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TOM TAT i

Muc tiéu: Phan tich dac diém chi dinh, dutng
dung, cach dung va thai gian diéu tri trastuzumab trén
bénh nhan (BN) ung thu va (UTV). P06i tugng va
phuong phap: Nghién citu m6 ta hdi clru bénh an
clia cac BN UTV dugc chi dinh trastuzumab tai khoa
tuyén vU bénh vién Ung BuGu Da Nang tu ngay
1/10/2023 dén 30/9/2024. K&t qua: Nghién cltu thu
thap dir liéu tor 172 BN UTV HER2 du‘dng tinh
(HER2+), vdi t8ng cdng 2211 chu ky diéu tri
trastuzumab. 94,77% BN cé HER2+ tai thdi diém bat
dau sir dung trastuzumab Hoa chat phéi hgp chi yéu
la_phac d6 chua taxan khong chdra anthracyclin
(87,2%). Ty |é BN dung phac do diéu tri phdi hgp hai
thuSc khdng HER2 la 19,77%. Vé dudng dung, c6
35,47% BN c6 thay d6i derng dung it nhat 1 lan trong
qua trinh diéu tri; 86,52% sO chu ky trastuzumab
dugc dung dudng tiém dudi da. Phac do trastuzumab
moi 3 tuan dudc dung & 100% BN; tuy vay, ¢ 0,83%
sO chu ky cé do dai dudi 18 ngay, va khoang 13% s0
chu ky kéo dai hon 24 ngay, con lai la chu ky dao
dong 18 - 24 ngay. Trung vi thdi gian diéu tri dat
12,13 thang & nhom BN giai doan s6m va 30,03 thang
G nhém BN di cdn/tai phat. Két Iuan Da s6 BN dugc
chi dinh va sir dung thudc theo cac khuyén céo hién
hanh. Ngoai ra, nhitng BN chuyén d6i dudng dung
hodc dung trastuzumab ph0| hgp anthracyclin nen
dugc glam sat chat ché tac dung khong mong mudn.
Can cd thém céc nghién cltu tim hiéu nguyen nhan rut
ngan kéo dai chu ky diéu tri hodc khdng c6 két qua
xét nghiém HER2 tai thdi diém khdi dau dung
trastuzumab. 7@ khoda: trastuzumab, ung thu vd,
HER2 dugang tinh.
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Object: To analyze the characteristics of
indications, routes of administration, usage and
duration of treatment with trastuzumab in breast
cancer (BC) patients. Subject and method: A
retrospective descriptive study was conducted by
reviewing medical records of BC patients prescribed
trastuzumab at the Breast Oncology Department of Da
Nang Oncology Hospital from 1/10/2023 to 30/9/2024.
Result: Data were collected from 172 HER2-positive
(HER2+) BC patients, encompassing a total of 2211
trastuzumab treatment cycles. At the initiation of
trastuzumab therapy, 94,77% of patients were
confirmed HER2+. The predominant concomitant
chemotherapy regimen was an anthracycline-free,
taxane-based protocol (87,2%). The proportion of
patients receiving dual HER2 blockade therapy was
19,77%. Regarding the route of administration,
35,47% of patients experienced at least one change in
administration route during their treatment course;
86,52% of trastuzumab cycles were administered
subcutaneously. A 3-weekly trastuzumab regimen was
utilized in 100% of patients; however, 0,83% of cycles
had a duration of less than 18 days, and
approximately 13% of cycles extended beyond 24
days, with the remainder ranging between 18 - 24
days. The median treatment duration was 12,13
months in the early-stage BC group and 30,03 months
in the metastatic/recurrent BC group. Conclusion:
The majority of patients received trastuzumab
according to current guideline recommendations.
However, patients who switched administration routes
or received trastuzumab  concurrently  with
anthracyclines warrant close monitoring for adverse
events. Further research is necessary to investigate
the reasons for shortened or prolonged treatment
cycles and the absence of HER2 testing results at the
initiation of trastuzumab therapy.

I. DAT VAN DE

Ung thu va 13 bénh ly &c tinh phé bién nhat
@ nir gidi, trong dé khoang 15 - 20% trudng hgp
cd biéu hién HER2+, dic trung bdi tién trién
nhanh va tién Ilugng xdu. Su ra ddi cua
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trastuzumab, mdt khang thé dan dong nhdm vao
thu th€ HER2, dudc chi’ng minh la cai thién
dang ké ty Ié s6ng sot khdng bénh tién trién va
ty Ié song sot toan bd G ca giai doan sém va di
cdn, da tré thanh mot diéu tri tiéu chuin cho
nhém bénh nhan (BN) nay [1]. D€ dat dudc hiéu
qua diéu tri t6i uu va giam thiu cac tac dung
khong mong mudn, viéc s’ dung trastuzumab
can tuan tha chat che cac hudng dan diéu tri
hién hanh va thong tin trong t3 hudng dan sur
dung san pham dd dugc phé duyét. Cac hudng
dan nay thudng bao gém cac chi dinh, liéu dung,
dudng dung, thdi diém bt dau va két thuc diéu
tri, cling nhu cac luu y quan trong vé theo ddi va
quan ly tac dung phu. .

Tai bénh vién Ung budu Da Nang,
trastuzumab dugc s dung terc‘jng quy trong
diéu tri cho BN UTV HER2+ tU nam 2015. Tuy
nhién, cho dén nay, van chua c6 nghién clru nao
mo td moét cach hé théng thuc trang sur dung
trastuzumab trén d6i tugng BN nay tai bénh
vién. Chdng t6i ti€n hanh nghién clu nay véi
muc tiéu mo ta thuc trang s dung trastuzumab
trén déi tugng BN UTV. Két qua clia nghién cru
s cung cap nhitng bdng chiing quan trong dé tur
do dé xudt cac bién phap can thiép phu hgp
nham t6i uu hda viéc sir dung thudc gilp nang
cao hiéu qua diéu tri cho BN UTV HER2+ tai
bénh vién.

II. DOl TUQNG VA PHU'ONG PHAP NGHIEN CU'U

POi tugng nghién ciru

- Tiéu chuén lua chon

= B&nh nhan dugc chan dodn xac dinh ung
thu va.

= CO chi dinh diéu tri trastuzumab, sir dung
don tri hodc két hgp trong phac d6_tai khoa
tuyén vd, bénh vién Ung budu Da Nang trong
khoang thgi gian tUr ngay 01/10/2023 dén
30/09/2024.

- Tiéu chudn loai trir

= Bénh nhan mac hai loai ung thu.

» H6 s@ bénh an khéng xac dinh dugc chu
ky dau tién cua trastuzumab.

» Bénh nhan tu y bé diéu tri.

Phuong phép nghién ciru. Thiét ké
nghién cltu mo ta hoi ctu bénh an véi phuong
phap chon mau toan bd. Tat ca BN thoa diéu
kién chon mau sé tién hanh thu thdp thong tin
chi ti€t tir bénh an dugc luu trir tai Phong k&
hoach tong hop bénh vién Ung budu Da Nang.
Nghién clru thu thdp théng tin nhan kh3u hoc,
d&c diém bénh ly ung thu va diéu tri, déc diém
st dung trastuzumab.

Xir ly s6 liéu. SO liéu thu thap dugdc xr ly
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bdng phan mém Microsoft Excel va SPSS 27.0.
Céc bién dinh tinh dugc biéu dién bang ] Iu’dng
(%); bién dinh lugng dugdc biéu thi bang gia tri
trung binh (dd léch chuan véi phan phdi chuén),
va trung vi (khoang t& phan vi) vdi phan phoi
khéng chuén. Bi€u do Kaplain Meir dugc st dung
dé biéu dién thdi gian dung thudc clia bénh nhan.

Pao dirc nghién ciru. Bai bao la mét phan
cla dé tai nghién ctu khoa hoc, tuan tha yéu
cau vé dao dic trong nghién ciru, da dugc Hoi
dong dao durc trong nghién ctu y sinh hoc bénh
vien Ung budu Da Nang thong qua (s6
665/BVUBDN-HDDD).

INl. KET QUA NGHIEN CU'U

_3.1. Pac diém cua bénh nhén trong
mau nghién ciru. Nghién clu ghi nhan 172 BN
nir, dap ng day du tiéu chi lua chon va loai trur,
v6i tdng 2211 chu ky s dung trastuzumab. Do
tudi trung binh 1a 50,6 + 10,49 tudi. C6 8,14%
c6 bénh ly mac kém, 7,56% cd tién s sir dung
anthracyclin va 42,44% da tUng trai qua diéu tri
ung thu truéc do. Vé giai doan bénh, 65,12% BN
dudc chan doan & giai doan II - III va 60,47%
cd thu thé ndi tiét (ER va/hodc PR) dudng tinh.

Bang 1. Dic diém chung ciua bénh nhén

trong mau nghlen ciru (N=172)

Pac diém Két qua (n;%)

TuGi, TB£SD (min-max) |[50,6+10,49 (23-74)

. 22,38+2,57
BMI, TB+£SD (min-max) (16.44-31'11)
Bénh mac kem 14 (8,14)
Tién st c6 dung anthracyclin 13 (7,56)
Da diéu tri bénh ung thu 73 (42,44)

Giai doan bénh

I 20 (11,63)

I - 101 112 (65,12)
vV 17 (9,88)
T&i phat 23 (13,37)

Tinh trang nai tiét

ER+ va/hoac PR+ 104 (60,47)

ER-/PR- 68 (39,53)

Tong s6 chu ky sir dung 2211 (1-49)

Trastuzumab, min - max

3.2. Thuc trang sir dung Trastuzumab

3.2.1. Pac diém chi dinh Trastuzumab.
Phan I16n BN cé két qua HER2+ tai thdi diém bét
dau diéu tri trastuzumab. Trastuzumab chd yéu
dudc chi dinh v8i muc dich tdn bd trg/bd trg
(76,74%) vdi phac do hoa tri nén taxan chiém ty
& uu th& (87,21%). Ngoai ra, 19,77% BN dudgc
chi dinh liéu phap khang HER2 kép. Viéc thay d6i
phac do diéu tri chd yéu ghi nhadn ¢ nhom BN
giai doan tai phat/di can.

Bang 2. Piac diém chi dinh trastuzumab
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(N=172)
v e Két qua
Pac diém (n; %)
Tinh trang HER2| Duong tinh  |163 (94,77)
tai thoi diém bat|, . ANV
dau sit dung |09 0 KCLAUA g (5 53)
trastuzumab
Tan botrg |82 (47,67)
Muc dich diéu tri BO trg 50 (29,07)
Di can, tai phat |40 (23,26)

Phac do6 chira
taxan khong
chira anthracyclin
Phac d6 chira

150 (87,21)

Phac do6 hoa tri

két hgp & chu ky| anthracyclin _ 11 (6,40)
1 Phac dl?hgga chat| o (4,65)
PG 79

Phai hgp vai tﬁ#:: khang HER2 34 (19,77)
Su thay déi phac (_;k—_ﬂ(ll\?fziﬂgzs_)dri1 1(0,75)
do phoi hgp | Giai ?ﬁiﬂg)' can| 4 (35)

*P§ cd HER2+ tai thoi diém chén doan ban diu
3.2.2. Pic diém vé dudng ding va cdch
dung. Toan bo BN déu dudc st dung phac do
trastuzumab theo chu ky 3 tuan. Khoang cach
gitta cac chu ky diéu tri chd yéu ndm trong
khoang 18 - 24 ngay (86,17%), cho thay su duy
tri nhip diéu tri n dinh. V& dudng dung, 86,52%
s0 chu ky st dung dudng tiém dudi da (SC). Da
s& BN duy tri 6n dinh dudng tiém SC, chi ¢6
35,47% BN thay déi dudng dung it nhat mét [an.
Vé phan bd liéu SC theo can nang, hau hét BN
thudc nhom 45 - 65 kg.
Bang 3. Pac diém vé duong dung va
cach dung trastuzumab

Tiém dudi da (liéu 1913
Pudng dung 6 dinh) (86,52)
(N=2211) | Truyén tinh mach
(liéu theo can nang) 298 (13,48)
Phan bo s6 chu < 45 kg 135 (7,06)
ky SC theo ] 1709
nhém can nang 45-65kg (89,34)
(N=1913) > 65 kg 69 ( 3,61)

Pic diém K(?‘t‘f}:')a
Pic diém vé chu ky
Liéu trinh Phac d6 3 tuan | 172 (100)
(N=172) |Phacddhangtuan| 0(0)
< 18 ngay 17 (0,83)
Khoang cach s 1757
chu ky 18-24ngay | (g 17)
(N=2039) 25-28 ngay | 142 (6,96)
> 28 ngay 123 (6,03)
Pic diém vé dudng dung
, ~.| Khéng thay ddi [111 (64,53)
BC'T“ u%%;h:ayn?' Thay d6i 1 1an |39 (22,67)
(N=172) Thay d’éi 2lan |20 (11,63)
Thay doi > 31an | 2(1,16)

3.3. Thai gian diéu tri. Trung vi thGi gian
diéu tri & nhdm BN giai doan sém dat 12,13
thang, xap xi phac d6 chudn 1 nd3m theo khuyén
cao hién hanh (Hinh 1a). C6 58 BN da két thic
diéu tri, chu yéu la sau khi da dung trastuzumab
dugc gan 12 thang, va 74 BN dang ti€p tuc diéu
tri khi két thidc nghién clru. O nhém BN di can
hoac tai phat, trung vi thai gian diéu tri kéo dai
han, dat 30,03 thang (Hinh 1b). Trong nhém
nay, c6 10 BN da két thic diéu tri, véi thdi gian
diéu tri ngdn nhat la khoang 7 thang.

+ Gansoren

b. Giai doan di can
Hinh 1. Biéu dé Kaplan-Meier mé ta thoi
gian diéu tri trastuzumab

IV. BAN LUAN

Toan bd 172 BN trong nghién cltu déu la ni
véi tudi trung binh 50,6 tudi, phu hdp véi xu
hudng tré hod & BN UTV tai cac qudc gia chau A
[2]. BMI trung binh dat 22,38 + 2,57 va 8,14%
BN cé bénh ly mac kém, chd yéu la tang huyét
ap va dai thao duong. Tién s si dung
anthracyclin dugc ghi nhdn & 7,56% BN, cho
thdy nguy cd cong hudng dbc tinh tim mach con
thdp. Trudc khi diéu tri bang trastuzumab,
42,44% BN da trai qua diéu tri nhu phau thuat,
hoéa tri, xa tri hoac li€u phap ndi ti€t. Phan Ién
BN dugc chan doan & giai doan II - III
(65,12%), 60,47% BN duong tinh vGi ER
va/hodc PR, phu hgp vdi dic diém sinh hoc cua
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UTV HER2+. C6 2211 s§ chu ky diéu tri bang
trastuzumab dudgc ghi nhan trong toan bd mau
nghién ctru.

Pac diém vé chi dinh trastuzumab. Tinh
trang HER2+ dudc ghi nhan & 94,77% BN trudc
khi bdt dau diéu tri trastuzumab. Trong khi do,
5,23% BN khong cé két qua héa md mién dich
tai thdi diém tai phat, nhung dd dugc xac dinh
HER2+ tr thdi diém chan doan ban dau. Viéc xét
nghiém lai tinh trang HER2 tai th&i diém tai
phat/di can cling dugc khuyen cao trong cac
hucng dan diéu tri, néu viéc 18y mau bénh pham
c6 thé thuc hién dugc. Mt phan tich gdp cho
thdy khoang 8 - 10% BN c6 hién tugng chuyén
d6i trang thai HER2 [3], nhdn manh vai trod thiét
yéu cua viéc danh gia lai tinh trang HER2 khi
bénh tai phat. Mac du chi c6 9 BN (5,23%)
khong dugc xét nghiém lai, nhung néu tinh riéng
trong 23 BN tai phat thi ti Ié nay kha cao. Do vay
can cd thém khao sat vé nguyén nhan dé co
nhirng can thi€p phu hgp.

Lua chon phac d6 hoéa tri phoi hgp dong vai
tro then chot trong viéc t6i uu hoda hiéu qua cua
trastuzumab trong diéu tri UTV HER2+. Trong
nghién ctiu, 87,21% BN dudgc diéu tri bdng hda
tri nén taxan (paclltaxel hoac docetaxel) két hap
vdi trastuzumab. O giai doan sém, phac d6 TCH
(docetaxel-carboplatin- trastuzumab) +
pertuzumab dugc si dung phé bién nhat. Nghién
cru BCIRG 006 cho thay TCH dat hiéu qua tuang
duong AC—TH (doxorubicin-cyclophosphamide
— taxan-trastuzumab) nhung c6 h6 sc an toan
tim mach tét hon, cing c6 cho viéc lua chon
TCH [4]. MOt ty 1€ nhd BN st dung phac do chira
anthracyclin, lam tang nguy cd doc tinh tim
mach, do dé can theo doi va quan ly chat ché.
Ngoai ra, trastuzumab don tri liéu cling dugc chi
dinh véi ti 1€ thap trong nghién clu nay, lua
chon nay cd thé phu hdp vdi BN dung dugc hda
tri, giGip duy tri ki€m sodt bénh va cai thién chat
lugng song.

Liéu phap kép khang HER2 (trastuzumab-
pertuzumab) dugc chi dinh cho 19,77% BN.
Pertuzumab, khang th€ don dong nhdm vao vi tri
khac trén HER2, phdi hop V@i trastuzumab tao
hiéu ng phong tda kép, nang cao hiéu qua diéu
tri. Thor nghlem APHINITY cho thay viéc b sung
pertuzumab vao trastuzumab va héa tri liéu gilp
gidm nguy co tai phat & BN UTV giai doan s6m
HER2+ c6 hach duong tinh [5]. Ty |é gan 20%
BN dugc ti€p can liéu phap kep phan anh su cap
nhat tién bd diéu tri, du viéc trién khai van con
han ché do chi phi diéu tri va kha nang cung (ing
thudc tai Viét Nam.

Gan nhu toan bd BN giai doan sém

218

(99,24%) duy tri phac d6 diéu tri ban dau, phan
anh su dn dinh trong diéu tri. Ngugc lai, 8 nhdm
BN di cdn, cd tdi 35% phai thay ddi phac do it
nhat mét [an, phu hgp véi dac thu bénh tién
trién va yéu cau diéu chinh diéu tri nhdm t6i uu
kiém soat bénh.

Pic diém dudng dung va cach dung
trastuzumab. Két qua nghién cihu cho thay
toan by BN dugc diéu tri bang trastuzumab theo
phac d6 moi 3 tuan. Khodng cach gilra cac chu
ky trastuzumab phan anh mdc d6 tuan tha va su
gian doan trong diéu tri. Trong nghién clu,
86,17% chu ky duy tri trong khoang 18 - 24
ngay, c6 6,03% chu ky cé khoang cach > 28
ngay. Nguyén nhan tri hoan chd yéu do tac dung
khong mong muodn trong giai doan ph0| hop hoa
tri, hodc gian doan gilta hoa tri va phau thuat
trong giai doan don tri li€u, cung véi sy tuan tha
diéu tri cia BN. Trong cac chu ky gian doan,
trastuzumab SC chiém ti Ié chi yéu. Pudng SC
khéng yéu cau liu nap lai khi tri hoan, khac vdi 1V,
gilp gidam nguy cd sai sot liéu va thuan tién han
trong quan ly. Tuy nhién, ky thuat tiém dudi da
trong 2 - 5 phut khong dé thuc hién. Han ché cla
nghién ctu la hoi clru, khong truc ti€p ghi nhan
thdi gian tiém trén tirng BN. Can trién khai cac
nghién clu tiép theo vdi thiét k& phi hop dé danh
gia thuc t€ viéc thuc hanh dung thudc trén BN.

C6 64,53% BN Iua chon dudng tiém dudi da
(SC) ngay tir chu ky dau va duy tri 6n dinh trong
subt qua trinh diéu tri. Tinh trén téng s6 chu ky,
dudng SC chiém 86,52% trudng hgp, phan anh
Xu hudng uu tién dudng dung nay nhg thuan Igi
trong thuc hanh Iam sang va hiéu qua tuang
dugng véi dudng truyén tinh mach. Trong nhom
nay, c6 89,34% BN cé can nang tir 45 - 65 kg, la
muc trong lugng ly tudng dé dat dugc ndong dd
thuéc toi uu, ddm bao hiéu qua diéu tri [6].
Ngoai ra, c6 35,47% BN chuyén d6i dudng dung
it nhat 1 [an. V&i moi dudng dung, khi dung lan
dau déu can cd sy theo ddi BN chdt ché hon so
véi cac [an dung sau. Do vay, moi khi chuyén déi
dudng dung BN can dudc tiang cudng theo doi
trong qua trinh dung thudc va sau do.

Pac diém vé thoi gian diéu tri
trastuzumab. Trong nhém BN UTV HER2+ giai
doan sGm, trung vi thgi gian diéu tri la 12,13
thang, cho thay su tuan thu phac d6 gan tucng
duong véi chudn muc thdng thudng 1a 1 ndm
diéu tri trastuzumab sau hda tri, phan anh kha
nang dung nap tot va hiéu qua quan ly trong lam
sang. Ty |€ duy tri diéu tri cao dén thang 10 cho
thdy rat it truGng hgp phai ngirng s6m do bién
cO bat Igi hodc ly do khac. Mot s6 BN két thic
diéu tri sém theo phac d6 t6i thiéu 9 tuan, phu
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hdp véi khuyén cdo can nhac rdt ngdn thdi gian
diéu tri § cac trudng hdp nguy cd thap hodc cd
han ché kinh té [7].

Trung vi thgi gian diéu tri la 30,03 thang &
nhém BN di cdn, cao hon dang k& so vai nghién
cru tai Uc (~16,4 thang) [8] Két qua nay khéng
chi cho thay tinh kha thi cla viéc duy tri diéu tri
trastuzumab kéo dai trong thuc hanh lam sang
ma con phan anh su tuan thu chat ché cac
khuyén cdo diéu tri hién hanh, theo d6 liéu phap
dudc tiép tuc cho dén khi bénh tién tri€én hodc
xuét hién ddc tinh khdng thé chap nhan.

V. KET LUAN

Nghién cfu cung cdp cai nhin thuc té vé tinh
hinh s dung trastuzumab trong diéu kién lam
sang vdi da s6 BN dugc chi dinh va sir dung
thudc theo cac khuyén cdo hién hanh. Ngoai ra,
can c6 thém céc nghién cfu tim hiéu nguyén
nhan rdt ngdn, kéo dai chu ky diéu tri hodc
khdng co két qua xét nghiém HER?2 tai thdi diém
khai dau dung trastuzumab va can giam sat st
dung mot cach than trong & trong mot so trudng
hop nhu chuyén ddi dudng dung hodc dung
trastuzumab phdi hgp anthracyclin.
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KY THUAT DONG KHO - PANH GIA MAU HUYET TUONG
TRONG NGOAI KIEM TRA CHAT LUO'NG XET NGHIEM
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Muc tiéu: Viéc u‘ng dung ky thuat dong kho dang
dugc quan tam trong san xuat va bdo quan mau huyét
tuong trong ngoai kiém tra chat lugng xét nghiém
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hién nay. Nghién ctu ndy nhdm muc tiéu tdng hap két
qua cac thu nghiém lam sang ngau nhién c6 doi
chitng nham danh gla hiéu qua cla V|ec u‘ng dung ky
thuat dong lanh va doéng kho trong san xuat va bao
qudn mau huyét tuong trong ngoai kiém tra chat
lugng xét nghlem Phuong phap: Tong quan dugc
tuyen chon tr gan 70 bai bao theo tiéu chudn thudc
cac co s@ dif liéu dién tr Idn la PubMed, Sciencedirect,
ProQuest, Eli Lilly and Co va Med Lab SCi tor nam 1995
dén nd3m 2021 theo hudng dan PRISMA 2020. Két
qua: Cho thay viéc ’ng dung ky thuat dong lanh va
ddng khé dd mang lai hiéu qua rat tot trong cerdng
trinh ngoai kiém tra chat lugng xét nghiém, mau
huyet tuong dugc bao quan bang ky thuat dong lanh
va dong kho co thdi gian. bao quan Iau han va dam
bao dugc muic t6i thieu ndng do cac yéu t6 can thiét
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