, c4n 1am sang va két
qua diéu tri cia nhém bénh nhan Viét Nam duoc
chi dinh xét nghiém nay. Viéc thiéu dit liéu thuc té
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trong nudc tao nén mot khoang tréng dang ké vé
mat khoa hoc. Chinh vi vay, chung t6i thuc hién
nghién ctiru “Ung dung xét nghiém Oncotype DX
trén bénh nhéan ung thu vi giai doan som thy thé
noi tiét duong tinh, HER2 am tinh tai Bénh vién
K” vé1 muc tiéu:

1. Mb ta dic diém 1am sang, can lam sang va
phan bd diém tai phat (RS) cia nhém bénh nhan
duogc chi dinh xét nghiém Oncotype DX.

2. Phan tich quyét dinh diéu tri hoa chat dwa
trén két qua xét nghiém Oncotype DX.

2. POl TUONG VA PHUONG PHAP
NGHIEN cUrU

2.1. Béi twong nghién clru

GOm 45 bénh nhan ung thu va giai doan I, I
c6 HR +, Her2 — da phﬁu thuat va duoc lam xét
nghiém Oncotype Dx tai Bénh vién K giai doan
tir thang 7/2022 dén thang 6/2025.

Tiéu chuan lwa chon:

- Chan doéan xéc dinh ung thu va giai doan I-11,
da phau thuat, xét diéu tri bo trg.

- Khong ¢6 di can hach nach sau phau thuat.
- Chua diéu tri hoa chét, noi tiét b6 tro.

- C6 thu thé ndi tiét ER va/hodc PR duong
tinh, Her-2/neu am tinh.

_ - Buoc xét nghiém OncotypeDX va c6 két qua
day du.

- C6 hd so bénh an diy du va c6 thong tin theo
doi.

Tiéu chudn logi triv:

Bénh nhan khong dong y tham gia nghién ciru.
2.2. Dja diém va thi gian nghién ctru

- Pia diém: Bénh vién K.

- Thoi gian: Thang 7/2022 dén thang 6/2025.
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2.3. Phwong phap nghién ciru
Thiét ké nghién ciru: Nghién ctru mo ta.
Mau nghién ctru: Chon mau thuén tién.

Chon c& mau thuan tién: Cac bénh nhan du
tiéu chuan nghién ctru dugc chon vao nghién ctru.

2.4. N6i dung/Chi sé nghién ctru

bic diém 1am sang va md bénh hoc: Tuéiq,
gidi, tinh trang kinh nguyét, giai doan bénh, thé
mo bénh hoc va ket qua héa mo mien dich.

Chi s6 nguy co, quyét dinh diéu tri hoa chat.
2.5. Quy trinh nghién ctru

Thu thap théng tin Iam sang, can lam sang

Tat ca bénh nhan du tiéu chqén nghién clru
duogc thu thap cac thong tin bao gom:

- Tén, tudi, gioi, nghé nghiép, dia chi lién lac,
s6 dién thoai, s6 hd so bénh an.

- Chén doan bénh va giai doan bénh, mé bénh
hoc, tinh trang thu thé n@j tiet (ER, PR), Her2, cac
phuong phap da dugc diéu tri.

- Rhén loai giai doan bénh theo AJCC phién
ban s6 8, nam 2017.

- Phan loai md bénh hoc theo T6 chirc y té thé
gidi, phan loai do0 md hoc theo Elston gom do 1,
I1, III.

- Tinh trang thy thé noi tiét ER, PR: Béng ky
thuat nhuém héa moé mién dich, danh gia theo tiéu
chuén Allred dya vao ty 1¢ va cuong do bat mau
cua nhan. Tinh trang thy thé noi tiét ER, PR duoc
cho 1a duong tinh khi duong tinh tr 1% tré Ién
theo phan loai cia ASCO-CAP.

- Yéu té phat trién biéu mé Her-2/neu: béanh
gid am tinh hay duong tinh theo tiéu chudn
nhudém héa mé mién dich (IHC), tinh diém theo
tiéu chuan cuia nha san xuat Dako dugc chia tur

0 dén 3+ dua vao ty 1€ va cuong do bat mau cua
mang bao twong. Am tinh bao gom Her-2/neu (-)
va (+); duong tinh khi Her-2/neu (+++), v4i bénh
nhan c6 Her-2/neu duong tinh (++), can lam thém
xét nghiém phén tir dé khang dinh tinh trang khu-
&ch dai Her-2/neu theo tiéu chudn ASCP-CAP.

Tinh trang Ki 67

Xét nghiém OncotypeDX duoc thuc hién bang
phuong phép giai phan ting chudi polymerase thoi
gian thyc (Realtime PCR), trén mau md cta khbi u
v ctia bénh nhan. Bénh nhan dugc tu van, thu mau
va giri bénh phim dén phong xét nghiém Genomic
Health (M¥), nhan két qua theo quy trinh.

- Xt 1i s6 liéu: S6 lidu thu thap dugc ma hoa va
xir Iy bang phan mém SPSS 20.0.

- Pao dtic nghién cuu: Xét nghi¢m da duoc
khuyén nghi trong cac huéng dan thyc hanh trén
thé gidi va Hudng dan diéu tri ciia Bo Y té. Nghién
ctru dugc trinh hoi dong dao dirc trudc khi tién hanh
nghién ctru.

3. KET QUA NGHIEN CcUU
3.1. Két qua xét nghiém OncotypeDX

Bang 1. Két qua xét nghiém OncotypeDX

DPiém nguy co’ $6 bénh nhan (N,%)
<11 11 (24,4)
11-25 26 (57,8)
26-100 8(17,8)
Tong 45
Nhan xét:

Trong nghién ctru cua chang toi, chiém chu
yéu la nhém nguy co trung binh voi 57,8%. Nhém
nguy co thip véi RS < 11 chiém 24,4%, it nhit la
nhom nguy co cao voi 8 bénh nhéan (17,8%).
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3.2. Mot s6 dac diém bénh nhan va diéu

tri theo két qua nguy co tai phat (RS)

Bang 2: P&c diém Iam sang theo két qud RS

Dac diém bénh nhan TatcaBNn, % RS<11 RS 11-25 | RS 26-100

Tubi

Trung binh 47,24+10,3

<50 29 (64,4) 5 19 5

=50 16 (35,6) 6 7 3

Giai doan bénh

IA 35(77,8) 8 22 5

A 10 (22,2) 3 4 3

Tinh trang kinh nguyét

Man kinh 16 (35,6) 6 7 3

Con kinh 29 (64,4) 5 19 5
Nhan xét:

D6 tudi trung binh cua bénh nhan trong quan

con kinh nguyét (64,4%). Bénh nhén giai doan

thé nghién ctru 1a 47,24+10,3. Pa s6 bénh nhan

Bang 3: Bac diém can lam sang theo két qué RS

som IA chiém 77,8%, giai doan ITA chiém 22,2%.

DPic diém bénh nhan TatcaBNn, % | RS<11 | RS 11-25 | RS 26-100
Kich thwéc u trung binh 16,7+£7,8 mm 18+10,8 | 16,216 16,8+9,4
Thé mé bénh hoc

Carcinoma xam nhap tip khéng dac biét (NST) 40 10 22 7
Carcinoma xam nhap thé tiéu thuy 3 0 3 0
Thé nhay 1 0 1 0
Khéac (thé hdn hop éng va tiéu thily xam nhap) 1 1 0 0
Tinh trang ER/PR

ER dwong tinh 45/45 (100%) 11 26 8

PR dwong tinh 44/45 (97,8%) 11 26 7

PR am tinh 1/45 (2,3%) 0 0 1
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Ki67

<20% 24 (53,3%) 7 15 2
>20% 1 (46,7%) 3 12 6
Db mb hoc

bo 1 5 (11,1%) 1 4 0
b6 2 32 (71,1%) 10 17 5
b6 3 3 (6,7%) 0 1 2
Khoéng xac dinh 5(11,1%) 0 4 1

Nhan xét:

Thé mé bénh hoc thudng gip nhét la carcinoma
xam nhap tip NST voi 88,6%. Phan 16n bénh

nhéan trong nghién ctru cua ching t6i ¢ giai doan I
(77,8%) voi kich thudce u trung binh 1a 16,7+7,8 mm.

Bang 4: Bac diém diéu tri bé tro theo két qua RS

Dic diém bb tro Tat ca BN n,% RS<11 RS 11-25 RS 26-100
Khoéng diéu tri bd tro 0 0 0 0
Noi tiét don thuan 31 (68,9) 11 20 0
Ca héa chét va noi tiét 14 (31,1) 0 6 8

Nhan xét:

Tat ca cac bénh nhan trong nghién ctru déu
dugc diéu tri noi tiét bo tro. Trong d6, cac bénh
nhan nguy co thip déu khong dugc diéu tri hoa
chat, & nhom nguy co trung binh c6 6/26 bénh
nhan dugc diéu tri hoa chét, chiém 13,3%. Tat ca
cac bénh nhan nhom nguy co cao déu duogc diéu
tri hoa chat.

4. BAN LUAN
4.1. Vé phan b6 diém nguy co tai phat

Trong nghién ctru cua ching t6i, nhém bénh
nhan c¢6 diém nguy co tai phat trung binh (RS
11-25) chiém ty 1& cao nhit 57,8%, tiép theo
1a nhém nguy co thip (RS < 11) chiém 24 4%,
nhom nguy co cao (RS 26-100) chiém ty 1& nhap
nhat 17,8%. Két qua nay c6 diém twong dong voi

nghién ctru TAILORX, véi ty I¢ bénh nhan thude
nhom nguy co tai phat thap va trung binh chiém
ty 1& cao cao hon nhiéu so v&i nhom nguy co cao.
Ty 1& bénh nhan thudc nhém nguy co thip trong
nghién ctru cta chung t6i (17,8%) cao hon nghién
ctru TAILORX (Vi ty 18 14%) c6 thé dugc 1y giai
do su than trong trong chi dinh lam xét nghi¢m
OncotypeDX tai Viét Nam, vi xét nghi¢m nay co
chi phi cao va chua duoc phd cap rong rdi. Nhu
vay, trong quan thé nghién ctru c6 tdi 82,2% bénh
nhan thudc nguy co thap va trung binh, nhom ma
loi ich cta hoa chit khong c6 hoic khong o rang.
Phat hién ndy nhan manh tiém ning to 16n cua
xét nghiém Oncotype DX trong viéc giam thiéu
diéu tri qua muc, gitp mot ty 1& 16n bénh nhan
Viét Nam tranh duogc cac doc tinh cép va man
tinh ctia héa chat ma khong anh huong dén tién
luong bénh.
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4.2.Vé dic diém lam sang, can lam sang
va chi dinh dieu tri héa chat

D6 tudi trung binh ctia bénh nhan trong nghién
ciru la 47,24+10,3, tré hon so voi nghién cuu
TAILORX hay nghién ctru ctia Joseph va cong su
[9], trong d6 nhom bénh nhan < 50 tudi chiém da
sO (64,4%), phan anh d6 tudi mac ung thu va &
Viét Nam dang tré hoa. Pa s6 cac bénh nhan trong
nghién ctru giai doan I (chiém 77,8%), giai doan
IT ¢6 35,6%, trong do6 chi c6 1 bénh nhan c6 hach
nach di can. Tuy vay, khong c6 su khac biét vé
phan bd diém tai phat (RS) ¢ 2 giai doan bénh.
Thé mo bénh hoc chi yéu cia ca ba nhom nguy
co la carcinoma xam nhép tip khong dac hi¢u
NST (chiém ~89%), dong nhat véi dich t& ung
thu va. Tat ca cac bénh nhan déu c6 thu thé nodi
tiét estrogen duong tinh, duy nhat 1 bénh nhan
c¢6 thu thé progesterone am tinh (<1%), roi vao
nhom nguy co tai phat cao RS >26, phu hop voi
két qua cuia cac nghién ctru trude day cho thiy PR
am tinh 13 yéu t4 tién lwong x4u va c6 xu huéng di
kém RS cao [10]. Chi s6 Ki67 >20% - yéu t6 lién
quan dén tang sinh va nguy co tai phat cao, dugc
ghi nhan ¢ 75% bénh nhan nhém RS >26, trong
khi chi chiém 21% & nhém RS <11. Pay 1a mot
lién két hop 1y, cung cb thém gia tri két hop giira
xét nghiém Oncotype DX va chi sé Ki67 trong
danh gia nguy co [11]. Tuong tu, dd mo hoc cao
(Elston d¢ 3) chi xuat hién 6 nhém RS cao (25%),
trong khi khong xuit hién & nhém RS thap, cho
thdy su phu hop giita dic diém mé hoc va biéu
hién gen tién luong x4u. Trong nghién ciru cia
chung t6i, c6 14 bénh nhan duoc diéu trj hoa chét,
bao gdm tit ca cac bénh nhin c6 RS>26 (8 bénh
nhan) va 6 bénh nhan nguy co trung binh (23%),
chu yéu 1a nhitng bénh nhan <50 tudi va co chi
s6 Ki67 cao. Lua chon nay phan anh dung sy kho
khan trong viéc ra quyét dinh & nhom nguy co
trung binh, tré tudi, noi ma loi ich cua hoa chét
tuy nho nhung van ton tai va can duoc can nhic
ky ludng.
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4.3. Han ché

Chung t6i cing ghi nhdn mét sd han ché cua
nghién ctru. Thir nhat, day 1a mot nghién cru mé6
ta hoi clru, thyc hién trén c& mau thuén tién con
khiém t6n (45 bénh nhén) tai mot trung tim duy
nhét. Diéu niy c6 thé anh huong dén tinh khai quat
hoa ctia két qua. Thir hai, do thiét ké nghién cru,
chung t6i chua thé cung cap dir liéu vé két qua
song con dai han (nhu thoi gian séng thém khong
bénh, thoi gian sdng con toan bd) va mdi lién quan
v6i diém RS ciing nhu quyét dinh diéu tri.

5. KET LUAN

Du con nhitng han ché, nghién ctru di cung
cép nhimg dir liéu thyc t& dau tién va co gia tri
v€ viéc umg dung xét nghiém Oncotype DX tai
Viét Nam. Két qua cho thdy su phan bd diém RS
va dic diém bénh nhan tai Bénh vién K c6 nhiéu
nét tuong dong véi cac nghién ctru qudc té 16m,
khang dinh tiém ning cia xét nghiém trong viéc
ca thé hoa diéu tri va giam thiéu viéc diéu tri hoa
chat khong can thiét. Dac biét, nghién ctru da chi
ra mot diac diém quan trong cua quén thé bénh
nhan Viét Nam la c6 do tuél tré, nhan manh sy
phuc tap trong viéc ra quyet dinh ¢ nhom nguy
co trung binh. Tuy nhién, van can ¢6 thém céc
nghién ctru tién ctru, da trung tim véi ¢& mau 16n
hon dé d4nh gi4 hiéu qua lau dai va tinh kinh té y
té clia xét nghiém nay trong bdi canh Viét Nam.
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