BHEFE5RK 2024 51 A% 21 %% 13 Lab Med Clin,January 2024, Vol. 21,No. 1 « 79 -

-t Z . DOI:10.3969/j. issn. 1672-9455. 2024, 01. 018
MRt XEAFERINFE CEA.CYFRA21-1 . NSE &2 EKE T

EHT,EAEAFT, A F A ER, FRLES
FoOM il BRI AT R E T d &M 450000

i E.HHN ZiTHRREAMFEREREERRCEA) M1 A%EA 19 F B(CYFRA21-1) 4h 2 T4
T EEALEE (NSE) S AZ M, ARG MR EAN A AL IRE, AiE RAFRELFEEINEZ %GR
W IF AT AR E, F B WS/ T 402-2012 16 R £ B £A R B AX X | 66 8% K0k k& 545 e 52 F MK
B HH AR, 4T CEA & B 1517 41, % 923 #; 3 47 CYFRA21-1 #& M B 1 456 #, 4 1 049 4] ; 3 47
NSE #& M B 1 494 4], % 129541, VA 40 F AR M4 i+<<40 Ffo>40 F A E A, B E £ FERA
Mann-Whitney U % 8, 2 F LA FEXN . F A HAF L. Z2F AL T FELH . N2 A AT AEM, A
B ISU B EHRELEM, BGR AE AT, CEA: B (<40 %)0.60~5.09 pg/L, B (40 %)
0.60~7.86 ng/L, % (<40 #)0.60~2. 95 pg/L, % (=40 #)0.60~9. 24 pg/L., CYFRA21-1: (<40 %)
0.30~3.93 png/L,(>40 %)0. 30~5. 02 pg/L, NSE: F (<40 %)0.15~19. 83 pg/L, B (=40 #)0. 15~
23.06 pg/L, % (<40 $)0.15~19.73 pg/L, % (40 #)0.15~21.95 pg/L, ZDHREIE, oFEE, B
40 % %tk CEAMKR T F KBLIA B4 ag A0 LS, A3 & T F KL B34k a9 A5 44 LR (P <<0.001),
it BRMEA TR EAFL R ELEN CEA.CYFRA21-1 NSE # 5% R & A4344 0 F KL $ R0 A
FH, R EARIEY RAF AR GTERN TEEREMENABR  LENEIATER TN AL,

K@ LA FLEK; BERR; @WHEAESG 1) AE; NETHFHRHEAE;, ALA

FEEDES R146.6 XHEFRERD A NXEHS:1672-9455(2024)01-0079-04

Establishment of reference values of CEA,CYFRAZ1-1 and NSE
by electrochemiluminescence in Henan area
HOU Yanli .Yan Chunyu ,CHEN Xiu,FU Haiyan ,QI Zhenpu*
Department of Inspection Laboratory ,Zhengzhou Dian Medical Laboratory
Zhengzhou s Henan 450000,China

Abstract:Objective To establish the reference values of carcinoembryonic antigen (CEA) , cytokeratinl9
(CYFRAZ21-1) and neuronspecific enolase (NSE) by electrochemiluminescence in Henan area to provide valu-
able reference basis for clinical diagnosis. Methods The Roche electrochemiluminescence analysis system was
used to conduct the detection and performance validation, the reference population meeting the standard was
selected according to the formulation requirement of clinical laboratory test items reference interval in WST
402-2012. The CEA detection was performed in 1 517 males and 923 females;the CYFRA21-1 was performed
in 1 456 males and 1 049 females;the NSE detection was performed in 1 494 males and 1 295 females. The ref-
erence values in <40 years old and ~>40 years old conducted the statistics with 40 years old as the boundary.
The Mann-Whitney U test was used to compare the differences between genders. If there were no statistically
significant differences between gender, the statistical reference values were combined;if the differences were
statistically significant,the reference values were counted separately. The reference value was determined by
the unilateral 95% percentile method. Results CEA:male (<40 years old) 0. 60—5. 09 pg/L,male (=40
years old) 0.60—7.86 pg/L,female (<40 years old) 0.60—2.95 pg/L.female (=40 years old) 0. 60—09. 24
pg/L. CYFRAZ21-1: (<40 years old) 0.30—3.93 pg/L,(>>40 years old) 0.30—5.02 pg/L. NSE: male (<40
years old) 0. 15—19. 83 pg/L,male (=40 years old) 0. 15—23. 06 pg/L.female (<40 years old) 0.15—19. 73
pg/L,male (>>40 years old) 0. 15—21. 95 pg/L. After the small sample verification, all passed. Except that
the CEA in female <C40 years old was lower than the upper limit of the reference value provided by the Roche
manual,all the others were higher than the upper limit of the reference value provided by the Roche manual.
Conclusion The domestic laboratories that using the Roche electrochemical luminescence method to detect
CEA,CYFRA21-1 and NSE should not directly use the reference values provided by Roche's instructions, but
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should first verify whether the Roche reference values are applicable to the people served by the laboratory.

The reference values for your own laboratory should be established if necessary.
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