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Tong quan

Nhrng ndm gan day, co rat
nhiéu n6 Iyc dé nang cao két
qua xet nghiém, dac biét la cac
van dé lién quan dén:

Kha nang trao doi thong tin
Kha nang theo doi

Tiéu chuan hda

Pong bo hoa

A\

°Muc tiéu cua bai trinh bay nay la
cung cap nhirng tw duy va hoat
dong hign tai trong nganh lién
quan dén viéc cai thién két qua
trong trao ddi théng tin
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1. TRAO BOI THONG TIN

Khong phai tat ca cdc mau phdm tham chiéu
déu dugc xac minh vé kha nang trao doi thong tin
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2. Kha nang theo doi
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Uncertainty

Figure. A generic calibrator traceability flowchart. Based on ISO 17511:2003 Fig 4.2.2.
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2. KHA NANG THEO DO
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2. Uy ban Phdi hop theo ddi phong xét nghiém y khoa -
Joint Commission for Traceability in Laboratory Medicine -
(JCTLM)

 Chi dan EU yéu cau theo doéi do lrong chan doan 1am
sang dé chuan hoa “dwoc phé chuan”

* JCTLM duwoc thanh 1ap boi BIPM, IFCC va ILAC
- Hop tac v&i tat ca cac nha dau tw

« C6 thé theo ddi theo tiéu chuan S, nhwng chua duoc sy
dong y tham chiéu v&i céac tiéu chuan quoc té khac
(chang han nhw tiéu chuan don vi ctia WHO vé hoat dong
sinh hoc)

> Muc dich cla té chirc JCTLM la thwe hién va hé tro thiét
Iap kha nang so sanh, trao d'0| két qua xét nghiém y khoa
& mirc dd tin cay trén toan cau
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2va 3. Cosodirliéeucua JCTLM
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3. Vi du vé sw chuan hoa

Théng so6 do | Phwong Céc tiéu Cac Lab
phap do chuan tham khao

Cholesterol |Yes x 3 Yes x 5 Yes x 13
HbA1c Yes x 2 Yes x 2 Yes x 4
Bilirubin Yes x 4 Yes x 1 No

Free T4 Proposed Yes x 1 No
Testosterone | Yes x 2 Yes x 2 Yes X 6
Vitamin D Yes x 1 No No

Dua vao co sé dir liéu nghién clfu JCTLM ngay 10/8/2011
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4. Sw hoa hop
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4. S hoa hop: Quy trinh chung

Prioritized Measurand

l

W

] Panel of samples
Assessment Study:
Y from healthy and
Raviow of 1. Evaluate current degree diseased individuals
) > of measurement < _r
Literature equivalence Exlst!ng or
2. Determine whether candu_:late reference
harmonization is possible materials
Manufacturer's
- | Data | internal
« Redefinition of | Analysis | calibrators/controls
measurand '
+ Reevaluation of l
b N Harmonization is Y
0 es ki
~—A ccmialy | — 22 | Hamonizato
. Improved achievable
measurement
procedures if
needed

Equivalent Clinical Measurement Results
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4. Sy hoa hop: Mét irng dung thuc té

* HGi nghi:

Hoi nghi Phwong phap sac ki khéi phd khu
v Chau A Thai Binh Dwong

« Chu toa:
Danny Sampson & CS Ho

* Ngay:
Thang gieéng, 2010 tai Hong Kong -“Phuong phép séc ki khéi phé da tré thanh
mot trong nhirng cong cu quan tron trong
cac phong xét nghiém phan tich vé1 pham
vi img dong rong rai”” Sac ki khoi pho ngay
Can mot thda thuan gitra cac xét nghiém. 9 thang 3 nam 2011

st dung phuonwg phap sac ki khoi phd

* Thao luan:

«Nhiéu tmg dung 1am sang lién quan dén
 Khai mac hoi nghi: Héa Sinh Lam Sang
Th bay ngay 16 thang 01 nam 2010

Ly tudng dé phat trién cac phuong phap
tham chiéu
RMIT University 2011 Vietnam Chemical Pathology Course 11



4. APFCB MS hoa hop voi WG

APFCB

HOi dong khoa hoc APFCB

APFCB - MSHWG

Nhom du an Testosterone

Nhom du an ti€p theo
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Pwoc gioi thiéu tai Seoul 2010
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4. Tal sao chon Testosterone?

- Steroids ban dau

* Pon gian héa theo mét phan
tich

- S6 lwong phong Lab nhd

- Dé kiém soat hon déi v&i dw an
tién phong

* Hién tai chwa c6 nhém nao xét
dén testosterone

- Kho phan tich déi v&i nhi va ni
* Pac bjét quan tam b&i 3 nhém
chu yeu
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4. Dinh nghia dw an Testosterone

“Day la dw an dong b6 héa nong do
totesterone trong mau huyét thanh st dung
phuong phap Sac ki long khoi ph6é (LCTMS)”

2011 Vietnam Chemical Pathology Course



4. Muc tiéu cla viéc dong bd hoa

1. D& cung cap théng tin chi tiét vé sy khac nhau khi do
Testosterone bang phwong phap LCTMS gilra cac
phong xét nghiém tai khu vwc Chau A Thai Binh
Dwong

2. BDé dong b hoa két qua testosterone thong qua viéc
str dung mét bd hgyét thanh hiéu chuan chung da
duwoc thong qua bang phwong phap tham chiéu

3. Bé dong bo hda khodng tham chiéu clia testosterone
trong huyét thanh & cac nhom gioi tinh khac nhau, tuoi
khac nhau tai khu viec Chau A Thai Binh Duong
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4. Ké hoach dong bd héa

Hinh thanh nhom lam viéc theo twng dy an

W

Tuyén md cac phong xét nghiém tham gia chwong trinh

Lwu lai théng tin vé testosterone trong huyét thanh bang
phwong phap LSTMS cua cac phong xét nghiém tham gia

D. Panh gia hiéu qua ban dau — Giai doan |
E. DPong bd vé dd chinh xac cua thédng s6 — Giai doan |

Pong bd vé pham vi tham khao cia thong so - Giai doan |l
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A. Hinh thanh nhém lam viéc cua du an

Thanh vién: Khu vwc:
Trish Anderson - ASE - Hong Kong
Brian Cooke — Royal Perth Hospital
Jan Gill - RCPA QAP

Ronda Greaves — RMIT University
Dr CS Ho — Prince of Wales Hospital
Kirsten Hoad — Royal Perth Hospital
Kiyoshi Ichihara - Yamaguchi University Queensland
John Joseph — QE2 Singapore
Katsuhiko Kuwa — Japan Meteorology Victoria
10.Tze Ping Loh — National University Hospital
11.Brett McWhinney — Royal Brisbane

Japan
South Korea
NSW

New Zealand

©® NO Ok Wb~

©

Western Australia x 2

12.Michael Rennie — PM separations ~ .
13.Danny Sampson - RPA Cong ty ho trq:

14.Prof Junghan Song — Seoul National  Agilent Technologies

University Bundang Hospital
y g p . ASE

* PM Separations

- RCPA QAP Chemical Pathology
Program

15. Trevor Walmsley - Canterbury Health
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B. Tuyén mo cac phong xét nghiém tham gia

Cé 7 phong Lab dang st dung phwong phap nay:
*Hong Kong

- Korea

* Melbourne

*New Zealand

* Queensland

* Western Australia x 2
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C. Lwu trr thong tin vé testosterone trong huyét thanh
bang phwong phap LCTMS cua cac phong xét nghiém
tham dw

Cau héi Tém tit cau tra 10i

Vit liéu chuan ciia testosterone:

Nguon 1: Lipomed,2: WEQAS, 3-4: Sigma

P tinh Khiét 1:>98.5 %, 2: 99%, 3: >98%

Chat dong vi testosterone: D2 Testosterone

Nguon Cambridge Isotope Laboratories Inc.

P tinh khiét 98%

Cac vi tri danh dau 1,2

Ma tran hiéu chuin Stripped plasma Foetal Bovine hoac stripped
serum

Nguon 1:Sigma, 2:WEQAS, 3:Sera Care Life Sciences,
4:In-house
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C. Lwu trir thdng tin vé testosterone trong huyét thanh
bang phwong phap LCTMS cua cac phong xét nghiém
tham dw

CAu hoi Tém tit cAu tra loi
MRM cho dinh lwgng 289 > 109 or 97

MRM cho x4ac minh két 289 > 109 or 97
qua

MRM cho testosterone (291 > 111 or 99
dwoc danh dau
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D. Danh gia hiéu qua ban dau — Giai doan |

D0 chinh xac, d6 chinh xac gitra cac mé va hiéu qua tuyen
tinh sé dwoc danh gia thong qua Chwong trinh NOi tiét
RCPA QAP trong giai doan 12 thang
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D. MS-HWG: Két qua Testosterone umol/L

Mdrc dé 1 2 3 4 5 6
Muc tiéu 1.1 4.8 8.4 12.1 15.8 19.4
lab A 0.9 4.8 8.4 12.1 16.9 19.4
1.0 5.2 8.4 11.2 16.4 18.7
lab B 1.0 5.3 8.7 21.5
1.1 5.2 9.0 12.5 17.5 19.4
lab C 1.0 4.8 8.6 12.0 16.9 19.6
1.1 4.8 8.8 12.6 15.4 19.1
lab D 1.2 5.0 8.8 12.3 16.2 18.7
1.2 5.0 8.3 12.1 16.2 19.4
Trung binh 1.06 5.01 8.63 12.11 16.50 19.48
SD 0.1 0.20 0.24 0.46 0.67 0.88
CV % 10.0 4.1 2.8 3.8 4.1 4.5

RCPA QAP Cycle 35

RMIT University
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4. Cap nhat tinh hinh duw an

Hinh thanh nhom lam viéc theo twrng dy an

A V4
B. Tuyén mé cac phong xét nghiém tham gia chwo’nv

trinh

C. Luwu lai thong tin vé testosterone trong huyét thanh
bang phwong phap LSTMS cua cac phong xét nghi€m

tham gia /
D. Panh gia hiéu qua ban dau — Giai doan |
E. Ddng bd vé dd chinh xac cla théng s — Giai doan |

F. Dong bd vé pham vi tham khao cua théng sb - Giai
doan llI
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F. Dong bd hda khoang tham chiéu

- Céac nghién clru riéng da dwoc phat trién hoac dwoc dé cap dén:

- NGHIEN ClPU VE KiCH THICH TO O TRE BE NON
—Lién hé v&i cha me cla tré so sinh < dwoi 32 tuan dé dwoc sw dong vy,
cling co thé lién hé ngay khi sanh hoac truwéc khi sanh - 192 (56.1%)
trwdng hop da déng y
—Thu thap mau toan phan cla tré & cac ngay 1, 4, 7, 14, 21, 28 va 42, cung
v@i cac mau mau thuwdong quy
—Cho dén dot kiém tra thang 4 ndm 2011, da c6 490 mau da dwoc thu thap

Samples collected per patient

80
70
60
50
40
30 A
20 A
10 -

B

patients with 1 patients with 2 patients with 3  patients with 4 patients with 5 patients with 6
sample samples samples samples samples samples
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4. Boéng bd hoa: Quy trinh chung

Prioritized Measurand

W

yanel of samples
from healthy and
diseased individuals

Assessment Study:

Review of 1. Evaluate current degree
Literatur of measurement
""""""" equivalence

2. Determine whether
harmonization is possible

Existing or
candidate reference
materials

Manufacturer's

.

L Data | internal

. Ftedeflnltlcudn of IL Analysis \calibrators/controls /

measuran
+ Reevaluation of l

ITESSNETIETE N Harmonization is

o S

ccmicaly
+ Improved achievable

measurement

procedures if

needed

Equivalent Clinical Measurement Results

RMIT University 2011 Vietnam Chemical Pathology Course




Tién trinh dong bd hda tai Viét Nam

Mot vai dé nghi:

- Kiém tra hwéng dan st dung - package inserts dé theo déi,
chuan hoa

 Chon Iya cac vat liéu kha thi

» So sanh két qua ndi kiém chuan va ngoai kiém chuan gitra
cac thiét bi va giltra cac phong thi nghiém
- Yéu cau cac thdng tin trong nganh

> Hinh thanh hoi déng kiém chuan ndi dia VD: VACB va/hoac
Hoi k§ thuat. ..
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P Pve:

- Pat dwo'c dong b héa va tiéu
chuan héa xét nghiém Iam sang
dé co6 thé trao doi két qua giira cac
phong xét nghiém

- Piéu nay sé gitp dé dang hon
trong viéc doc cac ket qua cua
Bac silam sang va Bénh nhan

RMIT University 2011 Vietnam Chemical Pathology Course
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