NGHIEN CUU DANH GIA HE THONG KIEM TRA CHAT LUONG XET NGHIEM TRIEN KHAI
THEO KHUYEN CAO CUA HOI HOA SINH LAM SANG Quéc TE

PAT VAN DE:

Vai tré cua Xét nghiém phuc vu bénh nhan va cac
bac sy ldm sang trong viéc thdm kham, tam soét, chan
doan, diéu tri, theo déi va tién lwong bénh that 1a vo
cung quan trong Néu két qua xét nghiém chinh xac se
gilp ich rat nhiéu cho 1dm sang. Nguoc lai, néu khéng
chinh xac sé phan tac dung, lam lac hu’o’ng lam sang,
rat nguy hiém.

Lam sao dé két qua xét nghiém dwa ra bao dam chat
lwong, gdp phan hé tro tét cho céng tadc cham séc sirc
khde ngudi bénh 1a ndi tran trd cha ngudi lam cong tac
xet nghiém.

Ngoai nhi*rng nd Iwc cla ca hé thong nganh y té, thi
nd lwc cla tlrng co so dé nang cao chat lwong xét
nghiém 1a yéu té ndi lwc then chot.

Vi vay chung tol thie hien dé tai nay nham muc dich:

1. Trién khai hoan chinh hé thong Kiém tra chat
lwvong xet nghiem theo khuyén céo cla Hoéi Hoé sinh LS
Quoc té (IFCC: Intenational Federation of Clinical
Chemistry and Laboratory Medecine) tai mét co so:
kKhoa xét nghiém, Bénh vién da khoa An sinh, quan Phu
nhuan, Tp H6 Chi Minh.

2. Nghién clru danh gia két qua cda hé thong nay
trong hoat dong thurc tién.

VAT LIEU VA PHUONG PHAP NGHIEN CUU:

ThL_J’C h|en theo khuyen cao cua HoOi Hoa sinh lam
sang Quoc té (IFCC) (1, 2, 3, 4)

1. VAT LIEU:

Cac loai mau xét nghiém kiém tra: Tién hanh v&i da
loai mau, du loai xét nghiém, v&l cac vung gia tri xét
nghiém cé thé gap trong lam sang:

- Mau cb két qua am tinh va cd mau duong tinh (Vo
xét nghiém Binh tinh)

- Mau cé gia tri & viing binh thwdng va bénh Iy (voi
xet nghiém binh lvong).

Cu thé slir dung vat liéu cac mau xét nghiém kiém tra
nhu sau:

- Precinorm U (hang Roche): Control Code PNU 300,
Lot: 179596, han dung thang 02/ 2010, cho cac xét
nghiém sinh hoa, dién gidi, & ving ndng dd binh thuwdng
(level 1)

- Preciparth U (hang Roche): Control Code PPU 301,

Lot: 179596, han dung thang 02/ 2010, cho cac xét
nghiém sinh hod, dién gidi, & viing néng dd cao, bénh Iy
(level 2).
- PreciControl Universal (hang Roche): PC U1 Code:
1806795, Lot: 181716, han dung thang 12/ 2009, cho cac
xét ngh|em ndi tiét t6, & vung noéng dé binh thudng
(level 1).

- PreciControl Universal (hang Roche). PC U2 Code:
180678, Lot: 181716, han dung thang 12/ 2009, cho cac
xét nghiém nai tiét td, & viing ndng dd cao bénh Iy (level 2).
- PreciControl Tumor Marker (hang Roche). PC TM1

VU QUANG HUY
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Code: 179930, Lot.181518, han dung thang 09/ 2009:
cho céac xét nghiém chi dau ung thw ving ndng dé binh
thwong (level 1)

- PreciControl Tumor Marker (hang Roche): PC TM2
Code.. 179931, Lot.181518, han dung thang 09/ 2009:
cho cac xet ngh|em chi dau ung thw vung nong dé cao
(level 2).

- PreciControl HBsAg Il (hang Roche); PC HBSAG
111 Code: 150465, Lot: 150515, han dung thang 10/
2009: cho xét nghlem mién dich huyet thanh hoc viém
gan siéu vi B amtinh.
- PreciControl HBsAg Il (hang Roche). PC HBSAG
112 Code: 150466, Lot: 150519, han dung thang 10/2009:
cho xét nghiém mién dich huyet thanh hoc viem gan sieu
vIB duongtinh.

- PreciControl Anti- HCV (hang Roche): PC A-HCV1
Code: 150368, Lot 150371, han dung thang 9/ 2009: cho
xet nghiém mién dich huyét thanh hoc viém gan siéu vi
C amtinh.

- PreciControl Anti- HCV (hang Roche): PC A-HCV?2
Code: 150369, Lot 150371, han dung thang 9/ 2009: cho
xét nghiém mién dich huyét thanh hoc viém gan siéu vi
C duong tinh.

2. DOl TUONG va PHUONG PHAP:

2.1. POl TUONG: ap dung cho mol ddi twong bénh
nhan: thwc hién trén déi tvong toan bd cac loal xeét
nghiém cung cap cho ngudi bénh.

2.2. PHUONG PHAP;

‘NGUYEN TAC THUC HIEN XET NGHIEM NOI
KIEM TRA CHAT LUONG (Internal Quality Control):

2.2.1. Qui trinh thuc hién Xét nghiém néi kiém tra
chat lwong: hoan toan ding nhu thwe hién xét nghiem
cho benh nhan: chuan bi may méc, thiét bi, hod chat,
mau dua vao, tién hanh xét nghiém va tra két qua.

2.2.2. Tan sudt: tién hanh lién tuc thwdng xuyén (ké
ca ngay nghi)

2.2.3. Phwong phap danh gia két qua xét nghiém
kiém tra chat lwong (KTCL):

S dung pham mém danh gia kiém tra chéat luvong:
MedLabQC, phien ban (version) stand-alone 3.217

Tat ca cac két qua (KQ) xét nghiem kiém tra duoc
théng ké, tinh toan theo céc théng sbé kiém tra chat
lwong, d0| chiéu vdi gia tri cho phép, tinh ra gié tri trung
binh (M: mean), dd l&ch chuéan (SD: standard deviation)
va hé sb blén thién (CV: coefficien of variation) va ve
thanh breu do Levey Jenning gilp theo d6i khdng chi cac
sO liéu két qua xét nghiém rieng ré ma toan b cac sO
iéu, cho phép danh gia hé thong ‘qua trinh qua thoi gian
va ap dung he théng danh gla két qué xét nghiem kiém
tra chéat Iuo’ng theo nquyén tac Westgard chap nhan hay
loai bd két qua kiém tra. (1, 4, 5)

Chi khi KQ KTCL dat yéu cau mdi duoc thwe hién
xét nghiém cho bénh nhan




Néu KQ KTCL khdng dat yéu cau, phéi thuc hién cac
qui trinh khac phuc: may méc, hoa chéat, xac lap lai
dwdng chuan (calibration),... cho dén khi dat yéu cau
ma1 duwoc thwe hién xét nghiém cho bénh nhan.

Xac dinh "Gi¢l han cho phép” (acceptable ranges)
phu hop:

- Khéng thiét 1ap Gidi han cho phép > +/- 3 SD

- Chi th|et lap trong pham vi Mean +/- 2 SD.

- Hé sb bién thién (CV) cho phép nén nhé hon bién
thién sinh hoc. ,.. ]

KET QUA NGHIEN CUU:

P43 tién hanh thwc hién ndi kiém tra chéat lvong voi
tat c& céac loai xét nghiém v&i cac nguyén tac néu &
ohan phwong phap tren day. )

1. KET QUA THUC HIEN XET NGHIEM KIEM TRA
CHAT LUONG: sau khi xr ly bang phan mém
MedLabQC. Gidi thiéu hinh anh vi du mét sd xét
nghiém:

1.1. Nhdm Xét nghiém Sinh hoa:

buwong (Glucose)
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3.1.4. Nhém Xét nghiém Mién dich Huyét thanh
3.1.2. Nhém Xét nghiém Dién giai hoc (Serology)
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3.1.5. Nhém Xét nghiém Mién dich Chi dau
thwr (Tumor markers)

Tumor Marker: T PSA
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2. TONG HOP BANH GIA KET QUA;
2.1. Nhom Xet nghiem Sinh hoa,

Bién giai:
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2.2. Nhém Xét nghiém Mién dich Huyét thanh hoc (Serology)
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2.3. Nhom Xet nghiem Mién dich: Nai tiét, Chi dau Ung thu (Tumor markers)
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KET LUAN:

Mét mé hinh hé thong Kiém tra chéat luong xét

nghiém d& duwoc trién khai theo khuyén cao clia Hoi Hoé
sinh 1dm sang qudc té (IFCC) tai khoa xét nghiém bénh
vién An sinh.
'\Ighlen ctu danh gia két qua hé thong nay cho thay
Két qua xét nghiém mau ndi kiém tra thudc cac nhém
khac nhau: Sinh héa; Bién giadi: Mién dich: Noi tiét t6
(Hormon), Huyét thanh hoc (Serology), Chi dau Ung thw
(Tumor markers) dat yeu cau:

- Két qua mau kiém tra ludn dat gia tri cho phép, va
hon nira nam trong pham vi +/- 2 & 1éch chuén (SD) so

vol gla tri dich. Mol tru’cfng hop két qué kiém tra khong
dat déu phai dwoc xir ly, khac phuc cho dén khi dat yéu
cau moi duoc thye hien xet nghiem cho benh nhan.

- He sO bién thién (CV) céc xét nghiém hau hét thap,
chi yéu tlr 1,8 dén dwdi 5%; nhd hon hé sb bién thién

sinh Iy
BAN LUAN

H& théng Kiém tra chét lwong xét nghiém nay ket
hop vol chuwong trinh Ngoal kiém tra chat |lwong

(External Quality Control) cua Australia (RC

DA Quality

Assurance Programs) gilp phat hién va khac phuc cac
sal x0t xét nghiém do cac nguyén nhan khac nhau tw



may méc, hod chat thude thir dén céc qui trinh thao tac
thwe hién xét nghiém. Can Iwu y kiém tra chat ché va
tuan thu hon nira theo luat westgard. Thwc hién thuwdng
xuyén lién tuc céng tac nay gop phan duy tri dam béo
chat lwgng xét nghiém phuc vy nguol bénh tal Bénh
vién noi riéng va khach hang bénh nhan moi doi twong
trén dja ban thanh phd va vung 1an can néi chung.

SUMMARY:

An Internal Quality Control (IQC) system was
established according to IFCC (Intenational Federation
of Clinical Chemistry and Laboratory Medecine)
recommendation. Evaluation of this system showing
consistant results within acceptable ranges of +/- 2 SD
comparing with targets values. This [QC system
iIncombination with the External Quality Control (RCPA
Quality Assurance Program) of Australia ensuring
Laboratory Results in serving patients and doctors who
using Laboratory services.
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