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Xac nhan gia tri sr dung may dinh danh vi khuan va
khang sinh d6 tw dong Microscan Walkaway Plus 40

Nguyén Si Tuan®’, Ha Thj Hoa',

Tran Nguyén Trud'ng Duy' va Nguyén Thi Thanh Mai’
'Bénh vién Pa khoa Théng Nhét tinh Béng Nai
*Trwong Pai hoc Quéc té Hong Bang

TOMTAT

gt vén dé: Két qua xét nghiém cé anh hudng Ién dén quyét dinh Iédm sang, chiém khodng 60-70%, do d6
yéu clu cdc xét nghiém phdi chinh xdc va ddng tin cdy. PE€ ddp rng yéu cu ngdy cang cao tir bdc si, cdc
phong xét nghiém (PXN) c6n ndng cao chét lwong va déi mdi, ddc biét la trién khai hé théng xét nghiém
hién dai v&i cdc phurong phdp tién tién. Viéc xdc nhdn gid tri s dung cda phuong phdp (Verification) gitp
kiém tra tinh hop 1é va chirng minh phuong phdp ddp tng yéu cbu. Bay ld yéu té bat budc trong viéc xdy
dwng hé théng qudn ly chét lugng theo tiéu chudn I1SO 15189, ciing nhw la yéu cbu trong Quyét dinh sé
2429/Qb-BYT ngay 12/6/2017 Quyét dinh s6 2429/QP-BYT ngay 12/6/2017 Ban hanh Tiéu chi ddnh gid
murc chdt lugng phong xét nghiém y hoc dé€ dat tiéu chudn chét lwong mure 3 tré 1én cho phong xét nghiém.
Muc tiéu nghién ctru: Xdc nhén gid tri st dung ctia hé théng Microscan Walkaway 40 plus trong viéc dinh
danh vi khu@n va thuc hién khdng sinh d6 tw déng tai Bénh vién Pa Khoa Théng Nhdt Béng Nai. D6i tuong
va phuong phdp nghién ciru: Nghién ctru thue nghiém theo hwdng dén cla CLSL M52. St dung 30 ching
thitr nghiém cho tirng loai panel dé xdc dinh dé chinh xdc. St dung 5 ching (2 chiing ATCC va 3 chung bénh
nhén) Idp lai 3 16n/ ngay va tién hanh 3 ngay lién tiép dé xdc dinh dé tdi Idp. Két qud: Cho thdy hé théng
Microscan Walkaway 40 plus c6 d6 chinh xdc cao, dat 100% trong viéc dinh danh vi khuén va khdng sinh dé
tw déng, so vdi phirong phdp tham chiéu. D6 tdildp cla hé théng ciing dat 100%, chirng té tinh én dinh va
dé tin cdy cao cla hé théng xét nghiém tw déng nay trong phong xét nghiém.

Tirkhoa: chét lugng xét nghiém, xdc nhén gid tri st dung, dé chinh xdc, dé tdildp

1. DAT VAN DE

Két qua xét nghiém can |dm sang dong vai trd quan
trong, ching dua ra két qua phén tich cé ich cho
chan doan, kiém tra qua trinh diéu tri, tién luvgng
du phong bénh tat. Nhu vay, doi hdi két xét nghiém
phai tin cdy, chinh xac dé dap ng véi yéu cau ngay
cang cao cUa bac si 1dam sang, PXN phai khéng
ngirng d6i mdi, nang cao chat lwong, viéc trién khai
thém hé théng xét nghiém hién dai véi phuong
phap xét nghiém tién tién |a xu huwdng tat yéu cla
phong xét nghiém y hoc, phai thuc hién day dd cac
quy trinh kiém soat chat lvgng, bao gdm viéc xac
nhan gia tri st dung cla cac xét nghiém. Diéu nay
c6 nghia la trudc khi dua moét xét nghiém vao st
dung rong rii, co s& y t& phadi dam bao rang xét
nghiém do cé do chinh xac, do tin cay va tinh phu
hop véi nhu cau chan doén, diéu tri. Thyc té cho
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thay, PXN thudng st dung nhiéu hé thong thiét bi
chan dodn dé xét nghiém can |am sang, gay kho
khan cho viéc kiém sodat chat lugng xét nghiém
truy xuat nguén goc (traceability). Xac nhan gia tri
sir dung phuong phép (Verification) khang dinh
viéc kiém tra cung cap chirng cir khach quan chirng
minh phuong phdp dép &ng yéu cau datra[1]. Xac
nhan gid tri st dung phuong phap 13 yéu cau bat
budc dbi vai viéc xay dwng hé thdng quan ly chat
lwgng cha mdt phong xét nghiém theo tiéu chuin
ISO15189[2]. Ngoai ra, day cling |a mot yéu cau bat
budc theo Quyét dinh s6 2429/QP-BYT ngay
12/6/2017 Ban hanh Tiéu chi ddnh gid mirc chat
lvgng phong xét nghiém y hoc dé mot phong xét
nghiém dat murc tiéu chudn chat lvgng mirc 3 tré
[én [2]. So v&i phuwong phap thyce hién dinh danh
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bang phuwong phap cd dién-str dung bd tinh chat
sinh héa co ban, chidwa ra duockét qua véi mot sd
loai [3]. Phuwong phép thuc hién khang sinh d6
bang k§ thuat khoanh gidy khuéch tan chi cung cap
k&t qua nhay khang trung gian va khéng thé ap
dung cho mét sé loai khang sinh nhu Colistin,
Vancomycin [3, 4] thi hé théng may dinh danh vi
khuan Microscan WalkAway 40 plus cla hang
Beckman Coulter dugc sadn xuat tai My ludn duy tri
chat lwgng va cai tién quy trinh thao tac giup nang
cao hiéu qua dinh danh vi khuan va d6 nhay v&i
khangsinh. Cac nghién ctru vé hiéu suit cta thiét bi
da duwoc danh gid va xac dinh tuy nhién sy quan
tdm cla nguoi st dung la kha nang dp dung clia hé
théng tai cac dia diém khac nhau cé ddm bao chat
lvong gidong nhau hay khéng?
Chinh vi nhitng ly do nay ching tdi tién hanh danh
gid su phu hop cla thiét bj bang viéc xac nhan gia
tri s&r dung khi dua vao sl dung tai Bénh vién Da
Khoa Théng Nhat-Doéng Nai.
Muc tiéu téng quat: Xac nhan gia tri s dung clia hé
théng Microscan Walkaway 40 plus dé thuc hién
dinh danh vi khuan va ky thuat khdng sinh d6 ty
ddngtai Bénhvién DaKhoa Thong Nhat - Dong Nai.
Muctiéu cuthé:
- Xac nhan do chinh xac cua phuwong phap dinh
danh vi khuan trén hé théng ty déng Microscan
Walkaway 40 plus.

- Xacnhan dé tailap cha phwong phap dinh danh vi
khudn trén hé théng ty ddéng Microscan
Walkaway 40 plus.

- Xac nhan dd chinh xac ky thuat khang sinh d6 tu
doéngtrén hé thdng ty dong Microscan Walkaway
40plus.

- Xac nhan d6 tai lap ky thuat khang sinh do tu
ddngtrén hé thdng ty ddng Walkaway 40 plus.

2. DOl TUONG VA PHU'ONG PHAP NGHIEN CU'U
2.1. D6i twong nghién ciru

Chon mau dung s6 lwgng theo huéng dan xac
nhan gia tri st dung phwong phap dinh danh hé
théng tw dong va vi khuan khang thudc hé théng

tw déng [5].

Tiéu chudn chon mau:

- Chuing vi khuan phan 1ap dwoc tir cdc mau bénh
pham cla bénh nhan c6 két qua xét nghiém vi
khuan khang thudc hé théng tu dong duong tinh
trén thiét bj cla hé théng tham chiéu. Cac mau
duoc lwa chon 1a cac ching phan 1ap dwoc phd
bién tai PXN bao gdbm ca nhitng vi khuin nhay va
dé khéng.

-Changchuan vikhuan.

Tiéu chuan loai trir: Cac chung vikhuan cdy chuyén

bi ngoai nhiém.

2.2. Phurong phap nghién ctru

- Thiét ké& nghién ciru: Nghién clru thuc nghiém
trong PXN.

- Th&i gian nghién cliru: Thang 2 nam 2024 dén
thang5nam 2024

- Dia diém nghién ctru: Khoa Vi sinh, Bénh vién Pa
khoa Théng Nhat - Dong Nai.

- K§ thuat chon mau: Chon mau theo huéng dan
CLSIM52[5].

2.2.1. Phworng phdp va céng cu thu thép sé liéu
-Phuwong phap thuthipsé liéu:

+Thu thap s6 liéu dua vao bang kiém danh gia két qua.
-Céngcuthuthipséliéu

+Biéu mau danh sach ching vikhuan thlr nghiém.
+Bigu mau nhat ky két qua thuc hién xét nghiém
dinh danh va khang sinh d6 trén hé théng thiét bj
Microscan Walkaway plus 40.

+Bigu mau két qua thuc hién xét nghiém dinh danh
va khdngsinh d6 trén hé théng thiét bi tham chiéu.

+Biéu mdu téng hop két qud thir nghiém.

2.2.2. C&’mu nghién ciru

-C&mau sir dung dé xdc nhan do tailap: S dung 5
chiing (2 ching ATCC va 3 ching bénh nhén) lap
lai 31an/ ngay vatién hanh 3 ngay lién ti€p[5].

- C& mau st dung dé xac nhan do chinh xac: St
dung 30 chungth&r nghiém|[5].

Bang 1. Chdng vi khuan st dung dé xac nhan dé tai lap xét nghiém dinh danh va khang sinh d6

Panel Gram am Panel Gram dwong
STT - -
Mau Tén VSV Mau Tén VSV
1 ATCC 25922 Escherichia coli ATCC 29213 Staphylococcus aureus

ISSN: 2615 - 9686

Hong Bang International University Journal of Science



Tap chi Khoa hoc Trwérng Dai hoc Quéc té Hong Bang - S6 33 - 01/2025: 19-26 m

Panel Gram am Panel Gram dwong
STT - -
Mau Tén VSV Mau Tén VSV
2 060318-7440 Escherichia coli 300318- 6660 Staphylococcus aureus
3 ATCC 27853 Pseudomonas aeruginosa | ATCC 29212 Enterococcus faecalis
4 120318-7300 | Pseudomonas aeruginosa | 090318- 6720 Enterococcus faecalis
5 020318-6870 Klebsiella pneumoniae 230318-7250 | Staphylococcus epidermidis

Bang 2. C& mau sl dung dé xac nhan do chinh xac cho panel NC63

Panel Neg combo type 63
Tén VSV So lwong Tén mau
E Coli 11 XNO1, XNO2, XNO3, XNO4, XNO5, XNO6, XNO7,
XNO08, XN09, XN10, XN11
Klebsiella pneumoniae 06 XN12, XN13, XN14, XN15, XN16, XN17
Acinetobacter baumannii 02 XN29, XN30
Citrobacter freundii 01 XN19
E. cloace 01 XN18
E.aerogenes 01 XN22
Morganella morganii 01 XN23
Proteus mirabilis 01 XN28
Providencia spp 01 XN21
Pseudomonas aeruginosa 04 XN24, XN25, XN26, XN27
S. marcescens 01 XN20
Téng cong 30

Bang 3. C& mau s dung dé xac nhan do chinh xac cho panel PC33

Panel Pos combo type 33
Tén VsV 50 Tén miu
lwong
Enterococcus faecails 05 XN51, XN52, XN53, XN54, XN55
Enterococcus faecium 05 XN56, XN57, XN58, XN59, XN60
Staphylococcus aureus 10 XN31, XN32, XN33, XN34, XN35, XN36, XN37,
XN38, XN39, XN40
Staphylococcus epidermids 03 XN41, XN42, XN47
Staphylococcus haemolyticus 02 XN43, XN44
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Panel Pos combo type 33
Tén VsV 50 Tén miu
lwong
Staphylococcus saprophyticus 01 XN45
Staphylococcus hominis 02 XN46, XN50
Staphylococcus sciuri 01 XN48
Staphylococcus capitis subsp. 01 XN49
Téng cong 30

2.2.3. Biénsé nghién ciru

- CA (category agreement) Dé chinh xac: thé hién
murc d6 dung cua két qua xét nghiém so vai gia tri
chuan (hodc gid tri tham chiéu). Néi cich khac,
xét nghiém cé dod dung cao khi két qua clia né gan
voi giad tri chuan (hodc giad tri tham chiéu) ma
chungtamongdoi.

- PCA (Precision category agreement) P60 chum
dong thuan loai: Dién ta dd chinh xac ciia mot quy
trinh phan tich trong cung diéu kién th&r nghiém
trong khoang thoi gian ngan théng qua, gid tri
tinh toan cho cac thi nghiém 13p cla 5 ching
duogec 13p lai 3 [an trong ngay va dé tai lap lai 3
ngay liéntiép.

- N, s6 lvgng thir nghiém bj sailéch lon

- Nv,,.: s6 lvgng thir nghiém bj sai léch nghiém
trong

- N,: 56 lwgng mau thir nghiém cho két qua nhay.

-N,:s6 lwong mau thir nghiém cho két qua khang.

- ME (Major Error): L8i 16n

-VME (Very Major Error): L&i nghiém trong.

-mE (Minor Error): L6i nhé.

2.2.4.Théng ké phén tich
Nhap liéu va thong ké bang phan mém Microsoft
Office16\EXCEL

-Ky thugt dinh danh: CA=(N.,x100)/ N

- N,: s8 lwgng chung vi khuan cé cung két dinh
danhvdiphuong phap so sdnhtham chiéu.

- N: t8ng s6 lwvong ching duwoc thi nghiém
PCA = (N,, x100)/ N,

- N, 0 lvgng chung vi khuan cé cung két qua
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dinh danh so v&i PP tham chiéu.
- N,:t6ngsé lvgng ching dugc thinghiém
- Ky thudt khdng sinh d6: CA=(N_, x100)/N
- N,: s0 lwgng két qua clia cung 1 loai khang sinh cé

cung két qua khang, nhay, trung gian so vdi
phuwong phdpsosanh.

- N: téng s6 két qua khang sinh d6 dwocthi nghiém.
ME = (N,,, x100)/ N,
- N,,.: s0 lwgng thir nghiém bisailéch I6n.
- N,: s8 lwgng mau thi¥ nghiém cho két qua nhay
VME = (N, x100)/ N,
- N, 6 lwgng thir nghiém bij sai léch nghiém trong.

- N,:s6 lwvgng mau thir nghiém cho két qua khang

2.2.5. Kiém sodt sailéch

- Chithyc hién xac dinh gia tri sir dung khi danh gia
duoc cac diéu kién co ban va két qua nodi kiém
dat. Thyc hién dénh gia diéu kién co ban cé thé
bao gdm nhung khéng gidi han nhu sau:

+Mucdich str dung, loai xét nghiém.

+Phamviapdung.

+Tailiéutham khao (néu cd).

+Sinh pham, hda chat, chatchuan, vat tu tiéu hao.

+Thiét bi, kha ndng hiéu chuan thiét bi.

+Loaimau dung dé danh gia.

+Thoi gian thuc hién mdixét nghiém.

+Ngudn nhan lyc (dao tao, sy hiéu biét, sy thanh
thao, kinh nghiémv...v...).

+Diéu kién méi trwdng va cac diéu kién qui dinh
trong phuong phép (1ay mau, bdo quanv...v...).

Hong Bang International University Journal of Science



Tap chi Khoa hoc Trwwdrng Pai hoc Qudc té Hong Bang - S& 33 - 01/2025: 19-26

+Cacthongsdcanthdmdinhvatiéuchudnchap
nhan.

+K&hoach dy kién thuc hién tham dinh quy trinh.

-Pinhdanh:PXNCandanhgidcacchisésaucho
tirng loai panel dinh danh, Panel dugc cho la
“Pass” khi cac chi s6 sau nam trong ngudng
chophép.

+Dd chum déng thudn loai — PCA (Precision
categoryagreement)>95%

+D6 chinh xac: CA—category agreement 290%

- Khdng sinh d6: PXN Can danh gia cic chi sé sau
cho tirng loai khdng sinh, khang sinh dwoc cho
1 “Pass” khi cdc chi s6 sau nam trong ngudng
chophép.

+Dd chum dbéng thuan loai — PCA (Precision
categoryagreement) >95%

+D0d chinhxac:

e CA(d6ngthudnloaiSIR)>90%

e Majorerror (ME)<5%

e Very major error (VME) <3%

2.2.6. Lwra chon hé théng xét nghiém tham chiéu
Hé théng xét nghiém dinh danh, khang sinh d6 tw
déng cua Bénh vién Pa khoa Ca Mau, day la hé
théng xét nghiém d3 thuc hién danh gid xac nhan
gid tri sir dung va dugc cong nhan theo tiéu chuin
ISO-15189:2012.

Y dirctrong nghién ctru:

Nghién ctru dugc sy chap thuan ctua Hoi dong Pao
dirctrong nghién ctru Y sinh hoc Bénh vién ba khoa
Théng Nhat — Dong Nai (Van ban sé 9, ngay
29/04/2024).

3.KETQUANGHIEN CU'U

3.1. Bdo cdo két qua va danh gia d6 chinh xac cla

xét nghiém dinh danh tyw dong

- Vi 30 chiang thir nghiém trén panel combo neg
panel type 63, cho két qud d6 chinh xac CA =
100% so v&i phuong phap tham chiéu trén hé
théng may Vitex2.

- V@i 30 ching thir nghiém trén panel combo pos
panel type 33, cho két qud d6 chinh xac CA =
100% so v&i phuong phap tham chiéu trén hé
théng may Vitex2.

Bang 4. Bdo cdo két qua so sanh su twong dong dinh danh vi khuan gitta 2 phuong phap

o S5 chang | Chinhxactuong | .. ginh | Khong xdc
STT Loai vi khuan thir nehiém dong giira 2 nham (%) dinh (%)
ghie phuong phap (%) ? ; ?
1 Vi khudn Gram 4m 30 100% 0% 0%
3 Vi khudn Gram dwong 30 100% 0% 0%

Nhan xét: Mudn xac dinh dé dung can phai tim
duoc gia tri dung, c6 nhiéu cdch khac nhau dé xac
dinh d6 dung, bao gdm viéc so sanh két qua thuc
nghiém v&i két qud thuc hién bdi mét phuong
phép d8i chi€u hodc sir dung mau d3 biét ndng do
(mau kiém tra hodc mau chuan duoc chirng nhan)
va phuong phap xac dinh dd thu hoi (d6 tim lai) [6].
Ap dung vao nghién ctru cho thay cé su tuvong dong
100% giita két qua phong xét nghiém va két qua tir
ching chuin va két qua clia phong xét nghiém vai
két qua tlr phong xét nghiém tham chiéu. Két qua
dd dung cla phuong phap nay thoa man diéu kién
dd dung chia phuong phdp CA > 90% theo tiéu
chuan CLSIM52[5].

3.2. Bao céo va danh gia do tai lap ctia xét nghiém
dinhdanhtw dong

K&t qua dénh gia do tai 13p cha xét nghiém dinh
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danh ty dong cta panel pos combo type 33 va
panel neg combo type 63 v&i két qua PCA =100%.

Nhan xét: Do chum la mot khai niém dinh tinh va
duwoc biéu thi dinh lwgng bang dé léch chuan hay hé
s6 bién thién. D6 chum cang thap thi dé léch chuin
hay hé s& bién thién cang l&n. D6 chum cé thé duoc
phan ra thanh ba trwong hop sau: Do lap lai
(repeatability), D6 chum trung gian (intermediate
precision), D0 tai lap (reproducibility). Trong nghién
clru nay chuang t6i danh gid d6 chum thong qua do
tai lap. Danh gia do tai lap cha xét nghiém dinh danh
tw dong clia panel neg combo type 63 va danh gia
do tai lap cla xét nghiém dinh danh ty déng cla
panel Pos combo type 33 ching téi déu s&r dung 02
mau chiing chuan va 03 chlng 1am sang cho két qua
PCA déu dat 100%. Vivay két qua cla ching toi thoa
man dé chum cla phuwong phdp cho chudn doén
trénlamsang.
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3.3. Bdo cdo va danh gia do chinh xac cua xét
nghiém khang sinh d6 tw déng

Dé danh gia két qua dé chinh xdc cha khang sinh d6
cla trwc khudn Gram am trén panel neg combo
panel type 63 chung tdi tién hanh chay trén 25

ching tir phong xét nghiém tham chiéu va 05
ching chuin ATCC d3 biét truwdc két qua khang
nhay cla khang sinh. Tr d6 danh giad cac sai sot
gitta két qua cud PXN va phong xét nghiém tham
chi€utréntirng khdngsinh th&r nghiém.

Bang 5. K&t qua danh gid d6 chinh xac xét nghiém khang sinh d6 trén panel neg combo NC63

STT Tén khang sinh T°:ﬁ ::: ;:ﬂ"g %CA | %mE SO?VI\I/IVIEE K&t ludn
1 Amikacin 30 100 0 0 Pat
2 Ampicillin-sulbactam 26 100 0 0 Pat
3 Ampicillin 24 100 0 0 Pat
4 Aztreonam 28 100 0 0 bat
5 Cefazolin 24 100 0 0 bat
6 Cefepime 30 100 0 0 Pat
7 Cefotaxime 24 100 0 0 bat
8 Ceftazidime 21 100 0 0 bat
9 Cefuroxime 24 100 0 0 bat
10 Ciprofloxacin 21 100 0 0 bat
11 Colistin 28 100 0 0 bat
12 Doripenem 28 100 0 0 Pat
13 Gentamicin 30 100 0 0 bat
14 Imipenem 27 100 0 0 bat
15 Levofloxacin 21 100 0 0 Pat
16 Meropenem 30 100 0 0 bat
17 Piperacillin-Tazobactam 28 100 0 0 bat
18 Piperacillin 30 100 0 0 bat
19 Tigecycline 23 100 0 0 bat
20 Tobramycin 30 100 0 0 bat
2| Sutamethoparsle 2 00 | o | o | o

Bang 6. K&t qua danh gid do chinh xdc xét nghiém khang sinh d6 trén panel Pos combo PC 33

STT Tén khang sinh Ta;ﬁ;: ;:::ng %CA %mE g\,/lvn;EE Két ludn
1 Amox/K Clav 20 100 0 0 Ppat
2 Amp/ Sulbactam 20 100 0 0 Ppat
3 Ampicillin 28 100 0 0 Dat
4 Cefoxitin 20 100 0 0 Dat
5 Ceftriaxone 20 100 0 0 Dat
6 Ciprofloxacin 30 100 0 0 Dat
7 Clindamycin 20 100 0 0 Dat
8 Daptomycin 29 100 0 0 bat
9 Erythromycin 30 100 0 0 Pat
10 Gentamicin 30 100 0 0 Pat
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STT Tén khéng sinh T°:f‘ :: :I,::“g %CA %mE ;{:I“I,\I/IEE K&t luan
11 Levofloxacin 30 100 0 0 Dat
12 Linezolid 30 100 0 0 bat
13 Moxifloxacin 20 100 0 0 bat
14 Oxacillin 20 100 0 0 Pat
15 Penicillin 30 100 0 0 Pat
16 Rifampin 30 100 0 0 Pat
17 Tetracycline 30 100 0 0 bat
18 Trimethoprim- 20 100 0 0 Pat

Sulfamethoxazole

Nhan xét: K&t qua CA = 100%, PCA=100 %, mE=0%,
VME & ME=0% Két qua danh gia thlr nghiém cac thudc
khang sinh trén panel neg combo type 63 va panel Pos
combo type 33 d3 dat tat ca cac yéu cdu dét ra.

3.4. Bao cao va danh gia do tai lIap cta xét nghiém
khangsinh d6 tw déng

DE danh gia d6 téi lap cha xét nghiém khang sinh d6
ty dong trén panel Neg combo type 63 va panel Pos
combo 33 chung tdi st dung 02 chdng chudn ATCC
da biét trwdc két qua nhay cdm khang sinh va 03
chdng vi khuan d3 cé két qua khéng khang sinh tir
phong xét nghiém tham chiéu va dé danh gia. Tién
hanh thyrc hién trong 03 ngay lién tuc véi 03 ki thuat
vién khac nhau dé danh gia diéu kién méi trwong
hoda chat va con ngudi khac trong ndi bé phong thi
nghiém thj thi do tai lap cha cac két qua cé duwoc tai
I3p dap rng yéu cau PCA > 95% theo tiéu chuan CLSI
M52 [5]. Qua két qua trén ching ta thay PCA cla tat
cd khang sinh thlr nghiém déu c6 két qua 100%.
Chirng t6 vai cac diéu kién khac nhau trong ndi bd
phong xét nghiém thi két qua thir nghiém sy nhay
cdm khang sinh trén hé théng may van cé duoc sy
tai lap, ddp (ng yéu cau vé d6 chum déng thuan loai
theo hudng dan clia CLSI M52]5].

4. BAN LUAN

Panel Neg type 63 va Pos type 33 thyc hién trén hé
théng Microscan Walkaway 40 plus cé két qua
déngthuan hoan toan véi PXN tham chiéu va do tai
|3p trong ndi bd phong xét nghiém rat cao vi vay
day la hé théng rat phu hop véi cac diéu kién moi
trudng va con ngudi tai Khoa Vi Sinh Bénh vién Da
khoa Théng Nhat - Déng Nai nén dwa vao thyc hién
chan doantrénlam sang dé cé két qua dang tin cay.
So v&i nghién clru cla tac gia Kimberle Chapin va
cdng su khi thuc hién XNGTSD trén hé thong may
Microscan Walkaway 96 plus v&i phuong phap
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tham chiéu 13 khay khang sinh vi pha lodng
Sensititre cho két qua dé chinh xac & panel gram
am (GN) 1a 95.8% d6i v&i 246 phan lap vdi cac ty |é
16i phan loai sau day mE=1.3% (16i nho), ME= 0%
(16i Ién) va VME=0.4% (16i rat 1&n). Doi véi 95 phan
ldp & panel gram duwong (GP), cé su chinh xac la
93.5% vdi cac ty |18 16i phan loai la mE=0.9% (16i
nhd), ME=0.6% (16i I&n) va VME=0.4% (16i rat I&n)
[7] thi nghién cru cha ching tbi chwa phat hién cac
loai 16i xay ra khi sir dung phuwong phap tham chiéu
la hé thong tw ddng Vitek 2 va véi c& mau nhod hon.
Mac du két qua xac nhan gid tri s&r dung rat tot dap
(rng moi yéu cau cla nha san xuat lan cac hudéng
dan cla CLSI nhung dé kiém soat cac sai s6 ngau
nhién can thuc hién ndi kiém va ngoai kiém mot
cach nghiém ngit dé két qua xét nghiém dén tay
bénh nhan/ bac sy phan anh dung trinh trang cta
bénh nhan gilp cac bac sy 1dam sang dwa ra quyét
dinh diéu tri phU hop nhat.

Mat khac, nghién ctru nay chi thyc hién do chinh
xdc thong qua dong thuan loai chua thyc hién
duoc déng thuan ban chat vi céc ly do khach quan.
Nén can thuc hién céc nghién clru sau nay dé xac
dinh thém sy déng thuan ban chat cda hé théng
may Microscan Walkaway 40 plus.

5.KETLUAN

Khi thuwc hién XNGTSD hé théng may Microscan

Walkaway 40 plus tai Khoa Vi sinh bénh vién Da

khoa Théng Nhat Pong Nai vdi hé thong tham

chiéu Vitek 2 cdia bénh vién Da khoa tinh Ca Mau cé

két qua:

- P6 chinh xac cda phwong phap dinh danh: CA =
100% trén panel Neg Combo 63 va Pos Combo 33.

- D6 chum déng thuén loai cla phwong phap dinh
danh: PCA = 100% trén panel Neg Combo 63 va
Pos Combo 33.
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- D6 chum déng thuan loai k§ thuat khang sinh dé:
PCA=100%.

- P6 chinh xac (d6 twong déng véi phuong phap
tham chiéu) ky thuat khang sinh d6: CA = 100%,
mE=0%, VME & ME=0% trén panel Neg Combo

type NC63 va Postype Combo 33.
Day 1a mot hé théng may thue hién dinh danh va
khang sinh d6 dat tiéu chudn dé 4p dung thuc hién
cac xét nghiém cho chan doan |am sang tai bénh
vién Da khoa Théng Nhat tinh Dong Nai.
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Verification of the Microscan Walkaway 40 Plus system
for automated bacterial identification and antimicrobial
susceptibility testing

Nguyen Si Tuan, Ha Thi Hoa, Tran Nguyen Truong Duy and Nguyen Thi Thanh Mai

ABSTRACT

Background: Laboratory test results have a significant impact on clinical decision-making, accounting for
approximately 60-70%. Therefore, laboratory tests must be accurate and reliable. To meet the increasing
demands of clinicians, laboratories need to improve quality and innovate, particularly by implementing
modern testing systems with advanced methodologies. Verification of method performance ensures
validity and demonstrates that methods meet required standards. This is a mandatory element in
establishing a quality management system according to 1ISO 15189 standards and a requirement outlined
in Decision No. 2429/Qb-BYT dated June 12, 2017, which issues criteria for assessing the quality of medical
laboratories to achieve level 3 quality standards or higher. Research objective: To verify the performance of
the Microscan Walkaway 40 Plus system in bacterial identification and automated antimicrobial
susceptibility testing at Thong Nhat General Hospital, Dong Nai. Research objects and methods:
Experimental research was conducted following the CLSI M52 guidelines. Thirty test strains were used for
each panel type to determine accuracy. Five strains (2 ATCC strains and 3 patient strains) were tested three
times daily for three consecutive days to assess repeatability. Results: The Microscan Walkaway 40 Plus
system demonstrated high accuracy, achieving 100% in bacterial identification and automated
antimicrobial susceptibility testing compared to the reference method. The system's repeatability also
reached 100%, confirming its high stability and reliability as an automated testing system in the laboratory.
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