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Analytical performance verification of BECKMAN DxI 800 automated chemiluminescence analyzer in de-
tecting thyroid
CHEN Fang-fang ,Ll Jia-liang , WANG Guo-hong.
mand , Nanjing 210002 , China

[ Abstract] Objective To detect the thyroid (TT3,TT4,FT3,FT4,TSH) analytical performance verification by BECKMAN

Institute of Clinical Laboratory Medicine ,Nanjing General Hospital of Nanjing Com-

DxI 800 automated chemiluminescence analyzer. Methods  According to the American Society for Clinical Laboratory Standards
(CLSI) documents,the precision, linearity and biological reference interval of the BECKMAN DxI 800 automated chemiluminescence
analyzer system in detecting TT3,TT4, F13,FT4, TSH were detected. Results The CV values of intra-and inter-precision were less
than manufacturers declaration,and within the allowable range; the validation results of linear range showed that,the value of a test i-
tems were (1 £0.05) within the range, the value of the correlation coefficient r= 0.975 ,are within the requirements of the instrument,
and has good linearity. Biological reference intervals are consisted with Vendor performance metrics. Conclusion The BECKMAN DxI
800 automated chemiluminescence analyzer system in detecting five thyroid hormone in precision,linear range and biological reference
intervals three performance indicators,are within the requirements of the instrument, to meet the laboratory requirements, can be used in

clinical testing.
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X SD CV(%) x SD V(%)
TT3 (nmol/L) 1. 11 0.05 4.22 3.09 0. 06 1.97
TT4(nmol/1L) 71. 85 3.16 4. 40 277.24 6.15 2.22
FT3 (pmol/L) 3.18 0. 11 3.56 10.74 0. 48 4.49
FT4 ( pmol/L) 11.91 0.43 3.58 47. 84 1.08 2.25
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3 3 i

PR 7 ot it DA & BT B PR — A A
A, 3R R T Rk 35 B A 4R AT . BECK-
MAN DxI 800 4= [ gl k2% & efa il & #) H b 2 &t
FOAR TN IO T 53 B B AR S & I E H AR . AR
I e PR 512 36 =5 e e 9 A% 1 8 ) T 1SO 15189 B
SRR I R Z B, 5206 58 W 4000 L F 2245y
PERESEATHGIE

e 2 B i A S AL R) ) — B . B A
AR TERE I B B AR AR A AP 1 A
A AT A 5 2 B0 E S G A 4R L AR Sl
FE )5 35 H R B PR S A AR AE P i g Rt ] ¢V
(BT RiE B YERE, 38 BECKMAN DxI 800
4B RSCR G 5 T H R IR R (ARG %
R, fF6T B2k, B2 B

RO R M (E 5 B R E LR
JEFEL, DAPRIEAE A g A 0 25 SR E 2 MY ) P o ff T
5B DR A I M L, 4 R RIS S R R
VAT VR TR RE e EEHT I A , o A ) 25 SR 5
B RZESES TR T HBGER . ASCHZ% M
SZIG X HPR R 5 SRS B 2R Y LR T PR, 3R 3
SR BN, AR E R a (A (1 £0.05) 75 H
W, r=0. 975, Ui B SEIME 5 3 A 2 A R AP B AH 5
P, 5B — 2 A R AR,

HE W22 IX R FE SRR A 25 A 1R AR
B34 0 B, S A T 36 465 SR A I A B £ 8 i —
FEA R EERURYE L SCEG 9 4 e PR R R4S 36 1 H
AIEER AR 225 X ), A BE A6l I A ) A8 4 mhft B A
K # 2 WG A B R HE 51, B e 3L AT 5 A A
BRI H YIS % K AR ENEEES . A
SEEGEE R IR, A TR R IAE ] R S H X
B P, PRI AR SE B 2 5 T HUR IR R S % X

PR H Y S AR 55 T PR o
(&% k]

(1]

(5]

[10]

[11]

[12]

[13]

SO, B FLSHTF, 4 . HiERE ARCHITECT 12000 fh27 &
JEALIAE 6 Fh IR ICHI T H LR (1], EBRk
I PE2E AR ,2011,32(4) :488-490.
P SR IEE E 20NN & B4 . 1S0 15189 [RA S0 58 it Al
REJIIARTHENN [ ST, dbat: o [ A 4% P52 [ 50 ] & B 4%,
2008 ;1236.
NCCLS. EP5-A2 Evaluation of Precision Performance of Quantita-
tive Measurement Methods; Appr Guideline-Second Edition[ M ].
Pennsylvania: NCCLS,2004 . 1-39.
NCCLS. EP6-A Evaluation of Linearity of Quantitative Measure-
ment Procedures; A statistical Approach; Appr Guideline [ M ].
Pennsylvania: NCCLS,2003 ;1 47.
NCCLS. C28-A2 How to Define and Determine Reference Intervals
in the Clinical Laboratory; Approved Guideline Second Edition
[ M]. Pennsylvania; NCCLS,2000 ; 140.
Gy JU MR, MR A, A5 . 2 DR T O T i 1 T
Bt (7], AR EpTEZ,2012,14(3) :268-270.
BB o, ERENEE IR RIER R gLt )]
ARG I P2 A4, 2007 ,30(2) 1 143-145.
e A B, . SRR TR I R G TR
RESR USSR A5 R AT J]. R BB 4% 3,2011,20(23)
3571-3575.
TRl WP R4, % . B K MODULAR ANALYTICS 4
B SR M B e bk I PR R SR IR [ ], KR e 4, 2010,
25(1):81-85.
BAE L R B R BERE [ M. =R . b
T AR ROR SR L Rt ,2007.
WAL . SHMEMIUNEARRBT]. hEEES Y, 1997,
1(1) :444e6.
A IR B EORSER [ M. B BIBRIEC
TR 4 A, 2004 :36.
College of American Pathologists. Urinalysis checklist[ M ]. Chica-
g0:CAP,2006.17-18.

(kR H #79.2013-08-02)

(ALp#pRkfb i, EXLRHF . ZHER)



