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GIA TRI CUA XET NGHIEM HCV CORE ANTIGEN
TRONG SANG LOC SIEU VI VIEM GAN C

Lé Thi Thanh Nhan, Tran Vin Le¢i2, Luwong Tran Thanh Duy?,

TOM TAT

Muc tiéu: Xac dinh do nhay, d6 dac hiéu cua xét
nghiém HCV core Antigen va danh gia mdi tuang quan
gilta ndng do HCV core Antigen va HCV RNA. DGi
tugng va phuong phap nghién ciru: Nghién clu
mo ta cat ngang thuc hién trén 102 bénh nhan ndi trd
vé ngoai t[l] dén kham sang loc viém gan C tai bénh
vién Nguyen Tri Phuong tir thang 2/2022 dén thang
6/2022. Xét nghiém HCV RNA dudc thuc hién bang ky
thudt realtime RT-PCR vd&i bd sinh pham IVD NK
RTqPCR-Vcquant KIT, xét nghiém HCV core Ag dchjc
thuc hién bang ky thuat CMIA véi bo thuGe thir cua
Abbott Xet nghlem HCV RNA dugc su dung Iam tiéu
chuan vang. Xac dinh do nhay va do dac hiéu cla xét
ngh|e_:m HCV core Ag va danh gia moi tuong quan glLra
nong dd HCV core Ag va HCV RNA. Két qua Xét
nghiém HCV core Ag c6 do nhay la 93,3% va do dac
hiéu la 91,7% & gia tri ngudng 3,03 fmoI/L dién tich
dusi du’dng cong ROC 13 0,925 (92 5%) (KTC 95%:
0,92-0,99). C6 madi tuong quan thuan, trung binh gilra
nong do HCV core Ag va HCV RNA véi hé s tugng
quan r=0,64 (p<0,001). Két luan: Xét nghiém HCV
core Ag co d6 nhay va do ddc hiéu cao, dong thdi cd
moi tuong quan thuan, trung binh véi xét nghlem HCV
RNA. Pay la mot xet nghlem 6 gid tri va co thé lng
dung dugc trong sang loc HCV trén bénh nhan Viét Nam.

Ta khoa: DO nhay, d0 dac hiéu, HCV core
Antigen, HCV RNA.

SUMMARY

VALUE OF HCV CORE ANTIGEN TEST IN
SCREENING FOR HEPATITIS C VIRUS
Objective: To determine the sensitivity and

specificity of the HCV core Antigen test and to
evaluate the correlation between the concentration of

Pai hoc Y Dugc Thanh Phé H6 Chi Minh
2Bénh vién Nguyén Tri Phuong

3Truong Pai hoc Y khoa Pham Ngoc Thach
Chiu trach nhiém chinh: Lé Thi Thanh Nhan
Email: Thanhnhan16051995@gmail.com
Ngay nhén bai: 26.5.2022

Ngay phan bién khoa hoc: 30.6.2022

Ngay duyét bai: 11.7.2022

254

Ngé Quoc Pat!, Nguyén Minh Ha23

HCV core Antigen and HCV RNA. Subjects and
methods: A cross-sectional descriptive study was
performed on 102 inpatients and outpatients who
came for hepatitis C screening at Nguyen Tri Phuong
hospital from February, 2022 to June, 2022. HCV RNA
assay was performed by real-time RT-PCR with the
IVD NK RTgPCR-Vcquant KIT biological kit, HCV core
Ag assay was performed using the CMIA technique
with Abbott's reagent kit. HCV RNA test has been used
as gold standard. To determine the sensitivity and
specificity of the HCV core Antigen test and to
evaluate the correlation between the concentration of
HCV core Antigen and HCV RNA. Results: The
sensitivity and specificity of HCV core Ag were 93, 3%
and 91,7%, respectively, at a cutoff value of 3.03
fmol/L, the area under the ROC curve was 0.925
(92,5%) (95% CI 0,92-0,99). There was a mean
positive correlation between HCV core Ag and HCV
RNA (r= 0,64; p<0,001). Conclusions: HCV core Ag
test had high sensitivity and specificity, and had a
mean positive correlation with HCV RNA test. This was
a valuable test and can be applied in the screening of
HCV in Vietnamese patients.

Keywords: Sensitivity,
Antigen, HCV RNA.

I. DAT VAN PE i

Bénh viém gan C la bénh truyén nhiem do
virus viém gan C (Hepatis C Virus: HCV) gay ra.
Theo udc tinh cta T chic Y t€ Thé giGi ndm
2017, trén thé gidi c6 71 triéu ngudi bi viém gan
virus C man trong dé 14 triéu ngudi 56ng G khu
vuc Tay Thai Binh Du‘dng Udc tinh nam 2017,
nudc ta c6 991.153 ngu’dl bi nhiém HCV man
trong dé co6 6.638 ngudi tr vong do bénh gan
lién quan dén HCV. Bénh hau nhu ludn khong cé
triéu chirng cho dén giai doan rat mudn. Do dé,
dé sang loc day du nhitng c& nhan bi nhiém virus
dang hoat dong la mot van dé quan trong &
nhitng khu vuc luu hanh HCV.

Viéc sang loc HCV theo truyén théng chu yéu
van dua vao xét nghlem phat hién Anti-HCV. Day
la xét nghiém don gian, nhanh chéng, nhung do

specificity, HCV core
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nhay kém trong giai doan clra s6 sau khi nhiém
va kha ndng am tinh gia & nhitng bénh nhan suy
giam mién dich. Ngoai ra két qua xét nghiém nay
khdng phan biét dugc tinh trang nhiém virus that
su hay nhiém trong qua khu. Trong khi do, xét
nghiém HCV RNA dugdc xem la tiéu chudn vang
trong chan dodn, 1a mét diu &n sinh hoc phan tur
xuat hién sém, nhay, nhung chi phi lai cao, ky
thuat phdc tap, khong phu hgp trong xét nghiém
sang loc [9].

D3 cd mdt s6 nghién cru vé xét nghiém mién
dich phat hién khang nguyén 16i HCV (HCV core
Antigen/ HCV core Ag) trong huyét thanh dé
chan doan viém gan C rét hitu ich dugc phat
trién bdi Architect Abbott Diagnostic ndm 2009.
HCV core Ag dugng tinh manh tir ngay th(r 12
trd di sau khi nhiem, gan nhu dong thdai véi phat
hién HCV RNA bang ky thuat sinh hoc phan tur
[5]. Xét nghlem nay co the la ddu an huyét thanh
duy nhat dé phét hién nhiém HCV trong glal doan
clra sb huyet thanh hoc do su dap Uing tré cla cac
khédng thé dic hiéu HCV. Trén thé gidi da co
nhiéu nghién cru cho thay xét nghiém HCV core
Ag c6 d6 nhay va d6 ddc hiéu tét. Tuy nhién hién
tai xét nghiém nay van chua phd bién & nudc ta.
Nham nghién clru gia tri cia xét nghiém HCV core
Ag trén quan thé bénh nhan & Viét Nam, ching
toi thuc hién dé tai “Gia tri cia xét nghiém HCV
core Antigen trong sang loc siéu vi viém gan C”
vGi muc tiéu: (1) Xac dinh dé nhay va do dac hiéu
cua xét nghiém HCV core Antigen trong sang loc
HCV & nhom bénh nhén ndi tru va ngoai tru tai
bénh vién Nguyén Tri Phuong, va (2) Panh gid
moi tuong quan gidda néng do xéet nghiém HCV
core Antigen va HCV RNA.

Il. BOI TUQONG VA PHU'ONG PHAP NGHIEN CU'U
Doi tu‘dng nghién clru. Tt ca bénh nhan
noi trd va ngoai tru tai bénh vién Nguyen Tri
Phuong co lam xét nghiém sang loc viém gan C
tlr thadng 2/2022 dén thang 6/2022. Tiéu chuan
chon vao: gém ngudi trén 18 tudi; ¢ thuc hién
xét nghiém HCV RNA; va dong y tham gia nghién c(iu.
Phu’dng phap nghlen clru. Nghlen cu mo
ta cdt ngang, ¢ mau dugc tinh theo cdng thirc
Udc tinh cg mau cho nghién clru chan doan Vi
c¥ mau toi thiéu xac dinh dugc xac dinh la 102
bénh nhan. Chon mau lién tuc tir thang 2/2022
dén thang 6/2022. Tat cd mau mau dugc thuc
hién cac xét nghiém HCV RNA va HCV core Ag.
Xét nghiém HCV RNA dinh lugng dugc thuc
hién bang ky thuat realtime RT-PCR véi bd sinh
phdm IVD NK RTQPCR-Vcquant KIT cla héng
Nam Khoa. Xét nghiém HCV core Ag dugc thuc

hién bang phuong phap CMIA trén hé thdng
Abbott Architect i2000SR.

Phan tich va xur ly sé ' liéu bing phan mém
STATA 14.0. Xac dinh do nhay va d6 dac hiéu
cla xét nghiém HCV core Ag. SU dung dudng
cong ROC (Receiver Operating Characteristic) dé
xac dinh gia tri ngudng HCV core Ag tdi uu bdng
cach tinh d6 nhay va do dac hiéu & cac nguGng
cat khac nhau. Xac dinh mdi tuong quan gilia
nong do HCV RNA va HCV core Ag théng qua
tuong quan Spearman.

INl. KET QUA NGHIEN cU'U

Nghién clu thu thap dugc 102 bénh nhan
thoa tiéu chuén chon mau. Cac dic diém dan s
hoc clia d6i tugng nghién cltu dugc trinh bay
trong Bang 1. PO tubi trung binh trong nhém
nghién clu la 56,3+11,6 tudi. Trong do bénh
nhan cao tudi nhat |a 84 tudi va thdp nhéat la 19
tudi. DO tudi tap trung chd yéu tir 40 tudi dén 60
tudi chiém 52,9%. Ty & bénh nhan nam va bénh
nhan nif bang nhau.

Bdng 1. Mét sé dic diém din sé hoc cua
doi tuong ng nghlen ciu (n= 102)

Dac diém Tan sé (n) | Tilé (%)
Tudi* 56,3+£11,6 (19-84)
Nhém tudi

< 40 tudi 6 5,9
40-<60 tudi 54 52,9
>60 tudi 42 41,2
Gidi tinh: NI 51 50
Nam 51 50

*Trung binh £ P 1éch chudn (Giad tri nho
nhat — Gia tri 16n nhat)

Tat cd 102 bénh nhan déu dugc xét nghiém
do tai lugng HCV RNA va HCV core Ag trong
huyét thanh. Cac két qua dugc trinh bay trong
Bang 2 va Bang 3. C6 29,4% trudng hgp hién
dién virus HCV trong huyét thanh vdi nhiéu mic
do khac nhau, trong d6 nhoém ducng tinh vdi
nong doé tir 15-<10° IU/ml chiém ty I€ cao nhat la
16,7%. CO 34 trudng hop duong tinh vai xét
nghiém HCV core Ag, chi€ém ti Ié 33,3%.

Bang 1. Phdn bé két qua xét nghiém
HCV RNA (n=102)

HCV RNA (IU/ml) | Tan s6 (n) [Ti I& (%)
Am tinh (Dudi nguGng
phét hién) 72 70,6
Ducng tinh 30 29,4
15- <10° 17 16,7
10°- <10/ 13 12,7
>10/ 0 0
Trung vi (Khoang 79250 (19950-
t{ phan vi) 430000)
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Bang 3. Phdn bé néng dé HCV core Ag
trong huyét thanh (n=102)

HCV Ag (fmol/L) |Tan so (n) |Tilé (%)
Am tinh (<3) 66,7
Duang tinh (=3) 34 33,3
Trung vi (Khoang t&r

ohan Vi) 0.4 (0-103,1)

Bang 4. Phan bé két qud XN HCV RNA va
XN HCV Ag

HCV RNA ~
Duong | Am Ig:g
tinh | tinh °ong

Dugng tinh 28 6 34
HCVAG ™ Amtinh | 02 | 66 | 68
Tong cong 30 72 102

TU cac sb liéu ¢ Bang 4, ap dung cac cong
thic tinh dugc cac gid tri 1am sang cua xét
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Bleu do 1. buong cong ROC cua HCV core Ag

dé chan dodn su hién dién cda HCV RNA trong

hin/a¥ thanh
IV. BAN LUAN _

Cac hudng dan hién tai vé sang loc va chan
dodn HCV dugc thuc hién theo 2 budc. Dau tién
sif dung phuong phap xét nghiém phat hién
khang thé Anti-HCV bang xét nghiém huyét
thanh hoc vdi chi phi thdp, ky thudt don gian dé
xac dinh nhitng ngudi da bi nhiém virus. Tuy
nhién xét nghiém Anti-HCV thi€u d6 nhay trong
phat hién giai doan clra s6 tir 60-70 ngay sau khi
nhiém va két qua nay khong phan anh dugc tinh
trang dang nhiém virus that sy hay da ting
nhiém trong qua kh(. Néu xét nghiém duong
tinh véi Anti-HCV, can thuc hién xét nghiém HCV
RNA dé xac dinh tinh trang nhiém virus. Xét
nghiém HCV RNA nén dugc thuc hién cung vai
anti-HCV & nhiing trerng hdp nhiém HCV cap
tinh trong thai ky clra_ sd va ca nhiing trudng
hgp co6 sy suy giam mién dich [4], [8]. HCV RNA
la xét nghiém sinh hoc phan t&r cé d6 nhay tot
nhung doi hoi chi ph|’ cao va ky thuét phtrc tap.
Do su kém hiéu qua vé thdgi gian va chi ph| cla
quy trinh sang loc va chan doan nay, nén gan
day xét nghiém mién dich HCV core Antigen
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nghiém HCV core Ag la: d0 nhay 93,3%; do dac
hiéu 91,7%; gia tri tién doan duadng tinh (PPV)
82,4%; gia tri tién doan am tinh (NPV) 97,1%.
Pudng cong ROC ctia HCV core Ag dé chan doéan
su hién dién cla HCV RNA trong huyét thanh
dugc trinh bay & Biéu d6 1. Pudng cong ROC
cla HCV core Ag trong nghién clfu c6 hudng di
lén va c6 dién tich dugi dudng cong ROC la
0,925 (92,5%) (KTC 95%: 0,92-0,99). Piém cit
nong do HCV core Ag cho ra do nhay, d6 dac
hiéu néu trén la 3,03 fmol/L.

M0i tuong quan gilta gitra nong d6 nong do
xét nghiém HCV core Ag va HCV RNA dugc thé
hién trong Bi€u dd 2, cho thdy ¢ méi tudng
qguan thuan, trung binh va cé y nghia théng ké
gitia HCV core Ag vdi HCV RNA (r=0,64; p<0,001).
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Pudng thing héi quy

Biéu dé 2. Méi tuong quan gida néng do
HCV core Ag va HCV RNA

(HCV core Ag) phat hién khang nguyén 16i HCV
da dugc Ung dung va phat trién nham chan doan
nhiém HCV dang hoat dong.

Két qua nghién ctru trén 102 bénh nhan ndi
tri va ngoal trd dén kham sang loc viém gan C
tai bénh vién Nguyén Tri Phuong cho thay do
tudi trung binh la 56,3 + 11,6 tudi, trong do dd
tuBi tir 40 dén 60 chidm ti Ié cao nhét (52,9%).
Phén phdi tudi kha dai dién cho dan s& bénh
nhan viém gan siéu vi chung. Diéu nay cho thay
viéc phéat hién nhiém HCV thu’dng kha mudn, cé
thé la do tinh chat cua bénh ¢ dién bién tham
ldng, khodng triéu ching, tién trién chadm trong
nhiéu nam. Vi vay viéc phat hién va diéu tri kip
thai bénh viém gan C la rat can thiét.

Do nhay va do dac hiéu cua xét nghiém
HCV core Ag. Xét nghiém HCV RNA bdng ky
thuat sinh hoc phan tir dugc xem la ky thuat cé
dd nhay va dd dic hiéu cao trong chan doan
HCV, do do, ching t6i sir dung xét nghiém nay
lam tiéu chudn vang dé xac dinh gid tri cia xét
nghiém HCV core Ag trong viéc sang loc HCV.
Két qua nghién clu cho thdy xét nghiém HCV
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core Ag bang phuong phap CMIA trén hé thdng
Abbott Architect i2000SR c6 d6 nhay la 93,3%,
d6 dac hiéu la 91,7%. Két qua nay tucgng dong
vdi nghién clfu cua tac gia Lé Dinh Vinh Phlc
(2013) véi d6 nhay, d6 dac hiéu lan lugt la
98,8%; 88,2%. MOt phuong phap chan doan
dudc xem la dang tin cdy va ¢ thé si dung
trong thuc hanh 1dm sang can phai dat do nhay
va dd dac hiéu t6i thi€u 0,75 (hay tét hon nita la
0,80) [1]. Nhu vay, trong trudng hgp nay, xét
nghiém HCV core Ag c6 do nhay 93,3% va do
dac hiéu 91,7% la chap nhan dugc.

Ngoai ra, phan tich dudng cong ROC cho thay
dudng cong ROC ciia HCV core Ag trong nghién
clu cd hudng di lIén va co dién tich dugi duGng
cong ROC la 0,925 (92,5%) (KTC 95%: 0,92-
0,99) chiing td6 HCV core Ag la mot thong s6 co
gia tri, gilp phan biét gilta nhdm co su hién hién
cla HCV RNA trong huyét thanh va nhém khong
c6 su hién hién ctia HCV RNA trong huyét thanh.
VGi nobng d6 HCV core Ag > 3,03 fmol/L, xét
nghiém c6 dé nhay la 93,3% va do dac hiéu la
91,7%. Gia tri nay gan vdi gidi han cla nha san
xuat dua ra (3 fmoI/L), su’ khac biét nhd nay co
thé la do s6 lugng mau trong nghién clu con
thap. Két qua phan tich dudng cong ROC trong
nghién c(tu cta chung téi tuong duang vai C.A
Buket (2014) véi dién tich dudi duGng cong AUC
dat 0,935[3] qua do cho thdy xét nghiém HCV core
Ag |3 mét xét nghiém rat tot ¢ thé (ing dung dudc.

Tuy nhién, két qua nghién cru con cho thay
cd su khac biét vdi cong b6 clia nha san xuat véi
xét nghiém HCV core Ag c6 do nhay la 97,8%,
dd dac hiéu la 99,5% va bao cao cua tac gia
Nguyen Thi Bang Suang (2020) véi xét nghiém
HCV core Ag c6 do nhay la 94%, d6 dac hiéu lén
dén 100% [2]. S& di c6 sy’ khac biét trén la do
nhitng gia tri ndy thay ddi theo ty 1& nhiém HCV
trong mot nhém dan s6 nhat dinh, dong thai
gilta cac nghién ctu cd su khac nhau vé doi
tu’dng tham gia nghlen ctru, ¢ mau nghién ctru
cling nhu b sinh phdm dugc st dung trong chan
doan HCV bang phuang phap realtime RT-PCR.

Tuong quan giira nong do xét nghiém
HCV RNA va HCV core Ag. Két qua nghién ctu
cho thay nong do HCV core Ag cd tucgng quan
thuan, trung binh v&i ndng d6 HCV RNA trong
huyét thanh. Hé s6 tuong quan r = 0,64
(p<0,001). Két qua nay tuang dong vaGi nghién
cliu cla Kaori Morota va cong su’ (2009) véi hé
sO tuong quan la r=0,74 [6].

T cac két qua nghién clu trén da cho thay
rdng nhirng bénh nhan cé HCV RNA cao thi déng
thai HCV core Ag ciing tdng cao. Két qua nghién

ctu clia Yongjung Park va cong su (nam 2010)
[7] cling ghi nhan rang khi su’ nhan Ién cla virus
xay ra cang cao thi HCV core Ag dugc phdng
thich vao mau cang nhiéu, nhung khéng nhiéu
bdng su gia tang cua tai lugng virus HCV RNA.
biéu nay la hgp ly, vi khang nguyén 16i HCV core
Ag khong phai la dau hiéu truc ti€p ctia su nhan
Ién cua virus.

V. KET LUAN

Qua xét nghiém sang loc HCV & 102 bénh
nhan ndi trd va ngoai trd tai bénh vién Nguyen
Tri Phuong, ching t6i ghi nhan xét nghiém HCV
core Ag dugc phat trién bdi Architect Abbott
Diagnostic c6 d6 nhay va d6 dac hiéu cao [an
lugt la 93,3% va 91,7% dong thdi cd moi tugng
quan thudn, trung binh vdi ndng d6 HCV RNA
trong huyét thanh v&i hé s6 tugng quan
Spearman la r=0.64 (p<0,001). Tuy vao kha
nang va diéu kién cua cac phong xét nghiém, co
thé st dung xét nghiém HCV core Ag lam céng
cu trong sang loc siéu vi Viém gan C trén quan
thé& bénh nhan & nudc ta.
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