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KET QUA KHANG DPINH TINH TRANG NHIEM HBV
G NGUGI HIEN MAU CO XET NGHIEM SANG LOC HBV PHAN UNG
TAI VIEN HUYET HOC - TRUYEN MAU TRUNG UONG
5 NAM (2020-2024)

Nguyén Thi Thanh Dung', Tran Van Chi', Tran Ngoc Qué'

TOM TAT

Xét nghiém khang dinh gitp xac dinh chinh xac tinh
trang nhiém HBV & nguoi hién mau (NHM) co két qua
sang loc phan (ng, gép phan nang cao an toan truyén mau
va hiéu qua quan ly NHM. Chuén hoa quy trinh khang dinh
két hop tw van sau hién mau la can thiét nham giam thiéu
nguy co lay truyén HBV va bao vé quyén lgi NHM.

Muc tiéu: Xac dinh ty I1& nhiém virus viém gan B (HBV)
thwe sw & NHM c6 két qua xét nghiém sang loc HBsAg/
HBV-DNA phan (ng tai Vién Huyét hoc — Truyén mau
Trung wong giai doan 2020-2024.

Phwong phap nghién ctru: Nghién ctru cit ngang.

DP6i twong nghién ciru: 1.922 NHM c6 két qua sang
loc HBV phan &ng (1.489 ca phan t(rng HBsAg va 433 ca
phan wng HBV-DNA) quay tré¢ lai Vién lam xét nghiém
khang dinh sau 6 thang.

Két qua: Giai doan 2020-2024, trong s6 6.765 NHM ¢
sang loc HBV phan trng, c6 1.922 nguwdi (28,4%) quay lai
lam xét nghiém khéng dinh. Két qua khng dinh c6 1.017
nguwoi (53,0%) xac dinh nhiém HBV, bao gdbm 855 nguoi
(44,5%) HBsAg dwong tinh va 164 nguoi (8,5%) nhiém
HBV thé &n (OBI). C6 697 ngudi (36,3%) am tinh véi HBV
va 206 ngwdi (10,7%) co két qua khong xac dinh can tiép
tuc theo doi.

Két luan: Xét nghiém khang dinh thiét yéu trong phan
biét nhiém HBV thyc sw va phan tng gid, dadm bao an toan
truy&n mau, hé tro' tw van va quan ly NHM phi hop.

Ttr khéa: HBV, ngudi hién mau, xét nghiém khing
dinh, HBsAg, HBV-DNA
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Background: Confirmatory testing  accurately
determines HBV infection status in blood donors with
reactive screening results, enhancing transfusion safety
and donor management. Standardizing procedures
and post-donation counseling are essential to minimize
transmission risk and protect donor rights.

Objective: To determine the true prevalence of HBV
infection among blood donors with reactive HBsAg and/
or HBV-DNA screening results at the National Institute of
Hematology and Blood Transfusion (2020—-2024).

Method: A cross-sectional study.

Subjects: 1,922 blood donors with reactive HBV
screening results (1,489 HBsAg-reactive, 433 HBV-DNA-
reactive) who returned for confirmatory testing after 6
months.

Results: From 2020-2024, among 6,765 donors
with reactive HBV screening, 1,922 (28.4%) returned for
confirmation. 1,017 (53.0%) were confirmed HBV-infected,
including 855 (44.5%) HBsAg-positive and 164 (8.5%)
with occult hepatitis B infection (OBI). 697 (36.3%) were
HBV-negative, and 206 (10.7%) had indeterminate results
requiring follow-up.

Conclusion: Confirmatory testing is crucial to
differentiate true infection from false-reactive results,
ensuring transfusion safety and supporting appropriate
donor counseling and management.

Keywords: HBV, blood donors, confirmatory testing,
HBsAg, HBV-DNA

I. DAT VAN DE

Truyén mau la bién phap diéu tri quan trong
nhwng tiém &n nguy co lay truyén cac bénh nhiém
trang, dac biét Ia virus viém gan B (HBV), thach thirc
I&n tai cac qudc gia co ty & lwu hanh cao nhu Viét
Nam [1-3]. Xét nghiém sang loc HBV cho NHM bang
ky thuat huyét thanh hoc va sinh hoc phan tir (NAT)
wu tién d6 nhay cao dé dam bao an toan, co thé dan
dén ty 1& nhat dinh két qua phan tng gia (khéng dac
hiéu). Do d6, xét nghiém khang dinh déng vai trd then
chét dé xac dinh chinh x&c tinh trang nhiém, hé tro
tw van, quan ly NHM va xay dwng di¥ liéu dich t& hoc
tin cay. Chang t6i tién hanh nghién clru nay nham
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danh gia két qua khang dinh tinh trang nhiém HBV
& NHM c6 két qua sang loc phan &ng tai Vién Huyét
hoc — Truyén mau Trung wong giai doan 2020—2024.

Il. DOI TUONG VA PHUONG PHAP

2.1. Béi twong nghién ctru

NHM cé két quad sang loc HBV (HBsAg hoac
HBV-DNA) phan trng Iap lai, tw nguyén quay tr& lai
Vién lam xét nghiém khéng dinh sau 6 thang.

2.2. Phwong phap nghién ciru

Thoi gian va dia diém: Tl thang 01/2020 dén
thang 12/2024 tai Vién Huyét hoc — Truyén mau
Trung wong.

Thiét ké nghién clru: Nghién ctru cét ngang.
Phwong phap chon mau

Chon méau toan bd 1.922 NHM dap tng tiéu
chuén trong giai doan 2020-2024.

No6i dung nghién ciru

Thu thap thdng tin nhan khdu hoc va tién st hién
mau.

Thwe hién xét nghiém khéng dinh: HBsAg (bang
2 phwong phap/sinh phdm khac nhau), HBV-DNA,
anti-HBc, anti-HBs.

ll. KET QUA NGHIEN CUU

Két luan nhiém HBV khi HBsAg dwong tinh hodc
HBV-DNA dwong tinh.

Cac ky thuat va sinh pham st dung trong
nghién curu:

HBsAg, anti-HBc, anti-HBs: Ky thuat (dién) hda
phat quang trén hé thdng Abbott Alinity va Roche
cobas e801.

HBV-DNA: Ky thuat realtime PCR trén hé théng
Roche cobas 6800, sinh phém cobas MPX.

Thubc ther xét nghiém HBsAg: Roche Elecsys
HBsAg Il, Abbott Alinity HBsAg Qualitative.

Thubc thtr xét nghiém huyét thanh hoc khac:
Roche Elecsys anti-HBc, Roche Elecsys anti-HBs.

Xét nghiém sinh hoc phan t&r: Roche cobas MPX.
2.3. Phwong phap thu thap va xtr ly sé liéu:

Sé lieu dwoc hdi clru tir hé thdng quan ly théng
tin NHM va phan mém quan ly két qua xét nghiém.

Nhap va xt ly sb liéu bang phdn mém Excel va
SPSS 22.0.

2.4. BDao dwrc nghién ctru

Théng tin NHM dwoc ma héa, bado mat, két qua
chi phuc vu muc dich nghién ctru.

3.1. Pac diém chung cua dbi twong nghién ctru

Bang 3.1. Ty Ié nguoi hién mau quay tré lai vién lam xét nghiém khang dinh tinh trang nhiém HBV

N . 3 S6 NHM quay lai 1am XN khang dinh
Xét nghiém Tong so NHM S6 NHM phan trng (n, %) -
N % so v&i so phan trng
HBsAg 1.044.121 5.737 (0,55) 1.489 26,0
HBV-DNA 1.038.384 1.025 (0,098) 433 42,2
Téng - 6.765 (0,65) 1.922 28,4

Nhén xét: Trong sb 6.765 NHM c6 két qua xét nghiém HBsAg/HBV-DNA phan tng giai doan 2020-2024,
1.922 quay lai lam xét nghiém khang dinh chiém ty |1& 28,4%.

Bang 3.2. bac diém chung cia dbi tuiong nghién ciru.

Pic diém n=1.922 Dic diém n =1.922
Gi@i tinh, n (%) Tudi trung vi i
(khoang ttr phan vi) 32 (23-42)
Nam 1.010 (52,5%)
N 912 (47,5%)

307



VIETNAM MEDICAL JOURNAL N°1 - OCTOBER - 2026

Pic diém

n =1.922

Pac diém n =1.922

Nhoém tudi, n (%)

S6 1an hién, n (%)

(néi trg, twr do, lai xe...)

T 18-25 639 (33,2%) Lan dau 1.078 (56,1%)
T 26 - 35 486 (25,3%) Hién méau 2-5 1an 545 (28,4%)
T 36 -45 475 (24,7%) Hién mau trén 6-10 Ian 186 (9,7%)
Tir 46 - 60 322 (16,8%) Hién mau >10 lan 113 (5,9%)

Nhém nghé, n (%) Loai ché phdm mau
CB-CN-NV-VC 874 (45,5%) Mau toan phan 1.869 (97,2%)
HS-SV 479 (24,9%) Khéi tiéu ciu gan tach 53 (2,8%)
Khac

569 (29,6%)

Noi sinh séng

Ha Noi

1.132 (58,9%)

Tinh/thanh khac

790 (41,4%)

Nhan xét. Dbi twong tham gia nghién ctu: nam
gioi chiém ty 1& 52,5%, n¥ la 47,5%, nhom tudi tir 18-
25 (33,2%), 26-35 (25,3%), 36-45 (24,7%) va 46-60
(16,8%). Ngwoi hién mau la can bd, cdng nhan, nhan
vién va vién chirc chiém ty 1& 45,5%, hoc sinh sinh vién
(24,9%) va dbi twong con lai chiém 29,6%. C6 58,9%
NHM & Ha No6i va 41,4% NHM & cac tinh thanh khac.

3.2. Két qua xét nghiém khang dinh trén ngwei hién mau cé HBsAg phan trng

Béng 3.3. Két qua xét nghiém HBsAg bédng 2 phuong phap mién djch hoa phét quang va dién hoa

phat quang
Két qua khing dinh bang xét nghiém HBsAg DPac diém xét nghiém ban dau n (%) Téng n (%)
HBsAg phan trng HBV-DNA phan trng
HBsAg am tinh 455 (30,5) 406 (93,8) 861 (44,8)
Khong xac dinh 196 (13,2) 10 (2,3) 206 (10,7)
HBsAg duong tinh 838 (56,3) 17 (3,9) 855 (44,5)
Téng 1489 (100) 433 (100) 1.922 (100)

Nhén xét: C6 44,5% ca dwoc khang dinh HBsAg duong tinh, 10,7% khéng xac dinh va 44,8% HBsAg am
tinh can xét nghiém NAT bé sung.

Bang 3.4. Két qua xét nghiém HBV-DNA trén 861 mu HBsAg &m tinh

Két qué khing dinh bing xét | HBSA9 pgg: wngban | ey DNA phan tng ban diu Téng
nghiém HBV-DNA h=455 (100%) n=406 (100%) n = 861 (100%)
Am tinh 423 (93,0) 274 (67.5) 697 (81,0)
Dwong tinh 32 (7,0) 132 (32,5) 164 (19,0)

Nhan xét: Trong 861 ca HBsAg am tinh, phat hién 164 ca (19,0%) nhiém HBV thé an.
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Béng 3.5. Déc diém xét nghiém anti-HBc trén 861 ngudi hién méu c6 HBsAg am tinh

Két qua khing dinh HBV ar: r:utr:rl;'r?((f'ﬁ) du’c:lr;tit-i:ﬁil(%) Téng P ﬁ:hﬂﬂ;
HBV &m tinh 308 (44,2) 389 (55,8) 697 (100)
HBV thé &n 35 (21,3) 129 (78,7) 164 (100) < 0,001 74,1
Téng 343 (39,8) 518 (60,2) 861 (100)

Nhén xét: 60,2% ngudi hién mau cé anti-HBc. Trong nhém nhiém HBV thé &n (OBI), ty lé anti-HBc dwong
tinh 14 78,7% (129/164), cao hon véi nhém khang dinh am tinh HBV 1a 55,8% (389/697). S khac biét vé ty

I& hién dién anti-HBc gilra hai nhém co6 y nghia théng ké v&i chi binh phwong la 74,1 va p<0,001.

Bang 3.6. bac diém xét nghiém anti-HBs trén 634 nguoi hién méu cé6 HBsAg &m tinh

Két qua . Xét nghiém anti-HBs (IU/L) n (%) Chi binh
2 - S0 mau - P
khang dinh <10 (Am tinh) 10 -99 > 100 phwong
HBV am tinh 495 121 (24,4) 125 (25,3) 249 (50,3)
HBV thé &n 139 67 (48,2) 44 (31,7) 28 (20,1) < 0,001 90,3
Téng 634 188 (29,6) 169 (26,7) 277 (43,7)

Nhén xét. Nném OBI ¢ ty 1& khéng c6 khang thé bao vé cao (48,2%), trong khi nhém HBV am tinh c6 >
75% c6 khang thé bao vé.

Xét nghiém

HBsAg (sinh phf\m 2) (n=1.922)

HBsAg (sinh phim 1), va

So db 3.1. Két qua khang dinh HBV & nguroi hién mau sau 6 théng tri hoan hién mau

v v v
861 miu HBsAg (1)< 1 HBsAg (1)>1va HBsAg (1) > 1, HBsAg (2) < 0,9/
va HBsAg (2) < 0.9 HBsAg (2)>0,9 HBsAg (1) < 1, HBsAg (2) > 0,9
v v ¥
Xét nghiém HBV-DNA, Duwong tinh Khong xac dinh
anti-HBc (n = 861; 44,8%) (n = 855; 44,5%) (n =206; 10,7%)
v v
Anti-HBs Dimg Eléll fnéu, . Dl‘mg hlén méu, tlép
(n = 634) duoc tu van suc khoé tuc theo ddi thém
[ 1
HBsAg (1) <1; HBsAg (1) <I; HBsAg (1) <I;
HBsAg (2) <0,9; HBsAg (2) <0,9; HBsAg (2) <0,9;
HBV-DNA (-); HBV-DNA (-); HBV-DNA (+);
A(nn“jg}ggﬂ-l)é 0% Anti-HBc (+); (n=164; 8,5%)
P (n = 389; 20,2%)
v v e —
HBV am tinh, HBV am tinh, Anti-HBc (+) Anti-HBc ()
chua phoi nhiém da phoi nhiém :
véi HBV véi HBV OBI huyét OBI huyét
thanh hoc thanh hoc
duong tinh am tinh
(n=129; 6,7%) (n=35; 1,8%)
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Nhén xét: Trong sb6 1.922 NHM quay lai: 44,5%
nhiém HBV (HBsAg+), 8,5% nhiém OBI, 16,0% am
tinh chwa phoi nhiém, 20,2% am tinh da phoi nhiém
va 10,7% khéng xac dinh.

IV. BAN LUAN

Trong giai doan 2020-2024, Vién Huyét hoc
— Truyén mau Trung wong da sang loc 1.044.121
NHM, phat hién 6.765 trwdng hop phan rng voi
HBV (0,65%), bao gébm 5.737 ca phan (rng HBsAg
(0,55%) va 1.025 ca phan rng HBV-DNA (0,098%)
(Bang 3.1). Ty l& ngwdi hién mau quay lai thwe hién
xét nghiém khéng dinh |a 28,4% (1.922/6.765). Trong
d6, nhom phan wng HBV-DNA cé ty 1€ quay lai cao
hon dang ké so véi nhém phan (rng HBsAg, Ian lwot
la 42,2% (433 nguwoi) va 26,0% (1.489 ngudi).

Trong s6 1.489 mau phan &ng véi HBsAg, ty lé
khang dinh duwong tinh |a 56,3%, am tinh 1a 30,5% va
khéng xac dinh 1a 13,2%. Ty lé dwong tinh nay thap
hon dang ké so véi két qua tai Bénh vién Siriraj (Thai
Lan), noi 90,5% trong 525 mau phan ng dwoc xac
nhan dwong tinh théng qua xét nghiém trung hoa
[4]. Sw khac biét nay chi yéu do thoi diém thuc hién
kiém tra: nghién ctru hién tai tién hanh khang dinh
sau 6 thang, trong khi nghién ctru tai Siriraj thyc hién
ngay khi cé két qua sang loc ban dau.

Phan tich nhan khau hoc 1.922 déi twong cho
thay ty 1& nam/ni¥ I1an lwot 1a 52,5%/47,5%, v&i tubi
trung vi 1a 32 (IQR: 23-42) va nhém 18-25 tudi chiém
da sb (33,2%). V& nghé nghiép, nhém CB-CN-NV-
VC chiém ty |& cao nhét (45,5%), tiép theo la lao
dong tw do/khac (29,6%) va HS-SV (24,9%). Nguoi
hién mau 14n dau chiém ty 1& wu thé (56,1%).

Sé liéu tai Bang 3.3 cho thay, trong 433 NHM
c6 HBV-DNA phan tng, ¢6 3,9% (17/433) xuét hién
chuyén ddi huyét thanh sang HBsAg dwong tinh sau
6 thang. Ty Ié nay dai dién cho cac ca HBV mgi trong
giai doan ctra s6, méac du chiém ty 1& thdp nhung cho
thay tinh trang nhiém méi HBV van con tiép dién.
Vi vay, viéc ap dung xét nghiém NAT d6 nhay cao
van la mot chién lwoc then chét dé giam thiéu nguy
co lay nhiém HBV qua truyén mau. Bén canh d¢,
10,7% NHM c6 két qua khéng xac dinh. Tinh trang
nay c6 thé do tai lwong virus thap dudi nguéng phat
hién cGia xét nghiém, mau thu thap & giai doan nhiém
s&ém hodc dap (rng mién dich khéng dién hinh, hoac
sw bat ddng gitra dau 4n huyét thanh hoc va sinh hoc
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phan ti. Viéc tiép tuc theo ddi va xét nghiém lai cho
nhém nay la can thiét d& cé thé xac dinh chinh xac
hon tinh trang nhiém trung.

Bang 3.4 ghi nhan ty 1& nhiém HBV thé an 13
19,0% (164/861) & nhém NHM c6 HBsAg am tinh,
81% NHM con lai am tinh vé&i HBV-DNA. Phat hién
nay twong tw moét sb nghién ciru trén thé gici vé vai
trd clia xét nghiém NAT trong viéc phat hién HBV thé
an & trong cac mau HBsAg am tinh. Cu thé, nghién
ctru clia Prashant Pandey va cong sw (An Do, 2015)
trén 48.441 NHM c6 HBsAg am tinh da phat hién 7
mau HBV-DNA phan tng; sau 6 thang theo déi, 4/7
mau dwoc khang dinh dwong tinh (gdm 2 ca nhiém
HBV giai doan ctra sb va 2 ca OBI), trong khi 3 mau
chuyén am tinh [2]. Twong tw, nghién clu cla tac
gid Xuelian Deng (Trung Quéc, 2020), khi theo dai
184 NHM dwong tinh véi HBV-DNA sau 6 thang cho
thay 40,2% trwérng hop duy tri dwong tinh; trong dé,
OBI chiém wu thé vwot troi véi 89,9% so véi 10,8%
ca & giai doan clra sb [1]. Cac nghién ctru déu khang
dinh bén canh viéc rut ngan giai doan clra sb, xét
nghiém NAT con phat hién cac ca nhiém HBV thé
4n, mot thé bénh man tinh tiém an nguy co’ 1ay nhiém
HBV qua truyén mau.

Khang thé anti-HBc xuét hién sém trong dot
nhiém HBV cép, ton tai kéo dai sau khi hdi phuc va
dwoc xem la dau &n huyét thanh quan trong cla
nhiém HBV thé an (OBI) [5]. Két qua tai bang 3.5 cho
théy ty 1é hién dién anti-HBc trong nhom NHM dwoc
kh&ng dinh HBV am tinh 1a 55,8%. Dang chu y, ty
lé dwong tinh v&i anti-HBc & nhém nhiém HBV thé
an 14 78,7%. Két qua bang 3.5 con cho thay, 21,3%
NHM nhiém HBV thé an c6 anti-HBc am tinh. Két
qua nay twong ty v&i nghién clru cua tac gia Xuelian
Deng (Trung Quéc), trong d6 86,3% truwdng hop OBI
c6 anti-HBc duwong tinh va 13,7% OBI c6 anti-HBc
am tinh [3].

Sy dé“)ng hién dién cta anti-HBs va anti-HBc
thwerng phan anh tinh trang nhiém tring da hdi phuc
va c6 mién dich bao vé. Theo khuyén cao cla T
chirc Y té Thé gidi (WHO) cung huéng dan tai Dic
va Ao, cac don vi mau c6 néng do anti-HBs > 100
IU/L dwoc xem la an toan [6]; trong khi tai Nhat Ban.
ngwdng nay dbi véi mau anti-HBc dwong tinh |a =
200 IU/L [7]. S6 liéu tai bang 3.6 cho thay, & nhém
HBV am tinh, 75,6% NHM cé mién dich v&i HBV, voi
hon 50% dat hiéu gia anti-HBs > 100 IU/L. Bang chu
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¥, ¢6 t6i 20,1% trwdng hop nhiém HBV thé &n (OBI)
cling ¢o6 hiéu gia anti-HBs > 100 IU/L. Phat hién nay
cung cb gia thuyét rang OBI c6 thé xuét hién & cac
ca thé da khoi bénh trén 1am sang nhwng dap (rng
mién dich chwa di dé thanh thai hoan toan virus [8].
Do do, su hién dién don thuan cla anti-HBs & hiéu
gia cao khéng hoan toan déng nghia véi mirc d6 an
toan tuyét déi déi véi nguy co lay truyén qua duwong
truyén mau.

Nhw vay véi 1.922 NHM cé két qua phan ¢ng véi
HBsAg hoac HBV-DNA, duoc lam xét nghiém khang
dinh HBV sau 6 thang tri hoan hién mau (so do
3.1): c6 44,5% (855/1.922) trwdng hop dwoc khdng
dinh dwong tinh véi HBsAg béng hai sinh phadm xét
nghiém déc lap. Pay la nhém mang khang nguyén
bé mat thwc sw, can dwoc tri hodn hién mau vinh
vién va tw van chuyén tuyén chuyén khoa dé diéu
tri kip thoi. Ty & nay khang dinh tinh chinh xac va
gia tri dw bao dwong tinh cta xét nghiém dwoc st
dung trong sang loc HBsAg. Bang Ivu y, c6 8,5%
(164/1.922) trwong hop dwoc xac dinh nhiém HBV
thé &n c6 HBsAg am tinh nhuwng lai dwong tinh véi
HBV-DNA. Diéu nay phan anh tinh trang nhi&m HBV
sau hdi phuc hoac virus van tén tai dai ding va sao
chép & mirc d6 thp. Nghién ctu ciing ghi nhan
c6 1,8% (35/1.922) trwrng hop nhiém HBV thé an
nhwng 8m tinh vé&i tit ca cac dau an huyét thanh
hoc. Sw hién dién clia nhém nhiém HBV thé an xac
nhan vai trd ctia xét nghiém NAT, néu chi dwa vao
xét nghiém HBsAg, thi c6 8,5% nguwoi sé khdng phat
hién dwgc HBV-DNA dang sao chép trong gan. Co
16,0% (308/1.992) ngwdi am tinh véi anti-HBc cé
thé dwoc tw van tiém vac xin phong bénh va quay
lai hién mau. 20,2% nguwoi dwong tinh véi anti-HBc,
nhém nay can dwoc tw van kiém tra thém sau sau
thang theo quy dinh va danh gia ndng doé khang thé
bao vé anti-HBs dé& danh gia kha nang tiép tuc hién
mau. 10,7% NHM c6 két qua HBV khong xac dinh do
van phan &ng v&i mét trong hai sinh phdm HBsAg,
ho can dwoc tiép tuc theo déi dé dwoc danh gia
nhiém HBV hay chi la tinh trang dwong tinh gia do
phan tng khéng dac hiéu véi sinh phdm xét nghiém.

Han ché cta nghién ctru: Do ty lé quay lai lam
xét nghiém khéng dinh phu thudc vao hgp tac tw
nguyén clia nguwdi hién mau, viéc thiéu div lieu &
nhém khéng quay tré lai lam xét nghiém cé thé gay
ra sai s6 lwa chon va &nh huéng dén tinh dai dién
ctia quan thé nghién ctru.

V. KET LUAN

Két qua khang dinh HBV & 1.922 NHM co6 két
qua sang loc phan trng v&i HBsAg hoac HBV-DNA
sau 6 thang:

Ty l1é HBV dwong tinh 1a 53%: 44,5% dwong tinh
v&i HBsAg va 8,5% nhidm HBV thé an.

Co6 16,0% NHM am tinh vé&i HBV va chwa phoi
nhiém; 20,2% NHM am tinh v&i HBV c6 dau hiéu
phoi nhiém véi HBV.

C6 10,7% NHM c6 két quéa khong xac dinh, can
duworc tiép tuc theo dbi.
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