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[ Abstract])

Bias analysis on results of total protein detected with different reagents
Objective To investigate the comparability of total protein(TP) test results between two kinds of
reagents. Methods Based on the guideline of EP9-A2,eight samples with different concentrations were randomly se-
lected from the clinical samples and measured TP by two kinds of reagents for 5 d consecutively. All results were re-
corded and subjected to conduct the relative regression analysis. The anticipated bias (at medical decision level) and
its 95% confidence interval were calculated. To estimate the acceptability of the bias. Results The correlation coeffi-
cient of using two kinds of TP reagents was 0. 993 (> =0. 986) ,intercept(a) ;0. 362,slope(b) :0. 991, the regression
equation:Y=0. 991X+ 0. 362, without outliers of within-method and between-method, the bias of results were ac-
cepted in the range of the allowable error. Conclusion When analyzing the same test item by over two kinds of rea-
gents,it is necessary to evaluate the clinical acceptability to insure the accuracy and comparability by method compari-
son and bias estimation based on EP9-A2 document.

anticipated bias

[Key words] method comparison; bias estimation;

(X0 5 T Ay 5 AR AT 2 070 2L ) A T AR e A Sl A
ARG(Y) ., & MR AR DL 52 40 A 0 A3 % 2 A7 % M2k 30 5 R
I A H BB ALER o foa. s BEAT A HE, SR G T B 95
Yy B R P S ORAE R I A BEAT R AT E . KAl EP9-A2 3L

AR T AR AR CBR T BILA e PR 592 6 2 A BRI 05 ) I ZE0K L I R
S5 58 2 X T 9 A 1) T o A ) 2 I B T O X 3 )
F1— R F I B E . DL AIE BT 326 71T A9 1500 i 10 1 R 52 4 38
SR HTVERE A BEOR L B A AR A T 25 R A MER T . A XS E £

] I PR 52 30 2 AR R S 25 (CLSD EP9-A2 SCA4 X AR 5 i 4
B EH CTP IR AT P LA I B 3 500 0 5 205 2R 2 45 4 [
B 25 SRR A AE SR VF ISR N M T A R R ST L.
REWMTF .

1 #R5F&E

1.1 Bk S2Be{Y#%: A7 7600-020 4 A 3 A b4 HT1 . =
e & 4: . Roche(F ) A & e £ 7 . it 5 67402401, PFEAE &R
. B B ARAE A A AE RGN S L071234, B HEY) -
Roche 23 7] 2 BB W Ce. 1. a. ) L5 17272903, FEH5 40 Ik -
Beckman 2% &) Jf 45 1L 3 » L5 M603192 (fiK {EH) . M603193 (&
B . SEIBEA . $2 EPO-A2 SCHRH s bR A 43 H 4 8 1y A TR
B WA B 17112 TAT Bt 28 5 0 6 1L 335 4 A (L 8 90 [BLS 7T g

T E AR RS ED RIS 5 d DLk,

1.2 77 A Roche 24 G 5 H L 4 H 8 AL 4 AT AL — &
AL S L HLA W IR OK LA R R SN B R S

=

P 3 300 R T 3 X I 355 AR A R AT R T A L 0 )
HF:1~8,8~1, LA EHIRER 5 d(TLIAESD 404 40
FEAS . XFIRIHERR A 1 43 BT RLAE 2 b N 43 5 - i

1.3 B 54k

L3.1 FdsucsE RRACHBEA ANIRENSR.

1.3.2 % EP9-A2 SCAFESK Ay 9230 50 o A 6 8 1 A
A48 T 3 S TR A )RS 8 R v ) o 2 R S TR R A 5 L LA
A 5 B Y 2B FI W R B A 22 (H AT R g 8 M BRAE . 25 A 3
AL AERES LT A 2 AU KR S A 7SS
USROG . A TC BT AR R AT 2 1 B0 0E B T T A 3 4R M O R
Y=bX+a I KHERE r.

1.3.3 fERCSE WOs B LY 8l PF A5 R S8 R AR XU
R BME YD X fih S e R G AR AR S I e B (XD . 1)
S 2.Y BRI RERRMENE Y, X MANSHARS
FEREAS B E A (XD o IS PR AT LS B s 3 A B



+ 2088 - BREFHER200EF10AF7E% 19 H

Lab Med Clin, October 2010, Vol. 7,No. 19

B BT RE R LRELR.

1.3.4 ZHARZCOMELFE MRS X HomEEESE
& 0] HAE O R B OO MR A 3T 4 r=>0. 975 B =0, 95,
IR X JEFIAIE B X AR B 09 1R 22 0] B 500 0070 BT LA R
WU B B A ST AL EE b RTEEE a AT HE; Q0 <20, 975, 10
W 2P S 0 B RO Y

1.3.5 WA MmE X HWEXRE R REAESEES
B K (X4 1 TR 22 [Be = a+ (b— 1) Xe | B 22
95 % B9 AT A X 18] s H A M0 T 2 (B B ] = Be £ 25, +
1, Xe—a)’

2N 33(X,; —x)?

1.3.6 IGIRAT 42 MEREIMT LA 2E G IR S5 56 == ek i R 18
1E % (CLIA'88) fi J1 B 3F 1Rl 9 43 47 B 48 B2 R ML 2 1 8 A 3F
%22 (TEa) (1 U 43 Z — 1B S 7] B2 52 (89 ) W7 b o>, DA BR 2
SE KRR B Be SH 0 WG T 2R 495 i A 0 445 SR 2 75 T DU A
2 4 )
2.1 KA BITRESHRSECO R RE Y &
AR AT Y 2 [ A9 22 1 4 4 o {H Ol K 75 4% R G 1) 9 Ao 438
Bl o % B JG 7 125 P9 B0 R 5 38 o 3 B v R 0 IR U A ) 4k 22
B T 2 563 (T 60 A 25 495 () 00 2 445 2R TG 8 T
2.2 BEE W 1.2, M TP 78K [F R 2 G000 & 45 51
HIC AT LA 0 T R G I 2R M0 R BT IR A
BN BT SRS .

Bl ShAZHNEHBERRE

B2 ShAENTEHRESRE

2.3 WHRZKES RS TP NE 555 vE47 4 56 1105 2 #r

FHERE () =0.993,7=0. 986, T (a) =0. 362, 1K (b) =
0.991, F B EIH 7 #2.Y=0.991X+0. 362,
2.4 3 TP e 45 R B& 2 P KT b i T A 25 K B 5 X
F .25 R W2 1,

*1 TPHAHRERERFERXE

Bc95 % 1] 42 5% X [i]

WH Xe TE, 1/4 TE, Be

TR |- B
45 10% 1.125 —0.043  —0.116  0.030 45
60 10%  1.50 —0.178 —0.226 —0.130 60
80 10%  2.00 —0.358 —0.414 —0.302 80

Wi RGBS S RS TP e 45 R\ W r KT 0. 975
(B r*2>0.95) , RN B 3 A3 30 F B8 5 4 1A e 3 i, AR
B 9 A 3 A a] & W LT B AT 25 A AN IR A 3R 4 IE] Y R
SRR, I LU 24 g KT Ak 11 22 4t 15 22 o ) W S [m) A i) 2R 456
] A& 75 B A AT

1 TP B4t K-V B2 AL AR AR o7 1 11 09 5 A 25 2R 8
7 TP TEAR R 8 7K F- (14 $50 8 i fef 129 RE H2 52 o 150 B0 790 4G DU 28 456
PG 0 235 SR8 1) o 8 M AT I DR 5K L R RS 5 Oy — B A T 45
A
3 i T

ARk ) — A DN I H 23 A 22 Pk 70 AT A S 9, 40 {4l )
AN [ 70 A 00 25 R 22 () ) — SO RO AT Lt R A S IR E 4y
DRVE MY IR, 76 48 T — A3 0 a0 0 A7 A8 38 A A4 0 i 5
I 38 N ST 19 302 DA 0 35 ] A G I — A AR A A S
ZEIL ] 22 5+ T OB IR 51T MR AT . AR A K 5R
i o et T 0T 1 22 0 1R P T B R0 0T AR A AR AR T 4
LA AT B A0 AR A IR AN 2% i R 5 A B 5 48

AR B ARYE EP9-A2 SCAEXS PR A 6] TP 35004 1 i 45 53
T 48 2 s T 4 0 g e Y0 3 L A0 A0 e /N B AT L
TE 5B I RESR

£ % 3Lk

[1] U.S. Department of health and human services. medicare,
medicaid and CLIA program: regulations implementing
the clinical laboratory improvement amendment of 1988
(CLIA)[J]. Feb Regist,1992,57(40) :7002-7186.

(2] B ERAGE RS EEAREMIMI]. LG LER
BRSO M4, 2008:5-7.

[3] ik, ERE. mRLR = FEEFHIM]L L. ART
A AL 200349751,

[4] fR4rfe, B/ bu, EERIE 5. A R #0240 0 2 A% Y 7
T H B 25 VA LT 0. BLAR AR 98 5 2% 24 7 L 2008, 23
(2):59-61.

s H 3 :2010-04-05)



