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Abstract: Objective To analyse comparely Inter-laboratory of two internal quality control data 17a-hydroxyprogesterone
(17a-OHP) and thyroid-stimulating hormone (TSH) of 18 neonatal disease screening centers in Shandong Province using
neonatal disease screening data analysis and quality control management platform. Methods The laboratory detection meth-
ods of 17a-OHP and TSH were time-resolved immunofluorescence method,and the quality control data was calculated by the
fluorescence analyzer. The quality control data was regularly uploaded by the laboratories to the newborn screening data a-
nalysis and quality control management platform.and the final application. This platform collected and analyzed the internal
quality control data of 18 participating laboratories. Results The number and qualified rates of CV,SDI,CVI,TE of 17a-
OHP low control were 6 536.15.38%,100% ,46.15% and 100% , respectively,and those of 17e-OHP high control were 6
580,61.54%,100% ,61. 54 % and 100% , respectively,and those of TSH low control were 4 964,90. 91% ,90.91%.72.73%
and 100% , respectively,and those of TSH high control were 4 967,90.91%,100%,90.91% and 100% , respectively. Con-
clusion Through the analysis of the internal quality control data of 18 neonatal disease screening laboratories 17a-OHP and
TSH in Shandong Province,it can help each newborn disease screening center to manage internal quality control, statistical
analysis data,and evaluation laboratory. Precision and accuracy,master the status of quality control in various neonatal dis-
ease screening laboratories,and improve screening quality.
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5= 43 BT A0 35 % N i #5l (internal quality cont-
orl, IQC) F1 Z 7] Bt & PE Ut (external quality assess-
ment, EQC) , §if & 3 B W5 45 096 A0k 2% 5 &
5 S0 A9 o A R DR T e = PN o A () L X
] ) Bt 7 o R R R A R A T e
3 5 A L A BOHE o3 A 5 B 4R A B 0 ElE
SARTREHOS BIE (O AR iEZE (9 R RE(CV)
a8 SRR 8 B0 (coefficient of variation index,
CVD ., B iR 2= (total error, TE) & 48 i1+ 40 %7, 3
B8 i 38 VR 45 8 28 L 0 A rp o S5 50 = 1Y
o M R IR SR R AR B L R A LI E
BHAPE bR A A 1R RE 1 A1 w6 oK DL X637 AR L 2 )t
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1.2.1 A& :18 XS VL = 2k ] Perkin El-
mer A FAE AT 1420 #5860 B8 BT AN (8 FK 3K
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T A B A L0 b AR 2 1L AR A R O A A 3 A
5 i BT 6 91 th 8 0B IR A BRI R
4 itz o FAMNEEBHALEE x+3s
88 5 R F Excel 2016 R 4E 3 LN 4645 : M,
SD.SDI.CV.CVI fil TE, MR KLE = =N
B B SR O D) TEa (9 1/3 #%E A S0 6
FEMN CV, Bl CVC10 %, SDI A hy 52 56 % HE
BESEM 46 4R, | SDI | <<2.0, KR AT #5252, 0
| SDI | <<3.0.#R/R BEIHARGHE2; | SDI |
=>3.0, T X R s L R AT A NS, CVI
VE R HG % B PEM 48 b5, CVI<<T1 FoR 45 Bl £,
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J& . TEa & fRiFRiRZE. I TE<<TEa,INHiRZEE
A 4 37 S Rl T R,

2 HER
2.1 #H AL A v9 IR A48 £ I8 AR L
2.1.1 170-OHP MK FE ARG i 13 R Ek

E M 17¢-OHP T H = N i # i Mean, SD, SDI,

KEWE) . CV,CVI fl TE &f8trgeit 4528, W3k 1,5% 2,
1.2.2 R 17 220 A2 AR IR R R &L 1
*1 17-OHP BB ZE AR L EiEHREIT
SR E k4 2(nmol/L) (nmol/L) SDI CV(%) Cvl TE(nmol/L)
A 35 27,30 2.15 -1.31 7.88 0.68 9.16
B 826 31.79 4.02 —0.10 12. 64 1.10 8.40
C 178 32,39 3.79 0.06 11.71 1.01 7.82
D 324 33.38 3.07 0.33 9.19 0.80 7.36
E 1587 31,64 3.33 —0. 14 10. 52 0.91 7.17
F 327 31.95 3.21 —0.06 10. 05 0.87 6. 63
G 202 31,94 3.71 —0.06 11. 61 1.01 7.63
H 332 30.59 3. 64 —0.42 11. 91 1.03 8.85
] 396 31.19 3.92 —0.26 12. 56 1.09 8.79
K 305 31,69 3.77 —0.13 11. 90 1.03 8.01
L 901 33.68 3.79 0.41 11. 27 0.98 9.11
M 791 32,87 3.35 0.19 10.18 0.88 7.41
0] 332 32.49 3. 83 0.09 11. 78 1.02 8.00
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x®2 17-cOHP BNB EWRE H EIEHREIT

FTRE Mg #nmol/L) s(nmol/L) SDI CV(%) CVI TE(nmol/L)
A 35 80.11 3,83 —0.96 4,78 0.47 16. 21
B 838 90. 18 9,37 0.17 10. 39 1.03 20. 26
C 178 89.77 8.50 0.12 9.47 0. 94 18. 10
D 324 93. 39 4.7 0.53 5. 04 0.50 14.14
E 1586 85.77 7.44 —0.32 8. 67 0. 86 17.78
F 327 86.13 6. 56 —0.28 7.61 0.75 15. 66
G 204 87.55 9. 67 —0.13 11.05 1.09 20. 46
H 332 86.53 8.02 —0.24 9.27 0.92 18.19
J 406 84. 44 9. 80 —0.47 11. 61 1.15 23.84
K 305 86.21 9.03 —0.27 10. 48 1.04 20. 53
L 913 93. 31 9.13 0.52 9.78 0.97 22.89
M 791 89.95 8.34 0.14 9,28 0.92 17. 96
0 341 91. 32 10.08 0.30 11. 04 1.09 22.81

2.1.2 TSH MHXFEWRSI L0 11 ZKELBEW Biagirsi R, Wk 3,3% 4,
TSH W H=ZEWNFEER =, s.SDI,CV,CVI f1 TE %

=3 TSH B £ W RE L ERERS T

TRE Mg 2(pU/ml) {(pU/ml) SDI CV(Y%) Cvl TE(p:U/ml)
A 36 11. 83 0.82 0.33 6. 95 0.75 2.00
B 854 11.23 1.07 —0.23 9.52 1.02 2.38
C 260 10. 85 0.97 —0.58 8.97 0. 96 2.56
D 324 11.71 0. 99 0.23 8. 42 0.91 2.21
E 1 365 11. 80 1. 06 0.31 8.97 0.96 2.45
F 329 11.73 0.73 0.24 6.19 0. 67 1.71
G 206 11. 65 1.12 0.17 9.63 1.04 2.42
H 24 12.19 1.02 2.10 8. 36 0.95 2.75
J 464 11.31 1.13 —0.15 10.02 1.08 2.43
K 310 11.27 1.04 —0.19 9.21 0. 99 2.27
M 792 11. 24 0.97 —0.21 8.61 0.93 2.17

x4 TSH I B 2 X Rz E iR g it

Sy Mt (pU/ml) {(uU/ml) SDI CV(%) CVI TE(1:U/ml)
A 36 39, 74 1.93 0.16 4,85 0.55 4,40
B 853 38.85 3.31 —0.10 8.52 0.97 6. 97
C 262 38.08 3.19 —0.33 8.39 0.95 7.51
D 324 39,90 2,98 0. 20 7.47 0.85 6. 66
E 1368 40.13 3,30 0.27 8.23 0.94 7.53
F 328 39,56 2,28 0.10 5.76 0. 66 4,92
G 207 40. 04 3.06 0. 24 7.65 0.87 6. 97
H 24 35.51 2.88 —0. 44 8.11 0. 86 9.45
] 463 39. 80 3,30 0.17 8.30 0.95 7.21
K 311 38.89 3,02 —0.09 .77 0.88 6.35
M 791 37.54 3,98 —0.48 10. 61 .21 9.63

2.2 IR wsatdsan A s A 17OHP 5 TSH T MR H 100% ., SDI f&#& K4 TSH AREH K
WA AR ILE S, WIKENERE TESA  90.91%, HA¥ A 100% ., (EFIEM SRS CV
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I CVT G M RAR AR

x5 IR T MBEGRE MAMIER ZBRET RIEBRAKRE
b X B %ﬁﬂﬁ%?ﬁi+ : : %f%%(%j
SHEER WK I s CV(Y%) TEa cv SDI CVI TE
17¢-OHP L 13 6 536 32.15 3.71 11.54 9. 65 15. 38 100 46.15 100
H 13 6 580 88. 67 8.96 10.1 26.6 61. 54 100 61. 54 100
TSH L 1 4964 11.47 1.07 9.3 3.44 90. 91 90. 91 72.73 100
H 11 4967 39,2 3.4 8.79 11. 76 90. 91 100 90. 91 100

17« OHP fl TSH 31 1 ( x. s Fl TEa B9 514743 18 nmol/L. xU/ml,

3 Wi AR LRI A A I I H TSH A 17a-
OHP 439 F 0 25 38 A= )L 5 K RO o AR
TRE RS M B IR R ST AR RE L 3V o R
Az L BRI O A o ) R R AR e . AR LR R
I 7 A 3 A ) & A L T B B R
SEIG A PHAE S AR L BE S 12 0F HL 0T LIIA T 59
AT RE AE B Az JL I X — 28 g PR AR 3 Bk s 2 9
EAT AR, N s AT B PH M L i — K
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T S5 06 2 0 2 P 4 R i) RS SR S
I 3 Y AR B A 45 S 0 BH A S T e S
SRR, A BB Al EE 22 0 Hh A Bl RS 17 A5 21 K
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A0 I R I A A T R P B R ) 5T A A G
3l B LA E N AR SO B LR

T A T I 1 3 Az L0 A 1 5 0048 bR 1 2= N R
FEE ] A B TR LU R & E ST s T E N
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W32 FHAZSR = o 4 % S 560 o o E AT RS W 4 . X
AT LU 2 PN 54 10 25 ) b X B9 45 T HE A T il 45
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B4 8 R As EE X Al e R 5 45 SR T e kA sE i =
ZVE] Y AR AU 5 o 45 258 2 A B 5 4 o
H bR 20 52 59 5 B, 3 3 X 52 06 2= e R O vk o
HEAT 434, BE RE AR 0 o 4 o In) A Y R L 15 B T
T A S5 4 o) [ A0 R A L9 9 O 88 7 S 8 3 4
PR AL 25 W A 15 A B U RS R 0 SE G 45

HAl, AP BIERE . FSIFERE
PR ARG 0 300 ARG S 2 LA T AS [ 3 79 A I I
N 25 A A 2% S, AR F 9% 7E B0 o B b R AR AEOR
JE . S AR 5 0] T A P R AT S
B4 JOE 5 A DN, X 5 P B A S A AR AR A WL 455K
5= Z K H Levey-Jennings ¥ il A 1., 2, % %
LRI ) Bk S A N . BB R L S SR

FH R IRZEY S EMREE CV<<10% B
e R EB 4> 280 % TSH MR 5 2 A 4% 1Y, 17a-
OHP W&k A4 15. 38% Fl 61.14% ., Y34 13
FZIF L %E 17OHP #0 CV i 7.88% ~
12. 64 90 N5, 45 5256 28 (0] Y JoT 22 928 il 38 2 A7 72
K 2= 538 0k 2= N T 0 2= ] He o, AT DL S
B AT O AR T R R B

I JLAE SR o B T A L9 i A T AR 76 8 A2 L
AR BB R A 2 TR BT RL CVI AN SDI AR b 43 4l
TEA S 56 A1 K5 2 B FME AR B A J6 45 A5 U M
LS EN T RENEENE T ik E, AL
Bl AT DL Y, SDIFa A5 e il 1 4% 5K Sk o & HoA 4
U A MR L (H R CVT 38 A5 S B () 4 2 8 ] 1 (I
H A 170-OHP) 75 245 37 A4 L A o0 S50 = 8
RORTE. JAN S B LRE N HEE T, R R
2 UM LT CVI R &A% 1Y 15 0 Bk 28 1, 3%
BFRIZE R CVI ARG B ERAEE. 4 CV LK
AR BTSSR % B4 S TE M TEa 48 #x ik
7% 22 23 B, LAGE B8 47 A B F o 2 30 % 7 1)
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N TS B S = ) O I S TR AR
K BT LU 2R 28 8 A L o Wi A oo 3 o 56 I 4%
A A B AR B B Az L A B8 43 A 5 5T o 4 ) A
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W TAE, Ja e ok ot iz 5 B 6
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W 30 2 32 6 O H AT SR R R DA
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A= L A o e 8 A S PR SIS A ) 3 6K B K Bl
F13RAE A G LT A o0 0 A 0 E Y R
T AR, DA Bl 453 A L9 s 0 2 S0 06 2 912 o S 50
FLFH PR A H 38, DASR FLFL S8 52 M v S8 4097 A L s
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