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TOM TAT

Muc tiéu: Ngoai ki€m tra chét lugng xét nghlem
Ia chu dé dang rat dudc quan tam  trong nhiéu nam
gan day. Muc tiéu cla nghién c(fu nay nham tong hgp
cac két qua trién khai chuang trinh ngoai klem tra
chat lugng xét nghlem dong mau trong nuGc va ngoai
nudc. Phucng phap T6ng quan dugc thuc hién dua
trén cac bai bao gbc da dugc tuyen chon tir hon 60
bai béo theo tiéu chudn thudc cac co s6 dif liéu dién
tor Ion la PubMed, SC|enced|rect ProQuest, Eli Lilly and
Co va Med Lab Sci c6 thdi gian céng bo trai dai tir
ndm 1977 dén ndm 2023 theo hudng dan PRISMA
2020. Két qua Cac chuong trinh ngoai kiém xét
nghiém déng mau da dugc trién khai tur nhu’ng nam
1960, b3t dau tur cac cerong tr|nh t nguyen clia cac
t8 chiic nhu CAP tai Hoa Ky va dd@ md& rong ra toan
cau. Cac td chic I16n nhu WHO, UKNEQAS, va cac t6
chirc quéc gia khac d3 té chic cac chuang trinh ngoai
kiém tai nhiéu quoc gia, tUr cac quoc gia phat trién
nhu Hoa Ky, Bdc, Anh, dén cac quoc gia dang phat
trién nhu Indone5|a Tha| Lan va Viét Nam. Két luan:
Céac chuong trinh ngoai kiém chat Iugng xét nghiém
déng mau dong vai tro quan trong trong viéc dam bao
tinh chinh xac va tin cady cla két qua xét nghlem gilp
chuén hda cac phuong phap xet nghiém va_nang cao
chat lugng dich vu y té toan cau. Chung ho trg phat
hién sém cac bénh Iy r6i loan déng mau, cai thién quy
trinh xét nghlem va tang cudng hgp tac quoc té, tir do
dam bado chan doan va diéu tri chinh xac hon cho
bénh nhan. Tur khda: Chuong trinh ngoai kiém, tiéu
chi danh gid ngoai kiém, trung tdm kiém chuan chat
lugng xét nghiém.
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QUALITY IN NATIONAL AND

INTERNATIONAL SETTINGS

Objective: External quality assessment (EQA) in
laboratory testing has gained increasing attention in
recent years. This study aims to synthesize the results
of EQA programs for coagulation testing implemented
both nationally and internationally. Methods: A
comprehensive review was conducted based on
original research articles selected from over 60
publications that met eligibility criteria. These articles
were sourced from major electronic databases
including PubMed, ScienceDirect, ProQuest, Eli Lilly
and Co, and Med Lab Sci, with publication dates
ranging from 1977 to 2023, in accordance with
PRISMA 2020 guidelines. Results: EQA programs for
coagulation testing have been implemented since the
1960s, initially through voluntary schemes by
organizations such as the College of American
Pathologists (CAP) in the United States, and have
since expanded globally. Major organizations like
WHO, UKNEQAS, and various national institutions
have established EQA programs in numerous
countries—from developed nations such as the United
States, Germany, and the United Kingdom to
developing countries such as Indonesia, Thailand, and
Vietnam. Conclusion: EQA programs for coagulation
testing play a vital role in ensuring the accuracy and
reliability of laboratory results. They contribute to the
standardization of testing methods and the
improvement of global healthcare quality. These
programs facilitate early detection of coagulation
disorders, enhance laboratory procedures, and
promote international collaboration, thereby ensuring
more accurate diagnosis and treatment for patients.

Keywords: External quality  assessment
programs, EQA evaluation criteria, laboratory quality
control centers.

I. DAT VAN DE

Ngoai kiém tra chét lugng xét nghiém, dic
biét trong chuang trinh ngoai kiém déng mau, la
qua trinh danh gia két qua xét nghiém dong mau
tUr cac phong xét nghlem bén ngoai. Chudng
trinh nay st dung cac mau chun dé ki€ém tra do
chinh xac, d6 nhay va do dac hiéu cla cac
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phuang phap xét nghiém dong mau, nhu do thdi
gian prothrombin (PT) va thGi gian
thromboplastin tirng phan (aPTT),.... N6 khong
chi dam bao rang cac xét nghiém nay phu hgp
vGi cac tiéu chudn quéc t€ ma con gilp cac
phong xét nghiém phat hién sém bat ky sai sét
nao trong quy trinh xét nghiém, tir dé cai thién
chat lugng va tinh chinh xac cua két qua.
Chudng trinh ngoai kiém ddng mau & cdng cu
quan trong giL’lp dam bao réng két qua xét
nghiém doéng mau dugc cung cap_cho bac si va
bénh nhan la dang tin cy, gilp ho trg viéc chan
doan va diéu tri cac bénh ly lién quan dén roi
loan dong mau.

Il. BOI TUQNG VA PHUONG PHAP NGHIEN CUU
2.1. Thiét k& nghién ciru. Nghién clu
tdng quan hé thdng va phan tich gdp dudc thuc
hién tiing budc theo bang kiém PRISMA
(Preferred Reporting Items for Systematic
Review and Meta Analysis) phién ban 2020.

2.2. Nguon dir liéu. D{I liéu va thong tin
dugc Idy tlr cac thong tu da dugc phé duyét, cac
bai bdo cdo thdng ké, nghién clru vé& ngoai kiém
tra chat lugng xét nghiém trong cac cd s dir
lifu dién t&r I6n la PubMed, Sciencedirect,
ProQuest, Eli Lilly and Co va Med Lab Sci.

D{r liéu tham khao cd thai gian cong b trai
dai tir ndm 1977 dén ndam 2023. D& cho nghién
cltu ¢ cdi nhin khach quan hon vé ngoai kiém
tra chat lugng xét nghiém, ching t6i da dua trén
rat nhiéu tai liéu cd gia tri tr rat [du vé trude cho
dén hién nay.

2.3. Chién lugc tim kiém. Cac bai bao goc
(bang tiéng Anh va tiéng Viét) vé& ngoai kiém tra
chat lugng phong xét nghiém dugc chon loc,
quan ly va trich xuat dir liéu. Tén, tom tat nghién
cu va toan van cua tat ca cac bai bdo da xac
dinh dugc danh gid dé€ luva chon dua trén
protocols PRISMA-2009.

2.4. Cac budc tim kiém, sang loc va
tuyén chon tai liéu

Budc 1: Xac dinh va tim kiém tai liéu.
Nhom nghién clru da thao luan, xem xét va xac
dinh danh sach cac tir khda cé lién quan dén chd
dé nghién clru. Dya vao nhitng phudng thirc tra
cttu phu hgp cho tiing cg s@ dit liéu, ching toi
ti€n hanh tim ki€m tai liéu tir nhirng tir khoa da
chon loc trudc dd. Cac bai bao nghién cliiu dugc
tim thay tir PubMed, Sciencedirect, ProQuest, Eli
Lilly and Co hay Med Lab Sci sé dugc nhom
nghién clru tdng hdp lai va loai boé nhitng ban
trung 1ap. ,

Buoc 2: Sang loc tiéu dé va tom tat. T«
nhitng tai liéu da téng hgp dudc tUr budc 1,
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nhom nghién clru sé tién hanh sang loc va tom
t&t cac bai bdo nghién clru vdi cac tiéu chuén lua
chon va loai trir da dé ra.

Budc 3: Sang loc toan van. Ti€p theo,
chiing t6i sé thao luan va doc lai toan van nham
sang loc tai liéu da chon, dua ra nhitng gép y va
chinh stra d€ hoan thién han.

Budc 4: Trich xudt dir liéu. Trich xuat cac
noi dung gom tiéu dé, tac gia, nam xudt ban,
qudc gia, tap chi, muc tiéu nghién clru, thiét ké
nghlen clru, mau chuén, t|nh dong nhat, danh
gid tinh déng nhat, dd 6n dinh, cac ky thut
dong lanh va dong kho, huyét tuong dong kho
cla dir liéu d3 du_diéu kién vao file Excel dé
nhom nghién clfu dé dang theo doi.

Nhoém nghién cru lam viéc cung nhau xuyén
sudt qua trinh tim kiém tai liéu, sang loc va
tuyen chon tai liéu nhdm gilp d3, hd trg va gép
y cho nhau.

2.5. Phan tich dir liéu. Phan tich cac dir
[iéu da trich xuat dugc trén file Excel. Két qué
théng ké dugc thé hién bang su khac biét vé cac
xét nghiém dugc thuc hién ngoai klem tra chat
lugng xét nghiém, mau chuin, do 6n dinh va
tinh dong nhat clta cac phuong phap. Tinh
khéng dong nhat clda cac nghién cltu goc sé
dudc xem xét va dua vao ban luan.

INl. KET QUA NGHIEN cU'U

3.1. Két qua tim kiém va trich xuat dir
liéu. TUr s d6 1, tdng cong cd 569 bai bao
nghién ctru dudc tim thay trén cac cg sé dir liéu
dién tr PubMed, Sciencedirect, ProQuest, Eli Lilly
and Co, Med Lab Sci va cac tap chi ¢ ngudn goc
chinh thong trong va ngoai nudc. Sau khi loai trir
cdc nghién cru khdng phu hop véi tiéu chudn
lua chon, c6 530 bai dugc sang loc ti€éu dé va
tom tat chon ra 117 bai ti€n hanh sang loc toan
van. Co 27 bai bao phu hgp vdi tiéu chi dua vao
dé tai téng quan, 18 bai bdo dudc dua vao phan
tich gop.

Xac dinh cic nghién cdu phin hop tir cic co s dir ligu

56 bai bao tim kiém dugc tir cic co

50 dir liu (n=569)
Xic - PubMed (n=278)
dinh - Scienced R
: - ProQuest (n=53)
- Eli Lilly and Co (n=98)

- Med Lab Sci (n=60)

l

S6 bai bo loai bo wude khi sing loc
(n=18): B

- Khong phi hop vé thiét ké nghién
ciru, dang bi bio (n =21)

- Do trung lap (n=0)

= TR S8 luong cic bii bio bi loai bo vi chi
Sang loc 1€n v 1dm 11 cia cac a4 khéne phii ho (n=413)

Sing bai bao (n=530) ‘& phhop :

loc I
Sang loc bai béo todn van (a=117) Ciic bai béo bj loai bo vi ndi dung
Ciéc bai bio duge dua vio ong 9 bai bi loai vi khong ¢ so lidu chi tet
quan (n-27) phyc vy phan tich gop
Cic bai bio dwge dwa vio phan

khéng phi hop (n=60), vi nim trong
Tuyén
chon
tich (n=18)

mot nghién ciru khic (n=28)
S§0' dé 1. So' di tim kiém va trich dan di¥ liéu
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Bang 2. Tom tat théng tin cua céc nghién ciu géc duoc dura vao phén tich gép

Thoi
1&%&'? qui:c NI}:‘;a' Pdi tu'gng 622:111 Tiéu chi danh gia ngoai kiém
h gia
Mule JB . Phong xét nghiém cam Thdi gian PT
(1960) Hoa Ky | CAP mau ldm sang 1960
Mark T 1963 Thdi gian PT, thai gian thromboplastin
Cunningha Hoa KV | CAP Phong xét nghiém cam —~|mot phan dugc kich hoat, xét nghiém
m va cac y mau lam sang 2006 hoat dong cua yéu té dong mau
céng sy (fibrinogen, yéu t6 [F] VIII, FIX, FXI)
Goguel A,
Houbouyan| Phap Tu nguyén 1974 Cac xét nghiém dong mau
L, Roussi J
Goguel A, . o L oA
Houbouyan| Phap Chuclzg?)tgl(l)ﬂ;)z\?;c bugc 1976 Cac xét nghiém déng mau
L, Roussi J
. 500-600 phong thi nghiém|1986 \ e ,
Indonesi A ” . < Chuang trinh ngoai kiém dong mau,
Santoso W a trén khap ;Bgc;r)\esm (ndm 20_07 hda sinh 1am sang, huyét thanh hoc
Spannag| thCLignphoSg );e?fgragh;%nr: 1980| Cac thdng s0 toan b va don lé vé
M, Dick A, | Duc thi ng%i(éqmy.c’f Durc \% cég - | déng mau (thdi gian\proﬁthrongbin va
Reinauer H nudc chau Au (ndm 2007) 2007 thromboplastin la bat budc)
Chuang trinh danh gia S0 lugng té bao (hGng cau va bach
chat lugng bén ngoai cau), huyén phu ti€u cau cho sd lugng
3L Vives- | . (EQAS) doi AVO’L huyét hoc tiéu cau, plasmas dong kl‘16 cho thdai
Corrons Tay Ban Dicr] vuy te cong (7Q%) 1984 gian prothrombin, :chdi gian
Nha va tu cac phong xét thromboplastin hoat héa mot phan,
nghiém tu nhan (30%) fibrinogen va antithrombin III (AT
473 phong thi nghiém. [II), va phim mau cho hinh thai t€ bao
(ndm 1994) va sO lugng hong cau ludi
bong mau: PT, APTT
Huyét hoc: Hb, RBC, WBC, tiéu ciu va MCV
Piedmont Phpng t[\l’ nghiéAm cong (1991 SinhNhéa: glucose, ure, creatinin, téng
M Borsotti ) cbng va tu' nhan (bat - sO protein, cholesterol, axit uric,
budc) 1992| triglyceride, AST, ALT, LDH, GGT,
amylase, phosphatase kiém, natri,
kali, canxi, clorua, ph&t pho va sat
Sinh hoa: cholesterol, glucose, ure,
creatinine, natri, kali, canxi, axit uric,
. . Phong thi nghiém cong tdng sd protein, ALT, AST, GGT,
M Borsotti Y cOng va tu nhan 1992 clorua, photphat, bilirubin, triglycerid,
sat va phosphatase kiém
Dong mau
473 phong thi nghiém Thdi gian prothrombin, thoi gian
G.Gutiérrez| Pakistan tham gia vao ngoai kiém [1994 |thromboplastin hoat héa mét phan va
tra chat lugng. fibrinogen
ch')e;;,rA ba qu6’c,gia. ISé't qua thu 2003 ) R
IJennings| Anh |Hemoph dudc cua nhiing ngudi ) Xét nghiém PT, APTT
- ~ |tham gia chuang trinh. UK
ilia Thé NEOAS 2008
gidi Q
Panutsaya Théi Lan WHO | Phong xét nghiém dong [2005[Thdi gian prothrombin/ty I& chuan hda
Tientadakul IEQAS mau - | qudc t€ va thgi gian thromboplastin
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2006 mot phan hoat hoa
Joy 2|5 ph(l‘zng xét nghidém co hTh(‘jibgia? prothrombr:n, tgt‘ji giinh
A ién két vdi Lién doan thromboplastin mo6t phan dugc kic
Mammen | An B0 Hemophili. Hon 100 phong 2007 hoat, yéu t6 fibrinogen, von
xét nghiém (nam 2007) Willebrand
Favaloro ) Xét nghjém thdi gian prothrombip
EJ Bonar R Thai Lan 2007 (RT), thai gian thromboplastin mot
! phan hoat hda (aPTT) va fibrinogen
Thé tich 6ng, néng db citrate, d6 6n
Ann Helen A Cac phong thi nghiém |2013dinh cla mau, ly tam va diéu kién bao
Kristofferse| Chau Au Chau Au - | quan dé kiém tra d6ng mau thudng
n 2014| quy (aPTT, PT, ty 1& chudn hda quéc
té PT-INR va fibrinogen
Khao sat nhu cau tham gia
Vii Quang ngoai kiém va danh gia két| . A L
Huy  [Viét Nam qua thuc hién véi 19 |2016| X€t nghiem PT, aPTT, Fibrinogen
chuong trinh ngoai kiém
khac nhau
Haon 160 phong thi nghiém Prothrombin, xac dinh thgi gian, thai
WHO G 29 qudc gia thanh vién gian kich hoat mot phan ’
WHO Anh EQAS clla WHO bgi Trung tam 2019 thromboplastin, Fibrinogen, FDP, Yéu
Hgp tac cia WHO co tru t6 II, VII, IX, XII, VIII, Cassay, Yéu t6
s@ trong (UKNEQAS) Von Willebrand, Protein C, Protein S
Vuaong quoc Anh. va Heparin
Nghién clfu quan sat va
1 hoi cuu ve ket qua nam Xac dinh nhom ABO, xac dinh Rh,
sabel 2020 cua 104 don vi tham huc hién ther nahiém C bs tru
Castillo- | Thuy gia Chuong trinh Kiém thuc hien thu nghiem Coombs trufc
. %7 |Pubmed| = ~ x . 12023| tiép va gian ti€p va thir nghiém kha
Mercado va| Dién soat Chat lugng Mién dich . " . . “
A " ; AL nang tuang thich trude khi truyén
cong su Huyét hoc cua Ngan hang mau
Y t&€ Qudc gia Thuy Dién
Siglo XX1
IV. BAN LUAN nghiém & Pic va chau Au. G.Gutiérrez (Pakistan,

Céc chudng trinh néi bat va su phat trién
trong lich si: Mule JB (1960, Hoa Ky, CAP):
Chucng trinh kiém tra chat lugng xét nghiém
dong mau bat dau véi xét nghiém thdi gian PT,
ddng vai trd quan trong trong viéc giam sat chat
lugng xét nghiém tai cac phong xét nghiém cam
mau ldm sang. Mark T Cunningham va cac céng
su' (1963-2006, Hoa Ky, CAP)*: M@ rong kiém tra
gom PT, aPTT va cac yéu t6 dong mau nhu
fibrinogen, yéu t6 VIII, FIX, FXI, gilp cai thién
chat lugng xét nghiém. Goguel A, Houbouyan L,
Roussi J (Phap, 1974-1976)°: Chuyén tir chuong
trinh ngoai kiém tu nguyén sang b&t budc, vGi
hon 4.300 phong xét nghiém tham gia. Santoso
W (Indonesia, 1986-2007)*: Chuong trinh ngoai
kiém tai Indonesia, bao gom déng mau, hda sinh
va huyét thanh hoc, vdi 500-600 phong xét
nghiém tham gia. Spannagl M, Dick A, Reinauer
H (Plc, 1980-2007)°: Kiém tra toan dién cac
thong s6 dong mau tai hon 1.390 phong xét
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1994)°: Hon 473 phong xét nghiém tham gia
chuong trinh ki€ém tra PT, aPTT va fibrinogen tai
Pakistan. WHO (2019)”: Tiép tuc ho trg hon 160
phong xét nghiém & 29 qudc gia vdi cac xét
nghiém nhu PT, aPTT, fibrinogen va cac yéu t6
dong mau khac. Vi Quang Huy (Viét Nam,
2016)%: Tham gia chudng trinh ngoai kiém Vi
cac xét nghiém PT, aPTT va fibrinogen, nang cao
chdt lugng xét nghiém trong nudc. Isabel
Castillo-Mercado (Thuy Dién, 2023)°%: Kiém soét
chat lugng mién dich huyét hoc tai Thuy Dién,
bao gom cac xét nghiém dong mau gilp cai
thién chat lugng xét nghiém. I Jennings | va cac
cdng su (2003-2008)!%: danh gia hiéu suéat
phong xét nghiém trén toan cau trong chuaong
trinh EQA cua lién doan Hemophilia Thé gidi, lam
rd sy bién thién két qua gilta cac phong xét
nghiém khi thuc hién cac xét nghiém dong mau
nhu FVIII, FIX, PT, aPTT,... va gop phan xac
dinh yéu t6 anh hudng dén két qua bao gom:
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loai thuGc thir, thiét bi phan tich, ky thudt vién
va quy trinh n6i bd; dong thai dé xudt cac tiéu
chudn hda va cai tién chat lugng trong xét
nghiém dong mau thong qua EQA.

Céc chuang trinh ngoai ki€ém chat lugng xét
nghiém dong mau nay phan anh mét xu hudng
toan cau trong viéc nang cao chat lugng xét
nghiém y té€. Viéc gidm sat chat lugng xét
nghiém khong chi gitp phat hién sém cac sai sét
trong quy trinh xét nghiém ma con déng vai tro
quan trong trong viéc chudn hda cac xét nghiém
qudc t€, dam bao tinh chinh xac va tin cay cla
két qua. Ngoai ra, cac chuong trinh ngoai kiém
chat lugng cling gdp phan vao viéc nang cao
nhan thdc vé tAm quan trong cla kiém soat chat
lugng trong linh vuc y t&, dong thdi thic day su
hgp tac gilta cac td chirc quéc té€ va cac phong
xét nghiém. Cac chuang trinh nay khéng chi gitp
cai thién chat lugng xét nghiém trong cac phong
thi nghiém cong cong ma con nang cao chat
lugng xét nghiém & cac phong thi nghiém tu
nhan, ddng gdp vao viéc cai thién két qua chan
doan va diéu tri cho bénh nhan. M6t diém dang
cha y la su tham gia clia cac quoc gia dang phat
trién nhu Indonesia, Pakistan, va Viét Nam, cho
thay rang viéc ndng cao chét lugng xét nghiém
khong chi Ia van dé cua cac qudc gia phat trién
ma con rat quan trong doi vdi cac quoc gia co hé
thdng y t&€ dang phét trién. Piéu nay tao ra mét
moi trudng y t€ toan cau dong déu, nci chat
lugng xét nghiém va cham séc siic khoe khong bi
anh hudng bdi su’ phét trién kinh t&€ cia moi quéc
gia. Tém lai, cac chuong trinh ngoai kiém chét
lugng xét nghiém déng mau dong vai tro quan
trong trong viéc dam bao tinh chinh xac cua cac
xét nghiém dong mau, gop phan cai thién chat
lugng chan doan va diéu tri trén toan cau.

V. KET LUAN

Céc chuang trinh ngoai kiém chat lugng xét
nghiém dong mau dong vai tro rdt quan trong
trong viéc nang cao dd chinh xac va tin cay cla
két qua xét nghiém, dong thdi gitp chuan hoda
cac phuang phap xét nghiém trén toan cau. Viéc
giam sat va cai thién chat lugng xét nghiém
khong chi dam bao rang cac két qua xét nghiém
dap Ung cac tiéu chudn qudc t€ ma con gop
phan vao viéc phat hién va diéu tri s6m cac bénh
ly lién quan dén rdi loan dong mau.Cac chuong
trinh ngoai ki€ém, tir nhitng sdng kién dau tién
nhu cia CAP & Hoa Ky dén cac chuang trinh
toan cdu clta WHO, da mang lai nhitng Igi ich
thiét thuc cho cac qudc gia, tir cac quoc gia phat
trién dén cac qudc gia dang phat trién. Ching

gilp cac phong xét nghiém dam bao chat lugng
xét nghiém, cai thién quy trinh va t6i uu hda két
qua xét nghiém dé phuc vu t6t hon cho viéc
chan doan va diéu tri. Ngoai ra, su hgp tac quéc
t€ trong cac chuong trinh nay khong chi gitp
nang cao chat lugng xét nghiém ma con tao ra
mot mang Iugi két noi gilta cac phong xét
nghiém, gilp chia sé kién thic va nang cao nang
luc k¥ thuat trong linh vuc xét nghiém vy té.

Toém lai, cac chuong trinh ngoai kiém chét
lugng xét nghiém dong mau khong chi dam bao
tinh chinh xac clda cac xét nghiém ma con gop
phan vao viéc cai thién chat lugng dich vu y té
toan cau, ho trg cac quyét dinh y t€ ding dan va
bao vé sirc khoe cong dong.
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