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v6i diém Rotterdam. Ca 2 thang diém nay déu
tién lugng tir vong 6 mic kha véi dién tich dudi
dudng cong cta phan loai Marshall la 0,707 va
diém Rotterdam la 0,681 [9].

Nghién clfu cia Waqas va cong su trén 127
bénh nhan CTSN da dugc phau thudt md so giai
ap. Tac gia két ludn diém Rotterdam cd sUc
manh tién lugng t6t hon phan loai Marshall &
nhCrng bénh nhan nay [10]. Két qua nghién clu
da néu bat moét han ché cla phan loai Marshall
va Igi tich thay thé cua diém Rotterdam véi d6i
tuogng can can thiép phau thuat.

V. KET LU/;\N

Ca hai thang diém déu cd gia tri tién lugng
tr vong. Piém Rotterdam véi AUC 1a 0,809 tién
lugng tr vong t6t han phan loai Marshall, véi
AUC la 0,745. Biém cat cta phan loai Marshall |a
2,5, tién lugng tir vong véi d6 nhay 87,5% va do
d&c hiéu 50%. V&i diém Rotterdam, diém cat la
3,5, tién lugng tir vong véi do nhay 87,5% va do
déc hiéu 71,9%.
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chinh xac cta may. Phuang phap nghién ciru: 135
phu nir mang thai, cé chi dinh thuc hién xét nghiém
dung nap dudng huyét 75gr, dong y tham gia nghién
ctu tai phong kham thai Bénh vién Hung Vuong. Moi
bénh nhan dugc Iay mau ba lan: Iic déi, sau khi udng
dydng 1 gig va sau khi ubng dudng 2 gid theo hudng
dan. 45 mau dLIdng lGc déi, 45 mau du‘dng lic sau 1
gid va 45 mau dudng Iuc sau 2 gid dugc chon &
nhitng thai phu khac nhau dé dam bao khoang
hematocrit dd rong. Mau mau dugc thu thap vao 8ng
nghiém chira Ethylenediaminetetraacetic acid (EDTA).
Hematocrit dugc phan tich bang may huyét hoc Alinity
hg. Sau d6, mau mau dugc xét nghiém I3p lai kép
bang 6 loai may BGM. Trong vong 5 phut sau khi xét
nghiém bang may BGM, nong do glucose dugc dinh
lugng 2 [an lién ti€p bang may phan tich Cobas c502,
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la phudng phap tham chleu Ket qua: Trong sau dong
may BGM thuc hién, cé hai may khong dat tiéu chuan
ve do chum theo CLSI POCT12-A3. Ba trén bon may
con lai thda tiéu chuan vé do chlnh xac. Trong ba may
dat tleu chuén ve do6 chinh xac va do chum, hai may
Vi cung mot cong nghe co d6 chéch tu’dng quan
nghich VGi hematocnt may con lai cho thay su khong
bi anh hu’dng cua do chech bdi hematocrit. K&t luan:
Pa s6 cac dong may BGM dang luu hanh trén thi
trudng dugc san xudt theo tiéu chuén 1SO 15197, véi
muc dich s dung dé tu theo dbi du’dng huyet (khong
ké dan). DE& dam bao an toan ngudi bénh, cac co sd y
té€ nén thuc hién xac nhan phuong phap ddi véi cac
dong may dudc san xudt danh cho muc dich ké dan
hodc thdm dinh phucng phap ddi véi cac dong may
danh cho muc dich khdng ké dan trudc khi dua vao su
dung. Ngudi sir dung nén chi y kha nidng anh hudng
clUa hematocrit Ién do chinh xac cta két qua.

Tur khoa: may theo doi dudng huyét, hematocrit,
do chinh xac, do chum

SUMMARY
VALIDATING BLOOD GLUCOSE MONITORS

USING CLSI POCT12A-3

Objective: To validate common blood glucose
monitors used in hospitals by calculate the accuracy
and precision and compare them to CLSI POCT12-A3
standards and assess the effect of hematocrit on
monitors’ accuracy. Methods: 135 pregnant women,
who underwent a 75g oral glucose tolerance test,
consented to participate in the study at an obstetrics
clinic in a single center at Hung Vuong hospital. Each
patient’s blood was drawn three times when fasting, 1
hour after 75g glucose intake and 2 hours after 75g
glucose intake. 45 fasting samples, 45 samples after 1
hour and 45 samples after 2 hours are taken from
different pregnant women to ensure a wide range of
hematocrit. Blood samples are collected into
Ethylenediaminetetraacetic acid (EDTA). Hematocrit is
analyzed by hematology analyzer, Alinity hqg. After
which, blood sample was tested with each meter
system in duplicate using six different BGM. Within 5
minutes after being tested by blood glucose monitors,
glucose levels are then measured twice in a row by
Cobas ¢502 analyzer, which is a reference method.
Result: Out of six evaluated monitors, two were
disqualified due to lack of precision according to CLSI
POCT12-A3. Three out of four remaining monitors
satisfied the accuracy qualification. In three monitors
qualifying the accuracy and precision criteria, two
machines with the same technology show an inverse
correlation between bias and hct, and the other showed
no effect of hct on bias. Conclusion: Most blood
glucose monitors circulating the market are
manufactured after ISO 15197 standard, which is
intended for self-measurement. To ensure patients’
safety, medical organizations need to verify blood
glucose monitors if they are designed for prescription
point-of-care use or validate blood glucose monitors if
they are designed for over-the-counter use. Users need
to pay attention to the effect of hematocrit on results.

Keywords: blood glucose monitors, hematocrit,
accuracy, precision

I. DAT VAN DE

Dong may theo ddi dudng huyét nhanh
(BGM) thuan tién cho viéc xac dinh nong do
glucose mau mot cach nhanh chéng. Tuy nhién,
da sO cac dong may BGM hién nay thiét ké theo
ISO 15197 cho muc dich s dung ca nhan tu
theo doi (khong ké dan). Viéc st dung may BGM
khong ké don theo doi dudng huyét danh cho
bénh nhén tai cac bénh vién kha phd bién tai
Viét Nam. Két qua dudng huyét dudng theo doi
tai bénh vién can cé do chinh xac cao vi bac si
ldm sang cidn c’ theo két qud xét nghiém dé
diéu chinh liéu lugng thudc cho bénh nhan dang
dudc theo dbi diéu tri. Hematocrit cd thé tac
dong dén két qua dudng huyét cta bénh nhan
do glucose chi_hoa tan trong phan nudc cla
huyét tuong, dan dén su tang nong do glucose
trong mau toan phan khi Hct giam va ngudgc lai 2.
Trong thdm dinh phuong phdp cia méy BGM,
phong xét nghiém can danh gia do chum, do
chinh xac theo tiéu chudn CLSI POCT12-A3 va
danh gia su anh hudng ctia hematocrit trudc khi
dua may vao sur dung.

Thang 10/2016, Cuc quan ly thuc pham va
dugc phadm Hoa Ky (FDA) ban hanh hai hu’dng
dan song hanh vé tiéu chudn danh cho may
BGM, vdi ban cap nhat mdi nhat hién tai vao
thang 09/2020, FDA chinh thdc phan ra hai loai
mady BGM riéng biét la dung cho ké don 3 va
khdng ké don 4. Theo d6, cac tiéu chudn danh
gid danh cho dong mdy BGM ké don nghiém
ngat va chat ché han rat nhiéu so véi dong may
BGM khong ké dan.

D3 co vai nghién clfu danh gid do chinh xac
cla mét s6 loai BGM nhu nghién clu cla
Pflitzner, Andreas va cong su ° hay Klonoff,
David C. va cdng su ¢, dua trén cac tiéu chuan
quoc té, hoac ISO 15197:2013 7. Tuy nhién, tai
thdi diém cac nghién clru nay thuc hién, cac tiéu
chudn danh gid nay chi 4p dung cho cac may
BGM dung tai nha (khong ké daon) va cac nghién
clu trén chua danh gia yéu t6 anh hudng hang
dau la Hematocrit (Hct) 3. Vi vay, chlng toi thuc
hién nghién ctu “Khao sat do chinh xac cia mot
s6 dong may theo ddi dudng huyét thdng dung
tai bénh vién va anh hudng cia hematocrit dén
d6 chinh xac cua xét nghiém nay”.

I1. DPOI TUONG VA PHU'O'NG PHAP NGHIEN CU'U

Nghién clu dugdc thuc hién tai khoa xét
nghiém bénh vién Hung Vuong, tur théng
11/2021 dén thang 06/ 2022 vaéi thiét k€ mo ta
cat ngang tién cru. Cac mau huyét tuang (chéng
doéng bang EDTA) con du lai sau khi thuc hién
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xét nghiém nghiém phap dung nap dudng udng
75 gram duGng cla cac san phu dong thuan cho
phép s dung lugng mau con lai cia minh cho
viéc thuc hién nghién cdu.

Co 6 loai may theo doi dudng huyét nhanh
(BGM) dang dudc st dung phé bién tai cac bénh

vién dugc chon ngau nhién va dugc ma hda tén
may bdi ngudi khong tham gia vao nghién clru
nham dam bao tinh khach quan, khéng bi yéu t6
anh hudng khac. Thong tin chi tiét cua 6 loai
may dudc thé hién trong bang 1.

Bang 1: Théng tin ma hoa cac may theo déi duong huyét nhanh tham gia nghién ciu

... Tieuchudnap Muyc dich stz dung Loai mau . Phamvido PhamviHct iy chinh
Tén mé hda A J x A Phwong phap do Enzyme twong dwong
dung NSX cong bo dworc chap nhan glucose (mg/dI) % <
huyet twong
Mao mach, tinh
I1SO 15197:2003 S dung dwoc cho  mach, dong mach, C2m bién sinh hoc
May 1 CLSI EP05-A2  nhiéu ngwdi trong cac va tré so sinh dién héa i Mut. Q-GDH 10-600 mg/dL 10-65% Ccé
CLSI EPO7-A2 cosdyté (mao mach / gét i
chan)
Canhantw theo ddi 0 toan phdnmao  Cam bin sinh hoc
May 2 ISO 15197:2013  hoéc cho nhiéu ngudi P o Mut. Q-GDH 10-600 mg/dL 10-65% Cé
. .~z mach, tinh mach. dién hoa
trong cac co sd'y té
CATENED (HED € Mau toan phdn mao  Cam bién sinh hoc
May 3 ISO 15197:2013  hoéc cho nhiéu ngudi _p A FAD-GDH 20-600 mg / dL 20-60% Cco
) .2 % mach, tinh mach. dién hoa
trong cac co' sé'y te
Canhanty theo ddi  Mau toan phan tinh Cam bién sinh hoc
May 4 ISO 15197:2013 ho&c cho nhidungwdi  mach, dong mach dién héa i FAD-GDH 10-600 mg/dL 0-70% Ccé
trong cac co s6'y té hodc mao mach i
May5  ISO15197:2013 C4mhantvtheodsi, Mautoanphanmao Cambiensinnhoc oo oyidase 10600 mgldl  20-60% coé
khéng ké don mach dién hoa
CLSI EP05-A2
, CLSIEP06-A2  Cé&nhan ty theo d6i, Mautoan phdnmao Cam bién sinh hoc ) " .
May 6 CLSI EPO7-A2 khéng ké don pn dign héa Glucose Oxidase 20-600 mg / dL 20-70% Céo
CLSI EP09-A2

May do glucose huyét tham chi€u: May sinh
hoa tu dong Cobas c502 tai Khoa Xét nghiém-
Bénh vién Hung Vugong cd CV% = 1.17%, Bias =
0.7%, TEA = 1.86% (thdéa céac tiéu chudn cula
may tham chiéu theo CLSI POCT12-A3: CV% <
2.9%, Bias < 2.2%, TEA < 6.9%).

May xét nghiém do Hct: May huyét hoc
Alinity hg tai Khoa Xét nghiém-Bénh vién Hung
Vuong dap Ung céc tiéu chuén: cé két qua xac
nhan gid tri s’ dung phudng phap cla xét
nghiém Hct dat yéu ciu; cé két qua ndi kiém va
ngoai kifm tra chat lugng clia xét nghiém Hct
dat yéu cau.

CG mau: Theo hu’dng dan ctia CLSI POCT12-

A3 !, ¢ mau tdi thi€u ap dung cho viéc thdm dinh
perdng phap cho may BGM la 100 mau. Cac mau
dugc chon phai ¢ néng dd glucose huyét phan b
déu trong khoang do mong mudn.

_ Trong nghién cru nay chdng t6i chon 135
mau trai déu cadc mirc néng do khac nhau qua 3
[an 1dy mau cta bénh nhan thuc hién xét nghiém
dung nap dudng theo dudng udng 75 gr dudng
(OGTT). biéu nay tuong dudgng vdi 45 mau lay
mau lic déi, 45 mau 1dy mau sau udng dudng 1
giG va 45 mau cudi 1dy mau sau udng dudng 2 gid.

134

Tiéu chi chon méu: Mau mau dugc Iay da
thé tich (1ml), mau mau mdi ldy (khdng qua 1 giG
tinh tUr thdi diém 18y mau), khong bi tleu huyet

Tiéu chi loai trir: Mau mau nam ngoai gidi
han do cia mét trong sau may BGM dang khao
sat, mau mau co cuc mau dong hodc bi dong vi
thé (phat hién khi thuc hién xét nghiém Téng
phan tich t& bao mau).

Quy trinh thuc hién nghién ciru:

Panh gia do chum cia cac may BGM:
Xac nhan d6 chum cua cac may BGM theo hu’dng
dan clia CLSI EP15-A3 8. St dung mau ndi kiém
cung cap bdi nha san xuét dé thuc hién xac nhan
doé chum. Tuy theo nha san xudt mau ndi kiém
s& cd 2-3 mUc ndng dd (yéu cau tdi thiéu tir 2
mUfc ndng do trd Ién).

Moi mUrc nong do dugc chay I3p lai trén may
BGM tuong Ung 5 lan trong ngay, tong s6 ngay
chay Idp lai la 5 ngay (ngay 1 va ngay 5 cach
nhau khong qua 20 ngay) Sau khi chay du 5
ngay, m0| ngay 5 lan, sé dugc tong céng 25 g|a
tri 8 moi mifc ndng do. X ly s6 liéu loai bo cac
gia tri ngoai lai bang kiém dinh Grubbs.

Dung phén tich da bién (Analysis of
variances - ANOVA) dé tinh SD va CV% clia céc
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gia tri sau khi da loai bo gia tri ngoai lai theo cac
théng s6 nha san xuat cong bd. D6 chum dugc xac
nhan dat khi CV% hoac SD nhd han mdc cong be
clia nha san xudt hodc mét tiéu chudn qudc gia,
quoc té vé dé chum tucng (g clia xét nghiém.

Panh gia do chinh xac cua cac may BGM:

Bu'dc 1: Mau mau dugc chon dugc lac nhe
nhang va do Hct trén may Alinity hq trong vong
15 phut tinh ti thai diém 1dy mau.

Budc 2: Mau ngay sau khi do Hct xong (trong
vong 5 phit) dugc ldc déu nhe nhang va do
glusose trén 6 may BGM, moi may do I1ap lai 2 [an,
khoang cach 2 lan do Idp lai khdng qua 5 phut.

Budc 3: Mau sau khi do xong trén 6 may
BGM (trong vong 5 phat) dugc quay ly tam va
chay xét nghiém dinh lugng glucose huyét trén
may Cobas c502 (may tham chi€u), do I3p lai 2 lan,
khoang cach 2 [an do lap lai khdng qua 5 phdt.

Phan tich dir liéu: Loai bo cac dir liéu
khong phlu hgp dua trén cac tiéu chi: Loi luc do
ludng; Gia tri ching ngoai ngudng cho phép
(may BGM hodc may tham chi€u); Mau mau cé
Hct ndm ngoai ngudng do cla may theo doi
dudng huyét glucose; Khac biét gilra 2 [an chay
l3ap lai vugt nong do do dudc trén phuang phap
tham chi€u >4% hoac 4 mg/dL.

D liéu dugc thu thap va xir ly thong ké
bang phan mém Microsoft Excel 365, Stata 16 va
MedCalc 20.019.

Il. KET QUA NGHIEN cUU

Panh gia d6 chum (precision): ca 6 may déu
thu thap dugc 25 gia tri, khong c6 gia tri ngoai
lai ndo bi loai bo theo kiém dinh Grubbs. Két qua
danh gid d6 chum cla cdc mdy BGM trong
nghién clu dudc trinh bay & bang 2.

Bang 2: Két qua danh gia dé chum cua cac may BGM

Trun Chi Panh gia do chum (precision)
M3 QC binhg N |séso PO chum uéc| Cong bo cua| Gidi han Panh Két
\ 'mg/dl sanh tinh ciia PXN | nha san xuat| xac nhan gia luan
(mg/dl] SD | CV% | SD | CV% | SD | CV%
0,
e S e
Y OC 2|304.08] 25 |_S* | 2.76 [0.91%| 11.3] 3.60% | 14.8]4.72%|  bat :
: Sw. | 3.79 [1.25%]| 5.1 | 1.70% | 6.53|2.18%| Dat
Sz | 0.83 [1.75%] 1.7 | 4.00% | 2.23 |5.04%)| Dat
gy | 2 2| 2 TSw[1.60 [3.39%| 1.3 [ 2.90% | 17 [3.71%| Pat | o
Y2 oc2|31402] 25 |_Sx | 2:56 [0.81%] 115 3.70% [ 15.07]4.85%] _bat :
: Sw. | 4.96 |1.57%] 6.3 | 2.00% | 8.06 |2.56%| Dat
Sk | 1.95 [1.65%] 2.69] 1.89% | 3.52 |2.48%| Dat
Mgy 3 QC1|118.28| 25 g~ 574 1.81%] 2.09| 1.79% | 2.74 |2.29%)| Dat bat
Y3l oCalaa0.32 25 | St | 3:68 [1.05% 8.06] 2.17% [10.56|2.84%] bat -
: Sw. | 4.19 [1.20%] 7.2 | 2.11% | 9.22 | 2.70%| Dat
Sx | 1.02 [2.39%] 1.4 1.88 Pat
QCI| 42721 25 5 "1 16 [2.71%] 1.5 2 Pat
, Sk | 2.13 |1.70%] 1.9 | 1.50% | 2.55 |2.01%| Dat | Khéng
May 4| QC 21 125.6 | 25 |5 =551 [2.32%] 1.5 | 1.20% | 1.97 | 1.57%|Khéng datl _dat
(o) (o) 0,
QC3|365.32) 25 |-t 320 o a0k [ 773 | 1 07% Ko dt
QC 1| 4684 | 25 [t T | 3.80% [ 201 [5:00% Bat
, Sk | 1.21 [1.31%] 2.2 | 2.40% | 2.95 [3.22%| Dat
May51QC 2| 92.521 25 5 752372.63%]| 3 | 2.70% | 4.02 |3.62%| Dat bat
Sk | 3.88 | 1.49%] 7.7 | 3.40% | 10.32]4.56%| Dat
QC3|261.12) 25 g ~¢ 24 [2.4/%] 9.3 | 2.90% | 12.18]3.80%)| Dat
Sk | 1.66 |4.54%] 1.5 2.01 Dat
QC1|36.44| 25 5 516 [5.92%] 2 2.86 Pat
, Sx | 2.35 [2.10% 2.50% 3.35%| Dat | Khéng
May 6| QC21111.72] 25 =5 —45513.80% 2.80% 3.75%|Khong datl  dat
Sx | 7.06 | 2.46% 2.60% 3.48%)| bat
QC3|287.21 25 =5 15 01[ 4.18% 2.60% 3.41%)| Khong dat
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Nhin xét: 6 dong mdy BGM dang khdo sat
trong nghién cttu déu dugc nha san xuat cong bd
dat tiéu chuén vé dd chum, tuy nhién két qua danh
gia xac nhan theo CLSI POCT12-A3 c6 4 may: may
1, may 2, may 3, may 5 dat tiéu chudn vé do chum
va 2 may: may 4 va mdy 6 khdng dat tiéu chuan
vé d6 chum. Trong 4 may co két qua danh gia dat
vé do chum c6 may 1, may 2, may 3 dugc nha san
xudt cdng bd muc dich s dung cd thé sir dung
dugc cho cd s y té (ké dan) va may 5 nha san
xuat cong b6 muc dich s dung chi danh cho ca
nhan tu theo doi (khong ké dan).

_ Dénh gid do chinh xac (accuracy): Tong s6
mau chdng téi thu thap dugc la 135 mau, trong
d6 c6 5 mau bj loai bé do khdng phu hgp vdi tiéu
chi chdp nhadn theo hudng dan clia CLSI
POCT12-A3 (khac biét gilta 2 lan chay lap lai
vugt néng d6 do dugc trén phuong phap tham
chiéu >4% hodc 4 mg/dL) con lai 130 mau. Viéc
loai b cac mau khong dat ti€u chi chdp nhan
khéng anh hudng dén c8 mau va két qua phan
tich. Két qua danh gia d6 chinh xac cla cac may
theo doi dudng huyét nhanh trong nghién clru
dugc trinh bay & bang 3.

Bang 3: Két qua danh gia dé chinh xac cua cac may BGM

Panh gia do chinh xac (accuracy)

Tiéu chuan

p Cac mirc —— — Panh
May A ~ Gia tri Gia tri 2 1A CLSI POCT12- Y
nong do dat khéng dat Ti lé % dat A3 gia
< 100 mg/dL 113 1 97.3% > 950
May 1 |2 100 mg/dL 140 6 (253/260) = Pat
< 75 mg/dL 24 0 100% > 98% :
> 75 mg/dL 236 0 (260/260) =
< 100 mg/dL 113 1 98.1% > 959
May > | 100 mg/dL 142 4 (255/260) = Pat
Y2 [T <75mg/dL 24 0 100% > 98 :
> 75 mg/dL 236 0 (260/260) = 2070
< 100 mg/dL 114 0 99.6% > 959
May 3 |_= 100 mg/dL 145 1 (259/260) = Pat
Y2 [[<75mg/dL 24 0 100% > 98% :
> 75 mg/dL 236 0 (260/260) = o7
< 100 mg/dL 110 4 86.2% > 950 A
Méy 4 > 100 mg/dL 114 32 (224/260) - Khong
< 75 mg/dL 24 0 99.6% > 98% dat
> 75 mg/dL 235 1 (259/260) =
< 100 mg/dL 109 5 91.2% > 950
May 5 |2 100 mg/dL 128 18 (237/260) = Khong
< 75 mg/dL 22 2 97.7% > 98% dat
> 75 mg/dL 232 4 (254/260) = 2070
< 100 mg/dL 58 56 55.8% > 950
May 6 |2 100 mg/dL 87 59 (145/260) Khong
< 75 mg/dL 10 14 75.8% > 98% dat
> 75 mg/dL 187 49 (197/260) = 2070

Nhdn xét: 6 dong may BGM dang khao sat
trong nghién clu ¢ 3 mdy: mdy 1, may 2, may
3 c6 két qua danh gia do chinh xac dat va 3
may: may 4, may 5, may 6 cd két qua danh gia
khong dat do chinh xac theo CLSI POCT12-A3.
Ca 3 may cd do chinh xac dat déu dugc nha san
xudt céng bd muc dich st dung cé thé st dung
dudc cho co sG y té (ké dan). May 5 va may 6
dugc nha san xuat cong bé muc dich s dung
cho cad nhan tu theo doi (khong ké don) déu
khdng dat tiéu chudn vé dod chinh xac theo CLSI
POCT12-A3.

Panh gid mdc dé anh hudng cla Hct I1én do
chéch clia cac dong may theo d6i dudng huyét
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(BGM) dang khao sat:

Trong 6 mdy BGM tham gia nghién cltu thi
chi c6 may 1, may 2, may 3 dat tiéu chuin vé do
chum va doé chinh xac. Phan tich anh hudng cla
Hct 18n dd chéch cla cadc may dat tiéu chuan:
may 1, mdy 2 va may 3.

Két qua phan tich hoi quy tuyén tinh gilr Hct
va d6 chéch cia cac may BGM theo bang 4 va
hinh 1.

Két qua phan tich cho thay cac xét nghiém
c6 tuong quan nghich trung binh gilta Hct va do
chéch clia cdc may 1 cé y nghia thGng ké véi R=
-0.371 va p = 0,000, cé tuong quan nghich trung
binh gitra Hct va dd chéch cla cac may 2 co y
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nghia thong ké véi R= -0.287 va p = 0,001,
khong cd tuang quan gilra Hct va do chéch cua
cac may 3 véi R= 0.139 va p = 0,116 > 0.05
(khdng cd y nghia thdng ké).

May 1 va may 2 st dung cung phuong phap

do véi enzym Mut.Q-GDH, may 3 si dung
phugng phap do véi enzym FAD-GDH. Nhu vay
tuy theo phuong phap do ma dé chéch cla cac
dong mdy BGM c6 thé bi anh hudng bdi Hct &
cac mic do khac nhau.

Bang 4: Két qua phén tich tuong quan giira Hct va dé chéch cia cac mady BGM bang

héi quy tuyén tinh ]
May Hé so goc biém cat Hé so tucng GiatriP
BGM (95% CI) (95% CI) quan R (hé sé géc)
. -0,402 7,166 )
Mayl | (0206 -0,578) | (1,049 13,282) 0,371 0,000
. -0.305 3.771
May2 | (-0,484- -0,127) (-2,426~ 9,967) 0,287 0,001
. 0.170 -5.819
May3 | (0,042--0,383) | (1,567 -13,205) 0,139 0,116
. o Mév 1 ° Mév 2
i % 0 . . y = -0,305x + 3,77
* . ‘y=-0.402x + 7.168 o o 3 . o r =-0.287
3 o &Fee = -0.37 _ ° o, © °e
g -9 ~.. r~ 5 \—\.; s ‘....: °
RSS20 . o o G s
. - o :‘o ° ® ‘.'.’f‘ﬁ:{o ° .\.\;\1
Bias ., *W8°Ff" . . 0 of . e —
';'.‘\' b ] . o o ° °
. e Bias °
’.. * 9 -15 |
Het . Hct
May 3
y = 0,1703x + 5,81
Bi e ° r=0.1387
as o —%e °
Hct
Hinh 1. Anh hudng cua Hct I1én dé chéch cua BGM
IV. BAN LUAN c6 bdng chiing r6 rang cho viéc cac dong may

Hién nay, da s6 cac dong may BGM dang
dudc thiét k& theo tiéu chudn ISO 15197 danh
cho may dudng huyét ca nhan, tu theo dGi
(khdng ké dan). Tuy nhién, mét s6 dong may
dugc nha san xuat cong b6 cho muc dich sur
dung dugc cho co sd y té€ (ké don) nhung chua

nay dat tiéu chuén st dung cho cd s@ y t& (ké
don), cu thé la theo hudng dan cia FDA cho
dong may ké dan nam 2020.

Khoéng phai tat cad cdc dong mdy dugc nha
san xudt cong bd dat tiéu chudn vé d6 chum va
do chinh xac déu cé két qua dat khi dugc danh
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gia xac nhan lai béi cg s@ y té. Vi vay trudc khi
dua vao s dung cho ngudi bénh, cac may BGM
can dugc cd s@ y té xac nhan lai d6 chum va do
chinh xac néu nha san xuat da céng bd. Khi cg
sG y t€ sir dung may BGM véi muc dich st dung
khac véi cdng bd cla nha san xudt can phai thdm
dinh phugng phap trudc khi s dung. Muc dich
cudi cling la d€ dam bao an toan cho ngudi bénh.

Trong 6 dong may BGM tham gia nghién cru
c6 may 1 va may 2 sr dung cung nguyén tac do
vGi enzyme Mut.Q-GDH, may 3 va may 4 si
dung cung nguyén tac do vGi enzyme FAD-GDH,
may 5 va may 6 st dung cung nguyén tac do Vi
enzyme glucose oxidase (GOD). Trong doé co 4
dong may dugc nha san xuat cong bé sir dung
dugc cho co s@ y té déu sir dung enzyme GDH
(mdy 1 va mdy 2 sir dung Mut.Q-GDH, mdy 3 va
may 4 st dung FAD-GDH), 2 dong may nha san
xuat cong bo chi sir dung cho muc dich tu theo
doi ca nhan déu sir dung enzyme GOD. Trong 3
dong mdy dugc danh gid dat tiéu chudn theo
CLSI POCT12-A3 déu sir dung enzyme GDH (may
1 va may 2 s dung Mut.Q-GDH, may 3 suf dung
FAD-GDH).

Trong 3 may cd do chinh xac dugc danh gia
dat c6 2 may: may 1 va may 2 véi cung mét
c6bng nghé cé do chéch tuang quan nghich véi
hematocrit, may con lai cho thdy su khéng bi
anh hudng cua do chéch bdi hematocrit. Ngudi
st dung can phai chu y kha nang anh hudng cla
hematocrit Ién d0 chéch cla két qua, dac biét &
nhitng d6i tugng c6 bénh ly hoac sinh ly (mang
thai) lam giam Hct.

Do han ché vé ngudn lyc nén trong nghién
cttu nay chung téi chi ti€n hanh danh gia dugc 6
dong may dudng huyét nhanh ngau nhién
thudng dung tai cac cd s§ y té cd khoang Hct
bao pha bién d6 0-70%. VG&i 6 dong may dugc
khao sat, ching téi chua danh gid tdng thé cla
rat nhiéu dong may dudng huyét nhanh dang cé
trén thi trudng, day chinh la han ché clia nghién
ctu. Bén canh dé quén thé nghién cu da s6 cd
Hct > 30% nén chi thdy mot phan su anh hudng
clia Hct Ién do6 chinh xac cla xét nghiém dudng
huyét nhanh.

V. KET LUAN

Trong 6 dong may dugc khao sat trong
nghién clu dugc chon mot cach ngau nhién
trong s6 cac dong may da va dang dugc dung tai
cac cd s y té vdi 4 dong may dugdc nha san xuat
cong b6 st dung dudc cho ca sG y t€ (ké dan)
va 2 dong mdy nha san xuat cong bo chi sur
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dung cho ca nhan tu theo doi (khéng ké dan)
dudgc thdm dinh phuong phdp theo CLSI
POCT12-A3 cho muc dich s dung cho nhiéu
ngudi tai cd s@ y t€ cd 3 dong may co két qua
dat tiéu chuan theo CLSI POCT12-A3, ca 3 dong
may dat chudn nay déu thudc nhém dugc nha
san xuat cong bo s dung dugc cho cd sG y t€
(ké don). Trong 3 dong may dat chudn theo
CLSI POCT12-A3 c6 2 dong may cho thady cd do
chéch tuong quan nghich véi Hct va 1 dong may
¢ do chéch khong bi anh hudng bdi Hct.

Pa s6 cac dong may BGM dang luu hanh
trén thi trudng dugc san xudt theo tiéu chuén
ISO 15197, v&i muc dich sir dung dé tu theo ddi
dudng huyét (khdng ké don). PE dam bao an
toan ngudi bénh, cac cd sG y t€ nén thuc hién
xac nhan phudng phap doi vgi cac dong may
dugc san xuat danh cho muc dich ké don hoéc
thdm dinh phudng phap ddi vdi cac dong may
danh cho muc dich khong ké dan trudc khi dua
vao st dung. Ngu@i sir dung nén chi y kha nang
anh hudng cia hematocrit 1én do chinh xac cla
két qua.
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