BIES¥5 K 2019 £ 10 A% 16 %% 19#  Lab Med Clin, October 2019, Vol. 16,No. 19 e 2793 -

- -+ DOI:10.3969/j. issn. 1672-9455.2019. 19. 012
P 3 2 S S0 B T A 5 5 R A 14 B T 4 TR I e 2 P

-ﬁ‘)ﬂ/}}l ’ F«Z}—'\ P\‘Z"}éz 9%7&’{;%] ) %]' H}%jb] a/@'ﬂk#&']]&
ILLXEEHXZIHES —ERARH,TTKRE 11601132, KEEHXFABESKR,ILTK#E 116011

 E.HH FMNF K Cobas edll AL F K b4 B 3 %5 AN K45 E R (PCT) 8 244k, 5t 1t
BPCT ERRERFA RRAERBRANBRLEFHNA, AiE AREBBAFEREHRENRE R A EP5-
A2 S, 3 F K Cobas edl]l AL FE KA 8 3 i o4& M PCT 6945 %5 B .5 470 258 B #7380, 1iE
ERAGHAST AR Ieir, KEREMIBEALERMAE LR 4R PCT #9 971 4 R B £ A AFA, 5 E
FREBAFKA AR ERBAEMBRE T PCT 254, R F K Cobas ed11 AL F L K4 8 ) %Ik 5 &
Meg PCT Al P oy =R REH AL, A RHEFEFRBARAHEFTE > AN A 1.16%.0. 86%
Fo 2.54% 2. 17 % s 5 AT M FFE A A 0.03~96.12 ng/mL, A LEARAHFEST A ERAMEE, 971 AR AT, o
FMEEIT0 A PR B ELZMEE S, F2MBE 6SH. AW 44, FIZRMME 676 . ik AL IKR
A 125, it @mAas AR A PCT KPR, £F A LT F&EL(Z=9.344,P=0.000); ¥ £
@A ELZMEELPCT KFIE,ZFALITFENL(Z=11.501,P=0.000), #3FFHirA PCT K-F
PEHTHEBRIA RAIEIFRRERI A, ZF AL FEL(P=0.0000, &it F K Cobas edll
LAV FRE SN PCT 9 £ 2Rt 5 REW—F.PCT THH LN ELMERAL £ ZHHRE L
FPCTERTHAEZE R A LTI LERNIRAT, AW RS S B A HIRBEIRE.,

KER MBS LR, M, mEER

FEZESES R146. 1 XEPRERD A NXEHRS:1672-9455(2019)19-2793-04

Performance evaluation and clinical application of electrochemiluminescence
immunoassay for the detection of procalcitonin
JIANG Fengquan',CHEN Siyi®,YU Miaochen' , XIAO Xiaoguang' ,GU Yanan'®
1. Department of Clinical Laboratory .the First Affiliated Hospital of Dalian Medical
University sDalian ,Liaoning 116011,China ;2. College of Medical Laboratory ,Dalian Medical
University ,Dalian ,Liaoning 116011,China

Abstract: Objective To evaluate the analytical performance of Roche Cobas e411 electrochemical lumines-
cence automatic immunoanalyzer for the detection of procalcitonin (PCT) ,and to compare the value of PCT in
different types of specimens and different types of microbial infection. Methods The precision and analytical
measurement range of PCT detected by Roche Cobas e411 electrochemical luminescence immunoassay system
were evaluated according to the EP5-A2 document of Clinical and Laboratory Standards Institute,so as to veri-
fy its compliance with the performance indicators declared by the manufacturer. A total of 971 samples with
positive bacterial culture results and tested PCT at the same time were collected as subjects in this study.and
analyzed the differences of PCT in different types of samples and different types of microbial infec-
tion. Results PCT detected by Roche Cobas e411 electrochemical luminescence automatic immunoanalyzer
passed the external quality evaluation of Ministry of Health. The inaccuracies in and between batches were
1.16%,0.86%,2. 54%, 2. 17% respectively. The analytical measurement ranged from 0. 03 to 96.12
ng/mL. The above indicators met the manufacturers’ declaration standards. Among the 971 samples, 170 ca-
ses were positive in blood culture,including 98 cases gram-negative bacteria, 68 cases gram-positive bacteria
and 4 cases fungi. Other 676 samples were positive in culture of sputum and 125 samples were positive in cul-
ture of urine and other body fluids. In blood culture,there was a statistically significant difference on PCT lev-
els between the bacterial group and the fungal group (Z=9. 344, P =0. 000). There was statistically signifi-
cant difference on PCT level between the gram-positive group and the gram-negative group (Z=11.501,P =
0.000). The PCT level of blood culture specimens was significantly higher than those of sputum culture speci-

mens,urine and other local humoral culture specimens (P =0. 000). Conclusion The main analytical perform-
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ance of Roche Cobas e411 electrochemical luminescence automatic immuno analyzer for PCT detection is con-

sistent with the manufacturer’'s statement. PCT could assist in identifying gram-positive bacteria and gram-

negative bacteria infection. PCT results could be used as an indicator of systemic or local infection in patients,

and provide a basis for clinical diagnosis,treatment and medication.
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