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Evaluation of Uncertainty in Measurement of Routine Coagulation Items
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Abstract: Objective To evaluate the measurement uncertainty of conventional coagulation items, and to explore the feasibility of evaluating
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measurement uncertainty using indoor quality control (IQC) and proficiency testing data.Methods With reference to the CNAS-TRL-001 document,
collect three levels of 1QC data from September 2017 to August 2018 and six capacity verification data organized by the Clinical Inspection Center of
the Ministry of Health from 2016 to 2018. Evaluation method, to assess the relative extended uncertainty of prothrombin time (PT), international
standardized ratio (INR), partial thromboplastin time (APTT), and plasma fibrinogen concentration (FIB).Results The uncertainty of each item from
level 1 to level 3 is: PT (11.02; 11.91; 13.10), INR (13.94; 14.67; 16.26), APPT (12.22; 13.97; 13.24), FIB (16.17; 15.76; 15.48).Conclusion The
IQC and proficiency testing data are used to evaluate the uncertainty of conventional coagulation items in line with the requirements of CLIA, 88

target measurement uncertainty. It is a simple and easy evaluation method with good application value.

Key words: Uncertainty;Coagulation items;Proficiency testing data

TR AN S R A A B R Bl 2 LAY
SFHCE R PRUEI 2 R e R A S,
ANHff A B R FH Ak I A X P R AT G
PR AT AN R A0, 15 Y 0 o A 2 R A
W25 AR . 5o o0, I ANA e s PR
R 25 S G R RS . (PRS0 s - i FRe ) 2
PRBER )G 1, S50 3 0 Ak o A rp TR
R it A D) 7% 0 U AN A
2012 A E G T B 58N T 22 1 23 (CNAS) K i
T CNAS-TRL-001 3¢ B, Zpad T “A LT
(top-down)” 1 A R i I (down-top )" Wi ] 4
AN BE I s HEREAE T B B T
5 R AR SE A R A I 45 AN B, 1%
AR S A 28 S e iy A S e
ST 50 et PR A SC I P T2 B AN 2 ok
U8 S P I 6 A PR (R ML R 22) A A% ( R LR
25). ZFE R AR T S N IR AR
DU AN 2 B BRI 3 i As . S = N s
b INC IEWAL 01 €I EN RN =a (]2 N = o N (T§ S A e
o0 A B AN B B R TR 3 ikt
HIES Y FUAREY) L (CRM) JBE I RE R 52
FEB RN RIPRFY (1973.2-) , 2, REEA AR, B AR, F= 2N
RIS IR A

I LA . FESERR TAE M, H RS s = AR MR
HUgE M5t 5 () CRMA, H 58 I I RAE AR PP 2o 78 S
FAXTAE A, HA 2 N8 R BE ) S i e 2 LS
55 % LR 2 ARl . AR S5 1P il A
1 7 o5 A DG SCR 1 18 2 5K S 7 1R B9, R 8 9 4%
LRE S S , PR B AEE T H PT INRAPTT,
FIB AT BE P T, BB an T o

15 A*E

LIAPRE s ah i 3 A AR 2wl A2 7 % Lyphochek
Coagulation Control Levels 1,2and 3;PT &£ 5l 14
BRI A PRt

1.2 {4# 5187 HZR Sysmex 23 H) 4771 CS5100 4=
H ZhEEIM BT, X7 S A HE S R Siemens Health-
care Diagnostics Products GmbH 4 P~y E =i . %
HRASCER B AR ER R FRAA  AARIR S R A7
1377k S (BE2E e = - AN o B 1T
523K ) (CNAS-TRL-001:2012)™, W4k 2017 4F 9
H~2018 4F 8 J 3 MK 1QC ¥, 1AL E
PRI =02/ i A NG < = R 7= s A =
2016~2018 4F TLAE w6 L ZHZUAY 6 UK PT Bids
VPRE WS 5 | A BN AN 2 BE o, THEARXTY
JRAHIEFE . BRI S hRUE B E R P TR N
oA M BB SRR, 2 N B R R 2 WK, BB Sk

165



e

|18 7 AR BE 547 L 2020 45 2 J1 55 33 #5545 3 1

Medical Information Feb. 2020 Vol. 33 No.3

BEAREAS HA 1 WK
1.3.1 SEH s Py I A MR 5 AR R S A E
B Gt ARSLEnEE 2017 4F 9 1 ~2018 4E 8 ] 3 4k

S 12 4 H B9 1QC B, 23 SR 0 (x) 52
6 2 It 42 B [s (Rw ) RTRR X6 52 56 2 0 42 B
[RSD(RW )], LM Fisf S 55 % 0 12 52 LA [ Rw) TR AR 5K
658 I 52 PR [RSD(RW)IERIUE - 5 i s2 3658
T 55 PR 5 A BRI S AN 2 2 [ Rw )RR X0 2
AN RE S (U (RW) AR . LR PESE PTLINR \APTT,
FIB B S5 2 P e 52 B0 5 | A0 A o 5
T [u(RW) PRSI AN 5 0 U RW)]

in

@?’ﬁ’&i&ﬁ%ﬁﬁ%ﬂﬂiﬁﬁ FHIE A 2 x
Y, i BN E(E, n IR @A

2 (xi—;()2
:ﬁz—fﬁﬁiﬁgwm
B MMEG A RIEAH Z B u(Rw), K :s(Rw)
Sy S 6 2 0 A2 B L u(Rw) 5256 28 P I 4 4 IRk
IR A E B s @A ua(Ry ) =RSD(R, )
= SLRy ) 10096755 52 % Ay 42 BLRE S| A B
X
X AN 5 B U (Rw ), 3 : RSD(Rw ) kg AH X 52
B 2 M I U (Rw ) A S5 28 P B B 5 |
BRI e AN R
1.3.2 M 5 | AR AS 2 B i Gei AR sk
49 2016~2018 4F T AR A 02021 6 1K PT
BAE, iFE PT.INR.APTT.FIB HifwA% 5] A &
AN E B 431 ucrel (bias ), P AL ZRUNT
ORI 256 2 STMAEFN PT 4 ZUE AL 2N

ﬁ,%%ﬁﬁﬁmﬁﬂ%@iﬁmﬁﬁ$ﬁw

cons,i

AR Pty i {5 U o B Shn S 4 25 Rk
PT E/‘Jmu%ﬁ;ccons,i y‘j$‘¥i’\ PT E/‘J/lx\y\ﬁ;brel,i ﬁfﬁﬁ(
PT 19 A0 X it 7 &2 fH . @3 28 2 RMS , (bias ) =

i l:)izrel
\/ 'T TR RS A AT 2 n Ry

PT Y%k ; RMS, (bias ) Sy FH XoF A4 77 ¥ 1 S 36 28 475 5
brel,i 4 H#.YK PT BAHX i far Sl ; @ AKX u, =

(cons,i )= RODR G155 Bk PT /A PR I B
vm

5B AE X I S AN 2 B 5 2 u(cons, 1) S BLEK
PT A VEL A I 2 2 I 5 | A X AN o
RSDg, ALK PT AAH XTI 2 30 s m S 2 ik
PT ML E H i ; @ U uy, (Cref) =

Z U, (cons,i )
———— 2R PT 2 AME R I 52
G BRIAR X IR AN 2 JEE 5 U una(Cref) 224K PT
N VNAEL A £ 5 B 5 | ARG I S AN 0 5 5 U
(cons,i) JEAYR PT A TAE RIS BUME S| BIAH
PO o . ® % A K ue, (bias ) =

\/RMS,, (bias |+u_, (Cref ) H45 i 451 A HOAT X
BB I 5 51 U bias) 4 1A B X
R FE sRMS, (bias) Sk A0 B 7 2 152 55 £
4 s Un( Cref) J 20 PT AR5 BLMER ] A
R A B 2

1.3.3 {H B MG & AR MR BGE 38 2 Ul =

VU, (bias |45, (R, ) FHEE AR 2 bR HE AT 5 e
(ucw) ; 2 uce(bias) A 25 5 1A A8 AH XTI 25 AS Al
FEJE 5 U (RW) Ry 256 28 PN 8 5 PR 5 | FR) A G
FEATHIE 5 Uge RIS AR EANHR E S
L3ATHEANY AT EE %5 U, =kxuc,, 1T
FEFAXTY AT E BE (U ) 5 ZUHY Up AT AN
B 72 B s uce R AR & PR MEAN I B sk ML F
BT % FIE A4, k=2 B, 423 HE 2% P=95% ] {5
X [H] o
2R

PT.INR.APTT.FIB 525 % il 2 &2 IR 51 A
I S AN FE u (Rw) IR 2 A B JE U
(Rw)ZEH L% 1;PT INRAPTT .FIB HRF 51 ARY
W12 AW R FE U (bias) 45 5% WL 25 AH X & ik i
AN RE FE (Uger) k=2 B, AT AN 12 B (U 25
R 3.

®1 XBEANEERESINWUNERHEE u(Rw) BT MERTEEE Ua(RwW)

biH X u(Rw) Ua(RW) (%)
L1 L2 L3 L1 L2 L3 L1 L2 L3
PT 12.05 36.40 55.60 0.29 1.22 2.38 2.40 3.35 4.28
INR 1.07 3.23 5.12 0.03 0.11 0.25 2.52 3.40 4.88
APTT 26.89 54.61 89.40 0.55 2.14 3.07 2.04 3.95 3.26
FIB 3.14 1.47 0.86 0.17 0.08 0.04 5.41 5.10 4.88
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IilE] RMS,(bias) U (Cref) U (bias)
PT 3.66 0.26 4.96
INR 4.03 5.10 6.50

APTT 4.19 5.42 5.76
FIB 3.18 3.50 6.01
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L1 L2 L3 L1 L2 L3 L1 L2 L3 (CLIA, 88 F5ifiE)
PT 12.05 36.40 55.60 5.51 5.99 6.55 11.02 11.97 13.10 15.00

INR 1.07 3.23 5.12 6.97 7.34 8.13 13.94 14.67 16.26 20.00

APTT 26.89 54.61 89.40 6.11 6.98 6.62 12.22 13.97 13.24 15.00
FIB 3.14 1.47 0.86 8.09 7.88 7.74 16.17 15.76 15.48 20.00
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