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Nghién ctru gia tri cua xét nghiém nhanh khang nguyén
Espline® SARS-CoV-2 trong chan doan mac COVID-19
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Tom tit:

Truée tinh hinh dich bénh COVID-19 dién bién phirc tap, xét nghiém nhanh khang nguyén la mot phwong phap
hiéu qua dé phat hién ca nhiém méi, tir d6 c6 thé nhanh chéng cach ly nguoi bénh dé han ché nguy co liy nhiém
ciing nhw tién hanh cac bién phap hd tro chim séc sirc khoe Kip thoi. Tuy nhién, dé dam bao tinh chinh xac va hiéu
qua clia xét nghiém, viéc nghién ciru gia tri chin doin trwéce khi trién khai thwe té ciia xét nghi¢ém nhanh khang
nguyén né6i chung va Espline® SARS-CoV-2 néi riéng 1a hét sirc quan trong. Trong nghién ciru nay, cic tic gia da
danh gia gia tri chin doin clia xét nghiém nhanh khang nguyén Espline® SARS-CoV-2 trén miu bénh phim dich
ty hiu bing phwong phap nghién ciru md ta cit ngang. Tong s6 266 doi twong nghién ciru, trong do cé6 99 bénh nhan
mic va 167 khong mic COVID-19 dwogc chin doan theo hwéong din ciia B Y té. Két qua cho thiy, dé nhay va dic
hi¢u chung ciia xét nghi¢ém nhanh khing nguyén Espline® SARS-CoV-2 lan lwot 1a 71,72 va 100%. P$ nhay ciia
xét nghiém trong cic nhém tudi duwéi 18, 18-59 va trén 60 lan lwot 1a 61,54, 72,86 va 75%. P nhay ciia xét nghiém
trong nhém c6 thoi gian dién bién bénh dwéi 7 ngay 13 83,61% va nhém c6 gi tri chu ky ngudng (Ct)<29,58 13 88%.
Xét nghiém nhanh khang nguyén Espline® SARS-CoV-2 dap ting dwoc nhitng khuyén cio ciia To chire Y té thé gi6i
(WHO) vé yéu ciu danh cho xét nghiém nhanh khing nguyén sir dung trong sang loc va chin doan COVID-19.

Tir khéa: COVID-19, SARS-CoV-2, xét nghiém nhanh khang nguyén.
Chi s6 phin logi: 3.3

hap duoc coi 14 tiéu chudn vang trong chin doan ca bénh
mic COVID-19 bsi do nhay va do dac hiéu cao [3, 4].
Tuy nhién, xét nghi¢m Real Time-RT-PCR ciing ¢6 nhiing
nhuoc diém nhu doi hoi nhan lue ¢o chuyén mon sau, cac
trang thiét bi hién dai, phong xét nghiém dat tiéu chuén vé
an toan sinh hoc ciing nhu thoi gian tién hanh xét nghiém
dai, do d6 anh huong toi thoi gian tra két qua cling nhu
nhitng phuong 4n xtr 1y tiép theo [4]. Vi uu diém dé thyc
hién, thoi gian tra két qua nhanh, chi phi hop 1y, cac xét
nghi¢m nhanh khang nguyén SARS-CoV-2 la mét trong
nhitng phuong phap duoc khuyén céo sir dung dé phat hién
ca bénh mic COVID-19 [3, 5]. Cap nhat theo dién bién cua
tinh hinh dich bénh, hién nay Bo Y té da cho phép st dung
céc xét nghiém nhanh khang nguyén SARS-CoV-2 dé chan

1. Dat van de

Pai dich COVID-19 giy ra bai virus SARS-CoV-2 bit
ngudn ¢ Vi Han, Trung Qudc vao cudi nim 2019 sau dé
nhanh chong lan ra toan thé gidi chi trong mot thoi gian
ngan. Cap nhat dén ngay 1/4/2022, di co toi trén 486 tridu
ca mic va hon 6,1 tri¢u truong hop tir vong dugc ghi nhan
trén toan cau [1]. Tai Viét Nam da trai qua 4 lan séng dich
véi trén 9,5 triéu ca nhiém va hon 42 nghin truong hop tir
vong [2]. Mot trong cac bién phap dé ngin chan su lay lan
ciing nhu han ché nhiing hau qua cia dai dich COVID-19
1a nhanh chong sang loc, xac dinh ca nhiém, tir 46 nhanh
chong cach ly ngudi bénh dé han ché nguy co lay nhiém
cling nhu tién hanh cac bién phap hd tro, chiam soc sirc khoe

kip thoi.

C6 nhiéu phuong phap dé phat hién virus SARS-CoV-2
ciing nhu ca bénh COVID-19, mdi phuwong phap c¢é nhiing
uu nhuoge diém khac nhau, pht hgp véi nhitng muc dich va
tinh hinh dich bénh khéac nhau. Xét nghiém Real Time-RT-
PCR sir dung dé phat hién vét chét di truyén cua virus trén
c4c mau bénh pham dich ty hau hodc bénh pham dudng ho
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doan xac dinh ca bénh ciing nhu dwa ra quyét dinh d& bo
cach ly, xuét vién ddi véi nguoi mac COVID-19 [6]. Mot
sb nghién ctru chi ra rﬁ?mg, dd nhay ctia mot s6 xét nghiém
nhanh khang nguyén c6 gia tri rit tt trén nhitng mau bénh
pham duong ho hip thu thap tir nhimg bénh nhan c6 tai
luong virus cao, tuong ung voi giai doan phat tan, lay lan
virus manh [5, 7]. Bén canh nhling uu diém, cac xét nghiém

24



Evaluation of the clinical utility of novel
coronavirus antigen detection reagent Espline®
SARS-CoV-2 in COVID-19 diagnosis

Mai Linh Tran', Thi Ngoc Bich Nguyen?, Duc Tuan Nguyen?,
Thi Ngoc Lan Nguyen®
"University of Medicine and Pharmacy, Vietnam National University - Hanol,

144 Xuan Thuy, Dich Vong Hau Ward, Cau Giay District, Hanoi, Vietnam
’Hanoi Medical University,

1 Ton That Tung, Trung Tu Ward, Dong Da District, Hanoi, Vietnam
Received 6 April 2022; revised 9 May 2022; accepted 13 May 2022
Abstract:

In the face of the complicated situation of the COVID-19
epidemic, rapid antigen diagnostic tests have been an
effective method to detect new infections, thereby quickly
isolating patients to reduce further transmissions as
well as take timely health care measures. However, to
ensure the accuracy and effectiveness of the test, it is
critical to evaluate the clinical diagnostic value before
implementing the rapid SARS-CoV-2 antigen detection
tests in general and the Espline® SARS-CoV-2 antigen
test, in particular. This research aimed to evaluate the
clinical utility of Espline® SARS-CoV-2 in COVID-19
diagnosis. The authors used a cross-sectional descriptive
study method to assess the sensitivity and specificity of the
SARS-CoV-2 antigen test on a nasopharyngeal swab of
266 study subjects including 99 COVID-19 patients and
167 non-COVID-19 patients according to the guidelines
of the Ministry of Health. The results showed the overall
sensitivity and specificity of the Espline® SARS-CoV-2
antigen test were 71.72 and 100%, respectively. The
sensitivity of the test in the group of age <18, from 18 to
59 and >60 were 61.54, 72.86, and 75%, respectively. The
sensitivity of the test with disease progression time of less
than 7 days was 83.61%, and the group with Ct <29.58
was 88%. The Espline® SARS-CoV-2 antigen rapid
test meets the recommendations of the World Health
Organization on the requirements for rapid antigen tests
in the screening and diagnosis of COVID-19.

Keywords: COVID-19, rapid antigen diagnosis detec-
tion, SARS-CoV-2.
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nhanh khang nguyén SARS-CoV-2 ciing ton tai nhimg han
ché nhu do nhay, do dac hiéu thép hon so v&i xét nghiém
Real Time-RT-PCR [4-8]. Dic biét, c6 nhiéu yéu t co thé
anh hudng toi két qua ciia xét nghiém nhanh khang nguyén
SARS-CoV-2, trong d6 phai ké t6i 2 yéu t6 quan trong 1a
do nhay, d6 dac hiéu cua tung xét nghiém va qua trinh léy
mau bénh phiam. Chinh vi vay, bat ky xét nghiém nhanh
khang nguyén trude khi duge trién khai thuc hién rong rai
déu can duoc danh gia vé gia tri chan doan tir d6 dua ra
nhitng khuyén cao phit hop trong qua trinh sir dung va phién
giai két qua xét nghiém.

Xétnghiém nhanh khang nguyén Espline® SARS-CoV-2
(Fujirebio Inc., Nhat Ban) da dugc phat trién va chap thuan
sir dung dé chan doan SARS-CoV-2 tai Nhat Ban [5, 9].
Nguyén 1y cta xét nghiém la phuong phap sic ky mién dich
sir dung khang thé don dong nhan biét khang nguyén protein
nucleocapsid (N-Ag) cta virus SARS-CoV-2, dong thoi
nhimng khang thé don dong nay duoc cong hop voi enzym
phosphatase kiém (ALP). Khi mau duoc thém vao cira sd
mau, néu trong mau c6 khang nguyén protein nucleocapsid
ctia virus SARS-CoV-2, phirc hop khang nguyén - khang thé
duoc hinh thanh va di chuyén trén mang dén ving cira sd
dién giai. Tai vach xét nghiém (T), phirc hop khang nguyén
- khang thé dugc ¢b dinh trén mang boi mot loai khang thé
nhan biét khang nguyén protein nucleocapsid khac. Enzym
ALP cong hop trong phtic hop khang nguyén - khang thé
s& phan tng v6i chat nén va 1én mau ¢ vach xét nghiém (T)
trong phan cira s6 dién giai. Cac khang thé du thira tiép tuc
di chuyén trén mang va duoc cb dinh tai vach tham chiéu (r)
[5]. Tai Viét Nam, xét nghiém nay da nam trong danh muc
dugc BO Y té cap phép, tuy nhién nhitng danh gia vé gia tri
chan doan 1am sang ciia xét nghiém nay con nhiéu khoang
tréng, do do6 chiing t61 thyc hién nghién ciu nham muc tiéu
danh gia gia tri ciia xét nghiém nhanh khang nguyén Espline®
SARS-CoV-2 trong chan doan mic COVID-19.

2. Dol tuong va phuong phap nghién ciiu
2.1. Déi twong

Mau bénh pham dich ty hau cta 266 dbi tugng tham gia
nghién ctru dugc lay tai tinh Bic Ninh va TP Ha N¢i. Thoi
gian nghién ctru tir thang 3/2021 dén thang 5/2021 tai Khoa
Xét nghiém, Bénh vién Dai hoc Y Ha Noi.

2.2. Phuwong phap nghién ciru

Phuwong phap: Nghién ctu dugce thuc hién theo phuong
phép mé ta cat ngang.

Tién hanh nghién ctru cac doi tuong dén kham, sang loc COVID-19.
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Sau khi duoc giai thich va dong y tham gia nghién ciru s& dugc
tién hanh thu thap thong tin tudi, gidi tinh, dién bién 1am sang,
tién sir dich t& va dugc liy mau dich ty hau boi nhan vién y
té da tap huan. MAu bénh phim duoc van chuyén trong diéu
kién bao quan lanh tai 4°C, sau d6 duogc luu trit tai diéu kién
-80°C cho téi khi thye hién xét nghiém.

Mau bénh pham dich ty hau ciia dbi twong tham gia
nghién ctru duoc tién hanh tach chiét RNA bang kit tach chiét
QIAamp Viral RNA Mini Kit (Qiagen). Vat chat di truyén
RNA cua virus SARS-CoV-2 dugc phat hién theo quy trinh
Charite Berlin da dugc WHO va Bo Y té khuyén céo nho
phan ung Real Time-RT-PCR st dung bd kit LightMix®
SarbecoV E-gene plus EAV control (Roche) [10]. Thu
nghiém bao gom mot khuon mau ddi chimg dwong tinh va
mot mau kiém soat chiét xuit bén trong RNA, gen muyc tiéu
la gen E cua virus SARS-CoV-2, gidi han phat hién do nha
san xuét bao c4o 1a 5,2 ban sao/phan tng. Theo khuyén céo
ctia nha san xuat, cac mau hién thi dudng cong chuén va gia
tri nguong chu ky Ct<36 dugc coi 1a duong tinh [11]. Bénh
nhéan duoc chin doan mic COVID-19 dya theo thong tin
lam sang, tién st dich t&, két qua xét nghiém Real Time-RT-
PCR theo hudng dan ciia Bo Y té [11, 12].

Pong thoi, mau bénh pham dich ty hau cua ddi twong
tham gia nghién ciru s& duoc tién hanh thyc hién xét nghiém
nhanh khang nguyén Espline® SARS-CoV-2 dé danh gia gia
tri ciia xét nghiém trong chan doan méc COVID-19. Mau dich
ty hau dugc xir I theo hudng dan ctia nha san xuat roi dugc
nho vao ctra s6 mau, theo ddi va doc két qua theo hudng dan
ctia nha san xuét: 1 vach tai vi tri (r) - am tinh; 2 vach tai ca
vi tri (r) va (T) - dwong tinh; khong xuét hién vach tai vi tr
(r) - khong xéc dinh. Dya vao két qua thu dugc, chung t6i s&
phan tich d6 nhay, d6 dac hi€¢u chung ctua xét nghi¢ém nhanh
khang nguyén Espline® SARS-CoV-2, cling nhu dua theo
cac dac diém nhu tudi, gi6i tinh, thoi gian dién bién bénh,
Ct ctia cac ddi twong nghién ctru.

Phan tich thong ké: S6 liéu duoc nhap bang phin mém
Microsoft Excel 2016 va phan tich bang phin mém STATA
16.0.

Dao dirc nghién ciru: Nghién clru tudn tha cac quy dinh
vé dao duc nghién ctru. Pbi twong tham gia nghién ciru da
dugc giai thich va dong y nghién ctru. Thong tin thu thap
dugc dam bao an toan va tinh riéng tu. Nghién ctu gop
phan trong sang loc, chan doan bénh nhan mic COVID-19
nhanh hon qua d6 gitp cach ly, diéu trj kip thoi va ding dan.
Nghién ctru khong 1am cham ché hodc thay ddi chan doan
va diéu tri ctia bénh nhan.

TAP CHI

oG None it \an) 2402 12202

3.Kétqua
3.1. Pic diém doi twong nghién ciru

Trong s6 266 dbi twong tham gia nghién ctru, nit gidi
chiém 60,9%, nam gidi chiém 39,1%. Tubi trung binh
ciia dbi tuong nghién ctu 1a 43,15+£16,46. C6 99 trong
tong s6 266 d6i tuong tham gia nghién dugc xac dinh
méc COVID-19, chiém 37,21%. Trong sé nay, thoi gian
dién bién bénh trung binh 1a 7,64 ngay va Ct trung binh
cua x¢ét nghiém Real Time RT-PCR 1a 28,72 (bang 1).

Bang 1. Mét sé dac diém cuia déi twong nghién ciru.

. . Chén don
Dic dém nghién ciru Tong
Duong tinh Am tinh
Tong 266 99 (37,2%) 167 (62,8%)
Nam 104 (39,1%) 34 (32,69%) 70 (67,31%)
Gidi tinh
Nir 162 (60,9%) 65 (40,12%) 97 (59,88%)
Trung binh 43,15 39,21 45,48
Trung vi 39,5 36 43
IQR 27-59 23-56 29-61
Tudi (ndm)  Khoang 11-86 11-81 13-86
Nhom 0-17 tudi 16 (6%) 13 3
Nhom 18-59 tudi 202 (76%) 70 132
Nhom >60 tudi 48 (18%) 16 3
Trung binh 7,64
Trung vi 7
Thoi gian IQR 3-13
dién bién
bénh (ngdy)  Khoang 1-29
Nhom 0-7 ngay 61 (61,62%)
Nhom >8 ngay 38 (38,38%)
Trung vi 29,58
Khoang 12,50-35,94
Gia tri Ct
IQR 24,13-3331
Trung binh 28,72

3.2. Gid tri cia xét nghiém nhanh khang nguyén Espline®
SARS-CoV-2 trong chin dodan mac COVID-19

Nghién ciru thye hién trén 266 di tuong cho thiy do nhay va
d9 dac hiu chung cua xét nghiém nhanh khang nguyén Espline®
SARS-CoV-2 lan luogt 1a 71,72 va 100%. Do nhay ciia xét nghiém
trong cdc nhom tudi dudi 18, tir 18 dén 59 va >60 1an lugt 14 61,54,
72,86 va 75%.
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Do nhay cua xet nghiém nhanh khing nguyén Espline®
SARS-CoV-2 trong nhom ¢6 thoi gian dién bicn bénh dudi 7 ngay
la 83,61% va nhom dién bien bénh trén 7 ngay la 50%. Theo gia
tri cia Ct, do nhay cua xét nghiém nhanh khang nguyén Espline‘®
SARS-CoV-2 tai cac khoang tir phan vi thit 1 va 2, thir 3, thir 4 1an
luot 1a 88, 64 va 45,83% (bang 2, hinh 1).

Bang 2. DP6 nhay, do dac hiéu cua xét nghiém nhanh khang
nguyén Espline® SARS-CoV-2 trong chin doan mac COVID-19.

KEt qu test nhanh khéng nguyén

Chin doin G, DPIRESARS V)
bic din deh % g w0 Dide
(nhiem-khong fh ik nhy  hige
nhiém COVID-19)
n n (%) (%)
, Nhiém 9 1l 8
Tong - 1m0
Khong nhiem 167 0 167
Nhiém 34 2 13
Nam - 61,76 100
Gioi tinh Khong nhiem 70 0 70
Nhiém 65 00015
Nir - 69 100
Khong nhiém 9 0 9
Nhiém 13 § 5
(-17 - 6154 100
Khong nhiém 3 0 3
. Nhiém noosn
Tudi 1859 - 78 100
Khong nhiém 30 13
Nhiém 16 n 4
60 - 7 100
Khong nhiém 3 0 k)
Théigan .7 Nhiém 60 51100 86l
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\ > &
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Thisi gian dién bién bénh (ngay)
Hinh 1. Két qua xét nghiém nhanh khang nguyén Espline®
SARS-CoV-2, Ct cua xét nghiém Real Time-RT-PCR va thoi
gian dién bién caa bénh.
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4. Ban luan

Theo khuyén cao ctia WHO, cic xét nghiém nhanh
khang nguyén SARS-CoV-2 déng mdt vai trdo quan trong
trong chién lugc phong ngira va kiém soat tong thé dbi
véi COVID-19 [13, 14]. Nghién cuu cua chiung t6i dugc
thuc hién trén 266 d6i tugng cho théy dd nhay va d6 dac
hiéu chung cua xét nghi€ém nhanh khang nguyén Espline®
SARS-CoV-2 lan luot 14 71,72 va 100%. Gia tri d¢ dac hiéu
tuong ty nhu két qua nha san xuat cong bd cling nhu mot
s6 nghién ctru khac vé xét nghiém nhanh khang nguyen
Espline® SARS-CoV-2 cua K. Aoki va cs (2021) [5]. V
gia tri do nhay, két qua thu dugc cua ching t6i tuong tu
nhu nhu két qua nha san xuat cong bd (66,7%) va cao hon
so voi nghién ctru cua K. Aoki va cs (2021) [5]. Sy khac
biét nay co thé giai thich do nhém dbi tuong da c6 dién
bién bénh trén 10 ngay trong nghién ctru ciia K. Aoki va cs
chiém t6i 80,95% (102/126). Két qua trén ciing tuong tu véi
cac nghién curu trén mot s6 loai xét nghiém nhanh khang
nguyén khac nhu nghién ctru cua T. Weitzel va cs (2020)
[15] v6i dO nhay cua cac xét nghiém nhanh khang nguyén
cua RapiGEN, Bioeasy tests lan luot 12 62 va 85,0%, do
ddc hiéu déu 1a 100%. Theo mot nghién clru cong bd cua
WHO thi d nhay va dg dac hiéu trung binh cta cac loai xét
nghiém nhanh khang nguyén lan lugt 1a 72 va 99,2% [13].

Mot trong nhitng yéu t6 quyét dinh kha ning lay truyén
cua COVID-19 la tai lugng virus tdn tai va duoc phat tan
boi nguoi mang virus. Tai lugng virus ca bénh cling thay
d6i theo qua trinh dién bién ctia bénh nhan mic COVID-19.
Nhiéu nghién ciru chi ra ring, tai lugng virus thuong cao
nhit trong tudn dau tién ké tir khi khoi phat, tuong tng
v6i giai doan phat tan, 1ay lan virus manh nhat va sau dé
giam dan [8, 16]. Theo khuyén cdo cia WHO, xét nghiém
nhanh khang nguyén nén dugc ding ¢ ngudi nghi ngd mic
COVID-19 trong 5-7 ngdy dau tién ké tir khi khoi phat,
va xét nghiém nhanh khang nguyén SARS-CoV-2 can dap
tmg dugc yéu cau tdi thiéu vé do nhay 1a >80% va do dic
hiéu >97% trén nhom ddi tuong nay. Trong nghién clru cua
chung t61, d0 nhay ctia xét nghiém nhanh khang nguyén
Espline® SARS-CoV-2 trén nhom dbi twong dién bién bénh
dudi 7 ngay 1a 83,61%. Két qua nay cao hon mot nghién
ctru khac vé xét nghiém nhanh khing nguyén Espline®
SARS-CoV-2 cua K. Aoki va cs (2021) [5], dd nhay cua xét
nghiém trén nhoém ddi tugng dién bién bénh dudi 10 ngay la
73,3%. Su khac bi¢t nay co thé do nghién ctru cia chung toi
lya chon thoi gian danh gia 1a 7 ngay so véi 10 ngay cua K.
Aoki va cs (2021) [5]. Két qua nghién ciru trén mot sb loai
x¢ét nghiém nhanh khang nguyén khéac ciia D.B. Larremore
(2021) [17], trong tuan dau tién co triéu ching, d6 nhay cua
xét nghiém nhanh khang nguyén 1a 93,9%. Diéu nay c6 thé
dugc gidi thich do d§ nhay cta xét nghiém nhanh khang
nguyén bén canh phu thudc vao tai lugng virus, chiing con
phu thudc vao nhiu yéu td nhu nguyén Iy xét nghiém, hoic
k¥ thuat thu thap, bao quan miu bénh phdm. Trong nghién
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clru ciia chiing t6i, mau bénh pham dich ty hau cua ddi tuong
tham gia nghién ctru duoc 1y boi nhan vién y té duoc dao
tao, tuy nhién xét nghiém khong dugc thuc hién ngay tai thuc
dia. Trong qua trinh van chuyén va bao quan miu bénh
phiam, thanh phan khéng ‘nguyén protein nucleocapsid cia
virus SARS-CoV-2 ¢6 thé bi anh huong mot phan, do d6
anh huong t6i o nhay ciia xét nghiém. Pong thoi, kho khan
trong viéc léy mau, dic biét 1a mau dich ty hau, cling co thé
1a nguyén nhan giai thich cho két qua ctia chung t6i vé do
nhay thép trén nhém ddi tugng dudi 18 tudi (chiém 61,54%)
s0 v6i cac nhom tudi truéng thanh (72,86 va 75%).

C6 nhiéu phuong phap dé danh gia tai luong virus cua
bénh nhan, tuy nhién trong tinh hinh dich bénh, Ct cua xét
nghiém RT-PCR 1a mt phuong phdp thuan tién va cé gia
tri dé udc luong tai lwong virus. Theo huéng dan ciia B6 Y
té, thoi ky lay truyén cua ca bénh xac dinh dugc tinh tir 2
ngay trude khi khoi phat (d6i v6i ca bénh xac dinh khong
¢6 triéu ching thi thoi ky 1ay truyén duoc tinh tir 2 ngay
trude ngay duoc lay mau c6 két qua xét nghiém dwong tinh)
cho dén khi két qua xét nghiém RT-PCR am tinh hodc gia
tri Ct>30 [18]. Do do, do nhay cua xét nghi¢m nhanh khang
nguyén theo tai lugng virus thong qua Ct cuia xét nghiém
RT-PCR ciing ¢6 ¥ nghia rat quan trong. Trong nghién ctru
cua chung t61, d0 nhay cta xét nghiém nhanh khang nguyén
Espline® SARS-CoV-2 14 88% trén nhom ddi tugng nghién
ctru mic COVID-19 c6 Ct<29,58. o nhay cua xét nghiém
dbi voi nhom dbi twong nghién ctru mic COVID-19 ¢o
29,58<Ct<32,06 va Ct>32,06 lan luogt 1a 64 va 45,83%. Su
thay d6i vé& d6 nhay theo Ct ndy twong ty nhu két qua cia
F.J. Candel va cs (2020) [19], d0 nhay cua test nhanh khang
nguyén 1a 98% d6i véi Ct<25 va 57% dbi voi Ct >30.

Tée do dot bién & cac loai virus dién ra rat nhanh, trong thoi
gian qua cac bién chung méi ctia virus SARS-CoV-2 nhu Delta,
Omicron... lién tuc xuat hién. Véi nguyén 1y phat hién dya
trén khang nguyén protein cua virus, nhing dot bién trong cac
bién chung moi cua SARS-CoV-2 ¢o thé 1am anh huong t6i
gié tri chan doan ctia cac xét nghiém nhanh khéng nguyén noi
chung va xét nghiém nhanh khang nguyén Espline® SARS-
CoV-2 ndi riéng. Theo két qua nghién ciru ctia Y.S. Tagawa va
cs (2021) [20] cho thay ring, xét nghiém nhanh khang nguyén
Espline hiéu qua trong phat hién bién thé Delta (B.1.617.2)
ctia virus SARS-CoV-2. Tuy nhién, trong diéu kién ciia nghién
clru nay, chung t6i chua thé danh gia sau vé gia tri chan doan
cua xét nghiém nhanh khang nguyén Espline® SARS-CoV-2
dbi vai timg loai bién thé ciia virus SARS-CoV-2.

Do nhay va diac hiéu lam sang cta xét nghiém nhanh
khang nguyén Espline® SARS-CoV-2 dép tmng dugc nhiing
khuyén cdo cia WHO vé yéu cau danh cho xét nghiém
nhanh khang nguyén SARS-CoV-2. Gia trj chan doan phy
thudc vao thoi gian 1dy mau xét nghiém va giam trong nhoém
dbi tuong c6 Ct>30.
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