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TOM TAT

Téng quan. D& dadm bao an toan truyén mau, tir thang 6/2015, ky thuat Nucleic Acid Testing (NAT)
da dugc ap dung trong quy trinh sang loc mau tai mot sé khu vuc & Viet Nam. Muc tiéu clia dé tai
ching téi 1a khédo sat hiéu qua ctia ky thuat nay, nham dua ra nhiing bang chiing cu thé, cap nhat,
lam co s& ddy manh trién khai ap dung ky thuat NAT trong sang loc ngudi hién mau. Pai tuong
va phuong phap nghién ciu. Nghién ctru mo ta hang loat ca, thuc hién trén 412.705 mau mau
hién thoa tiéu chan chon mau tai BV.TMHH tir ngay 01/01/2017 dén ngay 01/01/2019. Tat ca mau
mau thu nhan duoc sang loc HBV, HCV, HIV bang ky thuat huyét thanh hoc, sau dé nhimg mau
cho két qua am tinh sé tiép tuc dugc sang loc bang ky thuat NAT. Két qua xét nghiém va thong tin
ngudi hién mau sé duac luu tri trén co s& dit liéu cla BY. TMHH. K&t qua va ban luan. Nha ting
dung sang loc NAT, nghién ctu chdng téi da phat hién thém 369 mau mau duong tinh vai vat liéu
di truyén cta virus ma huyét thanh hoc da khong phat hién dugc, trong dé: 352 mau phan Ung
vai HBV-DNA (0,0871%), 10 mau phan ting véi HCV-RNA (0,0025%) va 6 mau phan tng véi HIV-RNA
(0,0017%). Do @0, viéc tng dung NAT vao quy trinh sang loc mau la can thiét dé nang cao an toan
truyén mau. Vé dac diém clia cac trudng hgp duong tinh véi cac tdc nhan nhiém, ching téi ghi
nhan ty 1é duang tinh v&i HBV, HIV & nam gidi cao han nit gidi, ké ca khi xét nghiém bang huyét
thanh hoc hay bang ki thuat NAT (co y nghia théng ké, P<0,05); ty lé duong tinh véi 3 tac nhan nay
& nhimng ngudi hién mau lan dau cao hon so véi nhiing ngudi hién mau lap lai, cé y nghia théng
ké khi sang loc huyét thanh hoc (P<,001) va khéng cé y nghia théng ké khi sang loc NAT (P>0,05).
Két luan. Viéc ing dung ki thuat NAT vao quy trinh sang loc mau la can thiét va hiéu qud, giup
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cai thién an toan truyén mau.
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DAT VAN DE

Mbi ndm c¢6 hon 112,5 triéu miu mdu hién dugc
thu nhén trén toan thé gii. Nam 2016, Viét Nam
thu nhan khoang 1,2 triéu don vi méu’?. Bén canh
nhiing lgi ich khong thé ban cii, truyén mau van tiém
4n nhiing nguy co lay truyén bénh nhiém cho ngusi
bénh. Do do, viéc loai trit cac tdc nhé4n truyén nhiém
& nhiing don vi mau hién la v6 cling quan trong va
thiét yéu. D& dam bdo an toan truyén madu, cac ky
thuét sang loc huyét thanh hoc (HTH) da dugc trién
khai tif nhiing nam 80 clia thé ki truéc >. Cudi nhiing
nam 90, ky thuat NAT da dugc phat trién va ing dung
& cac nudc tién tién, khoi diu tai Dic vao nam 1997
trong sang loc HCV, dén nam 2002, sang loc HBYV,
HCV, HIV bang ky thuat NAT da dugc Cuc Quén
Ly Thuc Phdm va Dugc Phdm Hoa Ky (US Food and
Drug Administration - FDA) c6ng nhéan va ting dung
rong rai*®. Nucleic Acid Testing (NAT) 1a mot ky
thuat sinh hoc phan tti phat hién vatliéu di truyén ctia
virus, hién nay thuong dung d€ phat hién HBV-DNA,

HCV-RNA, HIV-RNA. Dya trén nguyén tic khuéch
dai trinh ty muc tiéu ctia acid ribonucleic hay acid de-
oxyribonucleic, ky thuét nay gitp phat hién sém tac
nhén gy bénh, rat ngén giai doan ctia s6 huyét thanh
s0 Vi cac xét nghiém khac. Hon niia, ky thuit NAT
con tim ra nhiing trudng hgp nhiém ma xét nghiém
huyét thanh hoc khong phat hién dugc. Nhén thdy
dugc tdm quan trong cta NAT, nhiéu qudc gia da
ap dung ky thuat NAT trong sang loc mdu hién bén
canh xét nghiém huyét thanh hoc nhim gidm thiéu t6i
da nguy co lay truyén bénh nhiém qua dudng truyén
mau. Tai Viét Nam, theo thong tu s& 26/2013/TT-
BYT, ky thuit NAT da dugc trién khai thuong quy
tai Ha Noi, thanh phé H6 Chi Minh, Hué ti nam
2015 va tai Vién Truyén mau - Huyét hoc Can Tho tu
nim20167. énhvién Truyén mau Huyét hoc TPHCM
(BV.TMHH) da chinh thuc st dung ky thuit NAT
trong sang loc HBV, HCV, HIV trén cic don vi mau
hién tli thang 6/2015%. Duya trén cic miu mau hién
ctia Ngdn Hang Mau BV.TMHH, ching t6i thuc hién
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dé tai nay d€khdo sat hiéu qua ctia ky thuit NAT so véi
xét nghiém huyét thanh trong sang loc HBV, HCV va
HIV, nhim dua ra nhiing bing chting cu thé va thuyét
phuc, 1am co s d€ ddy manh trién khai 4p dung ky
thuat NAT trong sang loc ngudi hién mau.

POI TUGNG VA PHUONG PHAP
NGHIEN CUU

P6i tuong nghién ciu

Nhiing ngudi hién mau tai ngdn hang mdu BV.
TMHH trong khoang thoi gian tit 01/01/2017 dén
01/01/2019. Tiéu chudn chon mau: Ngusi hién méu
thoa thong tu s6 26/2013/TT-BY T vé€ huéng dan hoat
dong truyén mau. Chon mau theo phuong phép chon
mau thuén tién. Udc tinh cd mau duya trén cong thic:
vOi n: ¢8 mau; P: chi s6 tién dodn duong (P=0,5);
o:: ngudng sai 14m loai I, tuong ting véi KTC 95%,
0=0,05; d: sai s6 chudn, d=0,01; Z: Z score tuong ting
v6i muc y nghia thong ké.

z P(1-P)

N = 7
V6i nhiing tham s6 trén, ¢& mau ching t6i tinh dugc
cho nghién cttu nay la n= 9.604 mau. Thuc té, nghién
ctiu cta chung toi thu thip toan b s6 miu trong
thoi gian va dia diém nghién ctu di trinh bay, tuong
ung 412.705 mau, 16n hon so véi 9.604 mau. Do do,
nghién ctiu ctia chung t6i du s6 lugng mau mang tinh
dai dién.

Phuong phap nghién cttu

Nghién ctiu dugc thiét ké theo mdé hinh mo6 ta hang
loat ca.

Vat liéu, trang thiét bi va thudc thi gébm c6: 5ml mau
doéng va 4ml méu chéng dong EDTA, b6 sinh phdm
xét nghiém huyét thanh hoc, cu thé: (1) Nhém ELISA
gom c6 Murex HBsAg Ver3, Murex HCV Ag/Ab
Combination, Murex HIV Ag/Ab Combination trén
hé thong may Etimax (2) Nhom hoa phat quang bao
gom HBsAg Qualitative II, Anti-HCV, HIV Ag/Ab
Combo trén hé thong méy Architect (3) Nhém dién
héa phat quang gom c¢6 HBsAg II, Anti HCV 11, HIV
combi PT trén hé thong méay Cobas 8000. Xét nghiém
NAT st dung bo kit Cobas” MPX Test trén hé thong
may Cobas 6800. Quy trinh xét nghiém dugc thuc
hién nhu sau: BuGc d4u, miu méu da ly tam tach
huyét tuong dugc stt dung sang loc HBV (HBsAg)
béng ki thuét huyét thanh hoc (xét nghiém mién dich
ELISA, xét nghiém mién dich vi hat hoa phat quang,
xét nghiém mién dich dién héa phat quang). Cac mau
dugc phan tich cting véi cac chiing duong va ching
am cua bo kit. Néu két qua duong tinh hay nghi ng6
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v6i HBsAg, cac mau d6 sé dugc loai bo. Céc mau c6
két qua am tinh sé tiép tuc sang loc HIV, HCV détiép
tucloai bo cdc mau duong tinh hay nghings. Cac mau
c6 két qua am tinh trong sang loc huyét thanh hoc sé
dugc sang loc NAT trén hé théng mdy Cobas 6800.
Huyét thanh tii 6 miu méau dugc phéi tron tao thanh
1 méu gop 6 (pool 6). Céc mau gop 6 duong tinh sé
dugc thuc hién lai toan bo quy trinh trén véi mau don
nhim xdc dinh mau mau bi nhiém. Céc thong tin vé
ngudi hién mau (Ma s6 mau mau, ma s6 ngudi hién,
gi6i tinh, ndm sinh, s6 14n hién mau trudc day), két
qué xét nghiém huyét thanh, két qua xét nghiém NAT
déu dugc ghi nhén va thu thap tii co s6 di liéu cta
BV. TMHH. Dii liéu dugc phan tich bang phin mém
R 3.6.0. Phuong phap kiém dinh 1a Chi-square véi gid
tri P c6 ¥ nghia thong ké la P<0,05. Ty 1¢ duong tinh
ctia xét nghiém dugc tinh theo cong thiic:

Ty 1é duong tinh = (S6 mau duong tinh)/(S6 mau lam
xét nghiém)

KET QUA VA BAN LUAN

Ty 1& phat hién HBV, HCV, HIV bang xét
nghiém huyét thanh hoc

Khi tién hanh xét nghiém sang loc huyét thanh hoc
trén 412.705 mau mdu, ching t6i ghi nhin: Ty 1é
duong tinh v6i HBV la cao nhat, chiém 1,56%, Ty 1¢
nay voi HCV 1a 0,23% va v6i HIV 1a 0,19%, thdp nhét
trong 3 virus.

So sdnh véi cac nghién ctiu thuc hién trong nude va
mot s6 nudc Chau A (Bang 1), da s6 cdc két qua clia
ching toila thip hon, c¢6 thé do y thitc ngudi dan dugc
néng cao, khiu sang loc mau tit budc dau dugc cai
thién va viéc tiém phong HBV, HCV hiéu qua. Khi
so sanh vdi cdc nc § My, Chau Au, ty 1é tuong ting &
cdc nude nay la thip hon dang ké so v6i két qua cua
ching toi.

Ty 1é phat hién HBV, HCV, HIV bang xét
nghiém NAT

Trong 403.974 mau mau 4m tinh véi ky thuét huyét
thanh hoc, ching t6i tiép tuc sang loc biang ky thuit
NAT va phét hién thém 352 mau duong tinh HBV,
chiém 0,0871%, 10 mau duong tinh v6i HCV, chiém
0,0025% va 7 mau duong v6i HIV chiém 0,0017%.
Nhu vy, ky thuit NAT da gitp phét hién dugc thém
369 mau nhiém ma HTH khong phat hién dugc, la boi
vi NAT c6 thé phat hién dugec mau nhiém trong giai
doan ctia s6 huyét thanh cing nhu cdc mau nhiém
thé tiém 4n va dot bién. Giai doan ctia s6 huyét thanh
hoc - la thoi gian ti khi nhiém virus dén ngay dau
tién phat hién khang nguyén duong tinh trong mau.
So véi xét nghiém huyét thanh hoc, ky thuit NAT da
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Bang 1: So sanh ty lé duong tinh HBV, HCV, HIV béng xét nghiém huyét thanh hoc véi cac nghién ciu khac.

Tac gia Nam Qudc Gia
Nantachit® 2007 Théi Lan
P. Pallavi® 2017 Anbo
Vién HHTMTW ! 2015 Ha Noi
Pham Lé Nhat Minh ' 2016 TPHCM
S. Laperche '? 2017 Phap
Stramer '° 2017 My
Chiing t6i 2017 Viét Nam

HBV HCV HIV
5,60% 0,7% 0,3%
0,52% 0,31% 0,22%
4,4% 0,58% 0,11%
1,58% 0,5% 0,31%
0,009% 0,007% 0,001%
0,005% 0,014% 0,001%
1,56% 0,23% 0,19%

giup rut ngan thoi gian phat hién virus HBV tii 35 - 44
ngay xudng 20 - 22 ngay, virus HCV tli 70 ngay xudng
con 3 - 5 ngay va virus HIV tli 17 - 22 ngay xudng con
5 - 6 ngay'*!°. Nhiém viém gan B tiém &n (Occult
Hepatitis B Infection — OBI) dugc dinh nghia la tinh
trang hién dién HBV-DNA kéo dai trong nhu moé gan
(mdt vai truong hgp la trong huyét thanh) & nhiing ca
thé c6 HBsAg (-). Virus HBV tiém &n biéu hién DNA-
HBV trong mau véi ndng do rit thip. Nhiing ca thé
nhiém OBI qua thdi gian c6 thé khong thé phat hién
dugc anti-HBc va anti-HBe va trong mét s6 trudng
hgp, HBV-DNA la marker duy nhét. Tac gia Yang va
cong su (Trung Qudc, 2013) da phat hién 54 truong
hgp duong tinh v6i NAT va 4m tinh véi huyét thanh
hoc, trong d6 33 trudng hgp nhiém HBV tiém 4n '°.
Ki thuat NAT con c6 kha nang phat hién cic trudng
hop nhiém HCV, HIV dét bién. Nho nghién ctu tao
ra cac doan moi dic hiéu va cip nhat lién tuc cac trinh
tu mai, ki thudt NAT c6 kha nang phat hién ra HCV,
HIV thé dot bién. HCV ¢6 déc tinh rét riéng la khong
dong nhat di truyén trong pham vi loai va phan nhém.
HCV ¢6 sau kiéu gen tit 1 dén 6 va trén 100 phan
nhém. Kiéu gen 1 va phan nhém 1b 1a bién thé phd
bién nhit trén thé gidi. Cac ca thé bi nhiém HCV luu
hanh duéi dang mdt loai gia (quasispecies) trinh tu bo
gen thudng khac biét 1-2 % so v6i bd gen goc. Nhiing
dot bién nhu vay cho phép HCV trén tranh dugc hé
théng mién dich ctia ki chti va nhén d6i hiéu qual’.
béi voi HIV, chung HIV-1 chia thanh 3 nhém: M,
O, N. Trén 90% ca nhiém la HIV-1 nhém M, trong
nhém M c6 trén 9 phan nhém: A, B,C, D, E G, H,
J, K. Dot bién ¢ HIV thuodng xay ra khi hai virus &
hai phin nhém khac nhau cung nhiém trong moét t€
bao cua ki cha, va vat liéu di truyén dugc téi t6 hgp
tao mot thé dot bién mai'”. Nhé viéc phat hién dugce
thém cdc mau mau phan tng véi HBV, HCV, HIV,
nhiéu ngudi nhdn mau da dugc bao vé khoi nguy co
lay truyén bénh. Tai BV. TMHH, mét miu mdu hién
¢6 thé dugce san xuét thanh it nhédt 3 ché phdm mau:

hong ciu, huyét tuong tuoi dong lanh va tiéu cdu. Khi
ung dung ky thuit NAT, bang viéc phat hién duogc
thém 369 mau mau phan tGng véi HBV, HCV, HIV,
chung t6i da tranh dugc nguy co lay nhiém bénh cho
hon 1.107 (369 x 3) truong hgp nhan mau. Do do, viéc
ung dung ky thuat NAT vao quy trinh sang loc mau la
v0 cung cén thiét, giup dam bdo an toan truyén mdu,
gidm thiéu nguy co lay truyén bénh cho ngudi nhin
mau va giam thiéu ganh ning y t&€ d6i véi viéc diéu tri
bénh.

Khi so sanh vé ty 1é mau nhiém HBV duong tinh véi
NAT va am tinh v6i HTH (Bang 2), két qua ctia ching
t6i 1a thap hon khong nhiéu so v6i cic NC trong nudec.
So sanh véi cac NC nudc ngoai, két qua ctia chung toi
1a cao hon, thim chi cao hon rat nhiéu khi so vdi céc
NC & My, Phap, dugc giai thich bsi nu6e ta ndm &
vung c6 ty 1é luu hanh HBV cao.

Ban vé ti 1é tuong ting d6i véi HCV (Bang 3), két qua
ctia chiing t6i 12 thdp hon so nghién ctiu tai Hué, An
Do va Parkistan, tuy nhién lai cao hon so véi nghién
ctiu tai Ha Noi va Théi Lan, Trung Quéc, Y va Phép.
Ly giai cho sy khac biét nay, c6 thé do ty 1¢ luu hanh
HCV ctia nudc ta ¢ miic trung binh.

Ban vé sang loc HIV (Bang 4), két qué ctia ching t6i la
cao hon so v6i cdc nghién ctu khac. Su khac biét véi
NC tai An D¢ la khong nhiéu, trong khi d6 so véi cac
NC thyc hién tai Trung Qudc, Théi Lan thi sy khac
biét 16n hon, va dic biét dang ké néu so v6i NC thuc
hién & My, Phép va Parkistan.

Pac diém cac truéng hop duong tinh véi
HBV, HCV, HIV

Vé giéi tinh

Khi sang loc HTH, chung t6i ghi nhan ty 1é duong
tinh véi 3 loai virus & nam déu cao hon & nit, co6
y nghia théng ké dé6i véi HBV va HIV, khong c6 y
nghia thong ké d6i véi virus HCV (Bang 5). Két qua
nay tuong d6ng véi tic gia Poan Thanh?®. Khi sang
loc v6i NAT, giong nhu khi xét nghiém HTH, ching
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Bang 2: So sanh ty lé phan ung véi HBV-DNA khi xét nghiém NAT.

Tac gia Nam Qudc gia C& mau Ty 1¢ HBV-DNA (thé hién theo %
va theo tilé so vGi 1)
Stramer ¥ 2011 My 3.694.858 0,0002% 1:410.540
S. Laperche '? 2017 Phép 16.500.000 0,0003% 1:383.720
Saifullah K. Niazi '8 2015 Pakistan 54.438 0,042% 1:2367
C. Kabita 2016 Anbo 193.167 0,073% 1:1370
Xianlin Ye ' 2013 Trung Quéc 307.740 0,031% 1:3239
Soisaang Ph*! 2009 Théi Lan 486.676 0,036% 1:2800
Nguyén Thi T. Dung > 2016 Ha Noi 395.849 0,0958% 1:1044
Doan Thanh ?* 2016 Hué 27.483 0,109% 1:916
Chiing t6i 2019 TPHCM 403.794 0,087% 1:1148

Bang 3: So sanh ty Ié phan ung v6i HCV-RNA khi xét nghiém NAT.

Tac gia Nam Quoc gia C& mau Ty 1¢ HCV-RNA

Claudio Velati** 2008 Y 10.776.288 0,00025% 1:400.000
S. Laperche '? 2017 Phap 40.000.000 0,00004% 1:2.666.666
Saifullah K. Niazi '¢ 2015 Pakistan 54.438 0,0073% 1:13.609

C. Kabita 2016 Anbo 193.167 0,0372% 1:2683
Xianlin Ye?’ 2013 Trung Quéc  307.740 0,0003% 1:307.740
Soisaang Ph?! 2009 Thi Lan 486.676 0,0002% 1:486.676
Nguyén Thi T. Dung ** 2016 Ha Noi 395.849 0,0008% 1:131.949
Doan Thanh ** 2016 Hué 27.483 0,0073% 1:13.742
Chiing t6i 2019 TPHCM 403.794 0,0025% 1:40.397

Bang 4: So sanh ty l1é phan uing véi HIV-RNA khi xét nghiém NAT.

Téc gia Nim Qudc gia C6 mau Ty 1¢ HIV-RNA

Stramer '® 2011 My 3.694.858 0,00005% 1:1.847.429
S. Laperche 2017 Phép 40.000.000 0,00006% 1:1.818.182
Saifullah K. Niazi ' 2015 Pakistan 54.438 0%

C. Kabita ? 2016 An Do 193.167 0,0010% 1:96.584
Xianlin Ye?’ 2013 Trung Qudc 307.740 0,0003% 1:307.740
Soisaang Ph?! 2009 Thai Lan 486.676 0,0010% 1:97.000
Nguyén Thi T. Dung > 2016 Ha Noi 395.849 0,0008% 1:131.949
Poan Thanh > 2016 Hué 27.483 0% 1:142.857
Chiing tbi 2019 Viét Nam 403.794 0,0017% 1:57.711

38



Tap chi Phdt trién Khoa hoc va Céng nghé - Khoa hoc Sirc khée, 1(1):35-43

Bang 5: Dac diém vé gidi tinh cta cac truéng hgp duong tinh véi HBV, HCV, HIV

XN HBV (+)
N (%)

HTH 3.847

(1,74%)*

N 2.589

(1,35%)*
NAT Nam 227

(0,11%)*

Nit 125
(0,07%)*

HCV (+) HIV (+)

N (%) N (%)

523 552
(0,24%)A (0,25%)*
410 220
(0,21%)A (0,11%)*

2 7
(0,0009%)X (0,0032%)X
8 0
(0,0042%)X (0,0%)X

Ch thich: *P<,001 AP=0,11 ¥ P=0,035 X P=0,013

toi ghi nhén ty 1¢ duong tinh & nam cao hon nii ¢
y nghia théng ké d6i véi virus HBV va HIV, tuong
déng véi két qua ctia Poan Thanh?? va Claudio Ve-
lati>*. Riéng véi virus HCV, ti 1¢ nay ngugc lai & 2
gidi, va c6 y nghia théng ké véi P=0,035. Két qua cta
chung t6i ngugc lai so v6i két qua ctia Claudio Velati
(Y, 2008)>*. Tém lai, nghién ctiu ching t6i da chi ra
rang ti 1é nhiém virus HBV va HIV 6 nam cao hon nii
¢4 y nghia thong ké, cho du sang loc bang xét nghiém
HTH hay xét nghiém NAT. Diéu nay c6 thé dugc giai
thich béi nam gidi tiép xtc nhiéu hon véi cac yéu té
nguy co nhiém nhu tiém chich, xdm trg, quan hé tinh
duc d6ng tinh nam... Ban vé su khdc biét trong ty 1&
duong tinh HCV, nguyén nhan c6 thé la nhém d6i
tugng nghién ctiu con khu tra va chua dai dién dugc
cho cong dong chung.

Vé sé ldn hién mdu

Khi sang loc bing xét nghiém HTH, ty 1¢ duong tinh
véi 3 loai virus & nhom hién méu 1an d4u cao hon
c6 y nghia thong ké so v6i nhém hién méu ldp lai
(Bang 6). Két qua nay tuong dong véi NC ctlia téc gia
Poan Thanh?’. Cic miu am tinh véi HTH tiép tuc
dugc sang loc v6i NAT, cho thdy két qua vé su khac
biét 2 nhom ngugc lai so véi két qua ctia HTH, tuy
nhién khong c6 y nghia thong ké. Két qua nayla tuong
dong véi NC cua Poan Thanh 23 v ShimianZou??,
tuy nhién ngugc lai v6i cic NC clia Claudio Velati®*.
biém chung cua tét ca cdc két qua trén 1a déu khong
¢6 y nghia théng ké. Do d6 chua thé dua ra mot két
ludn mang tinh dai dién va phé quat. Tuy nhién két
qua ctia ching t6i ciing phan nao thé hién vai tro cua
NAT trong viéc phat hién virus & nhém hién mau lip
lai ma huyét thanh hoc da khong phat hién dugc. Tom
lai, dya vao cac két qué c6 y nghia thong ké, cu thé1a
ty 1¢ duong tinh & nhém hién mau ldn dau cao hon lap
lai khi xét nghiém bang HTH, c6 thé nhan thdy tdm
quan trong clia nhiing ngudi hién mau ldp lai, ca vé s6

lugng, dong gép da s6 nhiing miu mau hién, 1an chét
lugng, déng gép nhiing mau mdu an toan, it nguy co
lay truyén bénh.

Veé dé tudi

Khi tién hanh sang loc v6i HTH, chung t6i nhan thay
ty 1é duong tinh v6i HBV & d¢ tudi tit 18 dén 25 tudi
la cao nhét (Hinh 1), chiém 1,91%, ty 1¢ duong tinh
v6i HCV & d6 tudi 36 dén 45 tudi 1a cao nhit, chiém
0,38%, Ty 1¢ duong tinh véi HIV & d6 tudi 26 dén
35 tudi la cao nhdt, chiém 0,26%. Két qua ctia chung
toi tuong duong véi cac kq ctia Phan Nguyén Thanh
Van?° va Claudio Velati®’.

Trong s6 cac miu mau am tinh v6i HTH va duong
tinh v6i NAT, chung t6i ghi nhan d¢ tudi trung binh
daéi voi HBV, HCV, HIV lan lugt 1a 39,64; 34 va 24
(Bang 7). So v6i 2 tac gia Laperche 12 va Vetali®4, do
tudi duong tinh v6i HBV ctia ching tdi cao hon, do
tudi v6i HCV tuong duong con véi HIV thi thip hon.

HAN CHE VA KIEN NGHI

Nghién ctiu thyc hién trong 2 nim tai BV. TMHH,
mac du thu thip dugc s6 lugng mau 16n, tuy nhién, xét
vé thoi gian va quy mo thuc hién, nghién cttu nay van
con han ché so véi cac nghién ctiu nude ngoai, thuc
hién trong khoang 10-15 nam, theo doi ty 1é duong
tinh qua cac ndm, trén quy mo ca nudc. Nghién ctiu
nay chi thuc hién ky thuat NAT trén miu am tinh véi
sang loc huyét thanh hoc, do d6 khong thé so sinh
tryc quan gitia 2 phuong phap, cing nhu phat hién
cac truong hgp duong gia hay 4m gia véi NAT. Nghién
ctiu ching t6i khong tién hanh theo d6i bénh nhén, do
do6 khong xac dinh dugc nguyén nhén cta cac trudng
hgp duong tinh v6i NAT va am tinh v6i huyét thanh
hoc.

Duya trén nhiing diém han ché trén, ching t6i dua ra
mot s6 kién nghi:
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Bang 6: Dac diém vé sé 1an hién mau cta cac trudng hgp duong tinh véi HBV, HCV, HIV

HBV (+) HCV (+) HIV (+)
HTH Lan du 5.201 425 318
(4,57%)* (0,37%)* (0,28%)*
Lip lai 1.235 508 454
(0,41%)* (0,17%)* (0,15%)*
NAT Léan dau 82 2 1
(0,08%)A (0,0018%)X (0,0009%)X
Lap lai 270 3 6
(0,09%) 7 (0,0027%)X (0,0020%)X
Ch thich: *P<,001 AP=0,18 X P=0,64 X P=0,47
5 le1
= N
S~ 1.54
pud 18T =
= Gl 121
= 0.96
2
j=] = 0.38
3 05 + 38 032
<@ % 0.4 021 Hmmm] 018 9% 143 0.140
= o - e Ml Immes
HBV Hev HIV

O18-25 BE26-35 m36-45 B>45

Hinh 1: Biéu d6 phan bé d6 tudi cia mau mau duang tinh véi HBV, HCV, HIV khi xét nghiém huyét thanh hoc.

Bang 7: Dac diém vé db tudi ctia cac truong hop phan iing véi HBV, HCV, HIV phat hién bang xét nghiém NAT.

Tudi trung binh HBV-DNA (+)
Chuing t6i 39,64
Laperche (Phap, 2017) 12 28,7

Claudio Vetali (Y, 2008) ** 32

HCV-RNA (+) HIV-RNA (+)
34 24

34,5 40,6

36 35,5

1. Co thé tién hanh nghién ctu nay véi khodng thoi
gian dai hon, quy mé rong hon dé khéo st ty 1¢ nhiém
bénh qua cic nam, c6 dugc goc nhin tdng quan trén
ca nudc.

2. Thu thép thém cdc yéu t6 nguy co (quan hé tinh
duc, tiém chich, xdm hinh, phau thuit...) dé xic dinh
su tuong quan gitia cac yéu td nay véi ty 1é duong tinh
tac nhan nhiém.

3. Nhiing trudng hgp 4m tinh v6i HBV béng huyét
thanh hoc va duong tinh v6i NAT nén dugc nghién
ctiu thém va theo déi cac dau 4n huyét thanh (HBsAg,
anti-HBc, anti-HBs, HBe, va anti-HBe) va HBV-DNA
dé xdc dinh tinh trang nhiém (Giai doan ctia s6, tiém
dn, man hay cép, dang hoi phuc).

4. Viéc ting dung ky thuit NAT gitp dam bao an toan
truyén mdu, phat hién thém cac truéng hop duong
tinh va huyét thanh hoc khong phat hién dugc, nho

40

d6 giam thiéu nguy co lay truyén HBV, HCV, HIV qua
dudng truyén méau. Vay nén, viéc trién khai ky thuét
NAT trong quy trinh sang loc mau hién 1a can thiét tai
cac ngan hang mau 16n & Viét Nam.

KET LUAN

Qua nghién ctu thuc hién trén 412.705 miu méu
hién thoa tiéu chdn chon méu tai BV.TMHH tii ngay
01/01/2017 dén ngay 01/01/2019, ching t6i dua ra két
luan nhu sau: Ty 1¢ duong tinh ctia HBV, HCV, HIV
v6i xét nghiém huyét thanh hoc l4an lugt 1a 1,56%,
0,23%, 0,19%. Céc mau am tinh véi xét nghiém HTH
tiép tuc dugc sang loc NAT, phat hién thém 369 mau
mau phan tng, trong do6: ty 1é phan Gng v6i HBV-
DNA 14 0,0871%, HCV-RNA 12 0,0025% va HIV-RNA
12 0,0017%. Do do, viéc ting dung NAT vao quy trinh
sang loc mau 1 cin thiét va hiéu qua, gitip ndng cao an
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toan truyén mau. V€ dac diém cic truong hgp duong
tinh v6i HBV, HCV, HIV: ty 1é duong tinh v6i HBYV,
HIV & nam gidi cao hon nii gidi, ¢ y nghia thong ké
ké ca khi xét nghiém béng huyét thanh hoc hay béng
k§ thuat NAT; ty 1¢ duong tinh véi HBV, HCV, HIV &
nhiing ngudi hién méu 1an d4u cao hon so véi nhiing
nguoi hién mau lap lai, c6 y nghia thong ké khi sang
loc huyét thanh hoc (P<,001); tudi trung binh cta céc
truong hop duong véi NAT va 4m véi HTH d6i véi
HBV, HCV, HIV lan lugt la 39,64; 34 va 24.

XUNG POT LOI iCH

Céc tdc gia khong c6 xung dot lgi ich nao trong bai
bao.

DAO PUC NGHIEN CUU

Nghién cttu da dugc phé duyét vé cac van dé dao dic,
chép thuén s6 484/ TMHH-HDDD ctia Hoi ddng Dao
dtic trong nghién ctiu y sinh hoc.

LOI CAM TA

Nhém nghién ctu xin chin thanh cam on quy thay
0, béac si, nhin vién tai Bénh vién Truyén mau Huyét
hoc TP. HCM di tao diéu kién d€ nhom hoan thanh
dé tai; cam on cac thay c6 Khoa Y Dai hoc Quéc gia
TPHCM da gép ¥, chinh stia, hoan thién bai bdo cao.

DPONG GOP CUA TAC GIA

Cai Thi Thu Ngéin va Pha Chi Ding da gisi thiéu dé
tai, hudng dan, chinh sta, gop y cho ndi dung ctia bai
bdo.

Lam Thi Ngoc Tram, Nguyén Phuong Anh, H6 T4n
Trung, Lo Thi Thao Nguyén da dong goép ndi dung,
hoan thanh cdc nhiém vu phan cong d€ hoan thién
bai bdo.

T6 Dong Kha la nhom trudng, chiu trach nhiém chinh
phén cong nhiém vy, kiém tra, ding bdo.

DANH MUC VIET TAT

Tiéng Viét

BV. TMHH : Bénh vién Truyén Mau Huyét Hoc (TP
HCM)

Vién TMHHTW : Vién Truyén Mau - Huyét hoc
Trung Uong

Tiéng Anh

AIDS : Acquired Immune Deficiency Symdrome (Hoi
chiing suy gidm mién dich mic phai)

Anti HBs : Anti Hepatitis B surface (Khdng thé khéng
khdng nguyén bé mat virus viém gan B)

Anti HBc : Anti Hepatitis B core (Khdng thé khéng
khdng nguyén 16i virus viém gan B)

Anti HBe :
khing khang nguyén vo virus viém gan B)

Anti Hepatitis B envelope (Khang thé

CMIA : Chemiluminescense Immuno Assay (Ky thuat
vi hat héa phat quang)

CDC : Centers for Disease Control and Prevention
(Trung tam kiém sodt va phong ngtia dich bénh Hoa
K9)

DNA : Deoxyribonucleic Acid

ELISA : Enzyme Linked Immunosorben Assay (Ky
thuit mién dich gin men)

ECLIA : Electrochemiluminescense Immunoassay
(Ky thuat dién héa phat quang)

FDA : Food and Drug Administration (Cuc quin ly
Thuc phdm va Dugc phdm Hoa Ky)

HBcAg : Hepatitis B core Antigen (Khdng nguyén 16i
virus viém gan B)

HBsAg : Hepatitis B surface Antigen (Khang nguyén
bé mit virus viém gan B)

HBeAg :
nguyén vo virus viém gan B)

Hepatitis B envelope Antigen (Khang

HBYV : Hepatitis B virus (Virus viém gan B)

HVC : Hepatitis V virus (Virus viém gan C)

NAT : Nucleic Acid Amplification Testing or Nucleic
Acid Testing (Xét nghiém khuéch dai vaatk liéu di
truyén)

PCR : Polymerase Chain Reaction (Phan ting chudi
trung hop)

RNA : Acid Ribonucleic

TMA : Transcription Mediated Amplification (Ky
thuét khuéch dai qua trung gian phién ma)

WHO : World Health Organization (T6 chtic Y t€ thé
gidi)
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ABSTRACT

To ensure safe blood transfusion, since June 2015, Nucleic Acid Testing (NAT) technique has been
applied in blood screening process in some areas in Vietnam. The objective of our project is to
examine the effectiveness of this technique, to provide specific, updated evidence, as the funda-
mental for promoting the application of NAT technology in screening blood donors. The study
describes a series of cases, performed on 412,705 blood donated samples meeting inclusion crite-
ria at Blood Transfusion Hematology Hospital from January 1, 2017 to January 1,2019. All collected
blood samples were screened for HBV, HCV, and HIV by serology technique, then samples with
negative results will continue to be screened by NAT technique. Test results and donor information
will be stored on the the hospital's database. As a result, thanks to NAT screening, our study found
369 more positive blood samples with viral genetic material that serology did not detect, of which:
352 samples reacted with HBV-DNA (0.0871%), 10 samples responded to HCV-RNA (0.0025%) and
6 samples responded to HIV-RNA (0.0017%). Therefore, the application of NAT to the blood screen-
ing process is necessary to improve the safety of blood transfusion. Regarding the characteristics of
positive cases with infectious agents, we recorded a higher rate of positive for HBV, HIV than men,
even when tested by serology or by NAT technique (statistically significant, P <0.05); The positive
rate for these 3 agents was higher for first-time blood donors than for repeat blood donors, statisti-
cally significant with serological screening (P <, 001) and not statistically significant when screening
NAT (P> 0.05). In conclusion, The application of NAT technology in blood screening is essential and
effective, improving blood transfusion safety.

Key words: HBV, HCV, HIV, Serologic testing, Nucleic acid testing, blood screening, blood donor
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