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W OE:BHB ME 4RI F C(CysC) R A 6945 & B An e 5 JE, AR BN BT (6) KB AT R B
MFAFLENRMNRAA, L BGRXANRTLEEFN. FHix AEZFHE RS LFFM 4 A CysC KA
(AB.C.D)#y Rt % B (CVY0) i@ i ml 8 2016 S Tt & = 8 L3 CysC J B &9 5 MFA KR 0 &R A & 691k
& (Bias?) it Pt 2 TR R LG B AF 2 Z(TEO) A BA B F 2 B 4738 2 (QGD , 2 4) B4 35
e AT ERBITRERSN, AN EORBERSORANERFTEARECERIE. FHRER ERTRECER
ERAMAE RAGIEIE, R 45 CysCRAMNAB.C.DIMREEE > A 6.11%.5.39%.3.13%.,
3.66% AmtE oA A& 4.63% .4.42%.5.38%,1.09% , A& I K F 5 H] & 4. 156.4. 756.7. 876.7. 906, A B X #
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The application of the Six Sigma theory in the performance evaluation of the four cystatin C reagents
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Abstract: Objective To determine the accuracy and accuracy of 4 cystatin C (CysC) reagents, to initially
select a suitable detection system according to the Six Sigma parameters for the new development projects,and
to evaluate the selected reagents comprehensively. Methods Imprecision (CV %) of 4 kinds of CysC reagents
(A,B,C,D) were evaluated with mixed fresh serum of patients,the bias of each kit (Bias% ) was evaluated by
measuring 5 specimens of the CysC project 2016 Health Planning Commission interventricular quality assess-
ment,the total allowable error (TEa) from Health Planning Commission interventricular quality assessment
was used to calculate the Sigma value and quality target index (QGI), sigma verification diagram was ren-
dered,and the results were compared. The linear range verification, interference experiment, clinical reporting
range verification and biological reference interval validation were carried out for the highest sigma kit. Results

The CV value of four kinds of CysC reagents(A,B,C,D)were 6.11%,5.39%,3.13% and 3. 66%. The val-
ue of bias were 4. 63% .,4.42% ,5.38% and 1. 09%. The sigma value were 4. 156,4. 756,7. 876 and 7. 90s. The
quality target index(QGID) of A and B were 0. 50 and 0. 55, The sigma performance verification diagrams indi-
cated that the reagent A and B were at good performance level and reagent C and D were at the world class
level,D was the best one. The linear range validation,interference test,clinical reportable range validation and
biological reference interval validation of D reagent were carried out, which all accorded with the declaration
and clinical needs of the instructions. Conclusion The performance verification of Sigma can directly reflect
the difference of performance between different reagents,and can be used for the preliminary screening of the
kit.

Key words:cystatin C; six sigma; quality target index; precision; bias

EEBN . Z5. 5. ZERRI. EENHER W RERE. & BEEE.Email:1239113289@qq. com,
A5 AR R 5 ALU L R AF S VAR F LS TE 4 Fhbe I F C SRk R i BT . [ B 38 1S 2 A% 7, 2018, 39.(5) : 591-594.



e 592 EFRA I E ¥ 22 7% 2018 4 3 A % 39 %4 5 # Int J Lab Med,March 2018, Vol. 39,No. 5

Wit A P 2 R I R i DR X A 36 00 H 1 5 SR AN
R 88 00 ARG 56 R A A 8 B O R B B AR I 3 H , n ] 28
T e DA AR 22 35 7R 7 R B M RE R A A R
CL A B 00 H IR () SR T . AR 1 (o) R IE A4
A BCHE AR UE 22, 3K B 66 0 T & A5 vE DLW A T 4 7
MR AT R 304 L 60 R AE Y I R G
55 350 H PR RE B R G D 2R B RS R L R R 4
B AVFRZ AT AL BB L5 A H IR R I &R 4 1
AE » 75 WL HiL PP A 4G 0 1 i 10 KO o 45 A V4 R D 08 SIE
L AR B A A5 R R K OF L Ry S5 0k B R
EARERL AR IR . A gE 4o A b SCRik[ 1, 3-6 1, %t
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A GRS HIEE K 0. 57~1. 01 mg/L, # ik
F e 3R HE S 2 Y HE ) > 20 Y6 o 2 35 X (A 561 2k
IR ORI A E RS e E i R

2 % S
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K1 4#CysCHRAZNEE IBZEMERDEILR
R £ 4 B Bias( %) CV(%) P A% B (B

A 4.63 6.11 4.15

B 4.42 5.39 4.75

5.38 3.13 7.87

D 1. 09 3.66 7.90
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YA FF ARG 85 B (CV/TEa) 2 i Ak B 22 6 7 v 4k
40 VG A 1 B 1T 4 s R0 B 9 b ofE Ak 1 B 56
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2.4 A MR I IR 25 R
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ZH R =0.999 6(P<<0.05),MIAFERlY =
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£2 CysCRAEDZMBERIILER

W 5E 14 (mg/L) T (mg/L) LEEZD)
0.51 0. 50 2.00
3.00 2.875 4,35
5.30 5.25 0.95
7.86 7.625 3.08

10. 09 10. 000 0. 90

2.4.2 TR B H W EFE 10. 89 mmol/L
DIF  MIHZT 29k BE7E 116 pmol/L LR, i 21 3 119
JETE 5 g/ L DAUF B, 0 45 231 [l 5 45 > 90 04 5 <<
110 % A7 A R B A 45 g f i, L3 3~5,

£3 CZEHEATHZIRER
=Bt H i (mmol /L) W52 {8 (mg/L) BIE (mg/L) - [ (%)

0 1.58 1. 60 98.75
2.92 1.59 1. 60 99. 36
5.82 1.58 1.60 98.75
10. 89 1.74 1. 60 108. 75
21.39 2.03 1. 60 126. 88

x4 BOFHIBEER
ML AW g/ P (mg/ L) BUYME (mg/L) - MR )

0.10 1.39 1.40 99. 29
0.73 141 1.40 100. 71
1.27 1.37 1. 40 97. 86
2.48 1.37 1. 40 97. 86
5.00 1.41 1.40 100. 71
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x5 HEFHERER

SHZLZ MR EE (umol /L) 58 (mg/ L) HUHME (mg/ L) [ (20)
0.0 2.62 2. 60 100. 77
28.8 2.55 2.60 98. 08
57.0 2.61 2. 60 100. 38
87.2 2.72 2. 60 104. 62
116.0 2.84 2. 60 109. 23
=6 RABBEIRER

T R KL i RefG 45 R (mg/L) - BUIE (me/LD) W2 (00
1 4.5 4.5 0. 00

5 0.91 0.9 1.11
10 0.5 0.47 6.67
15 0.32 0.3 6.67
20 0.25 0.23 8.70
25 0.21 0.18 16.67
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T H & R IR . i a0 SR DA R A RS L OE
L0 S N NI = R 1 7R i sl 1 B
174 PP 8 23 TR 28 2 0 B RORS O AN H R R R
B LA 21 o B 2 = % B gt ¢ PR M . G s 2 B O
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