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1. NV % RS
4R Z AT 7 score SHfIE

HEHAL T4 R GERAESR BR

WEREN B FE | B | R togm s1 fafEs2
<fREG> | <i%> | KB | Z4EHE |HI4EHE ((pgdL) | D [ D% | z | SDI [Da% |(pgdL)| D [ D% | z | SDI | Da%
RHO1b |[RHO1 1 2 5 9.1 -1.3] -125) -1.6 0.0 -52 9.8 -1.2| -109| -14 0.0 -45
RHO7b [RHO7 4 2 3 9.1 -1.3] -125) -1.6 0.0 =52 10.2 -0.8 -7.3] -09 0.7 -30
RH15 RH15 7 2 6 10.0 04 -38 -05 1.5 -16) 10.8 -02| -1.8) -0.2 1.8 -8
CL009 |CL009 4 2 5 8.5 -1.9| -183| -23| -1.0 -76 9.6 -14| -12.7| -1.6 -04 -53
CL010 |CL010 7 2 5 9.7 -0.7| -6.7, -0.8 1.0 -28|  10.1 09 -82| -1.0 0.5 -34
CL012 |CL012 8 2 3 9.1 -1.3] -125) -1.6 0.0 -52 9.4 -1.6| -145| -1.8 -0.7 -61
CL014a |CL014 4 2 5 8.6 -1.8) -17.3) -2.2| -0.8 =72 9.7 -1.3| -11.8] -15 -0.2 -49
CL015 |CL015 7 2 5 8.6 -1.8) -17.3) -2.2| -0.8 -72 9.1 -1.9| -17.3] -22) -13 -72
Median of RIA Group 9.1 9.8
Range of RIA Group 8.5-10.0 9.1-10.8
Robust mean of RIA Group 91(n=8) 9.8(n=8)
Robust SD of RIA Group 0.61 0.55
CV of RIA Group 6.7% 5.6%
R Rk | F% | MMy togm s1 fafm s
5> | <Ri5> | RE | REE (pgdL) | D | D% z SDI [ Da% |(pg/dL) | D | D% z SDI | Da%
RHO01a |[RHO1 3 4 10.1 -03] 29, -04 0.8 -12) 117 0.7 6.4 0.8 1.1 27
RHO02¢ |[RHO02 3 4 9.4 -1.00 -96, -1.2| -0.6 -40) 104 -0.6| -55 -0.7] -0.3 -23
RH06 RHO06 7 4 10.1 -0.3) 29| -04 0.8 -12) 121 1.1, 10.0 1.3 1.6 42
RH07a |RHO7 7 4 9.2 -1.2) -11.5) -14| -1.0 -48 9.7 -1.3| -11.8] -1.5| -1.1 -49
RH12 RH12 4 4 9.5 -09 -87, -11| -04 -36 9.7 -1.3| -11.8] -1.5| -1.1 -49
RH14 RH14 4 4 10.2 -0.2) -19, -0.2 1.0 -8 113 0.3 2.7 0.3 0.7 1
RH15b |RH15b 4 4 13 10.0 04 -38 -05 0.6 -16) 10.7 0.3 -27] -03 0.0 -11
RH19 RH19 7 4 2 9.0 -14| -135 -1.7| -14 -56 9.7 -1.3| -11.8] -1.5] -1.1 -49
RH20 RH20 7 4 7 10.2 0.2 -19, -0.2 1.0 -8 119 0.9 8.2 1.0 14 34
CL005 |CL005 4 4 9 9.8 -0.6/ -58 -0.7 0.2 -24|  10.8 -0.2| -1.8) -0.2 0.1 -8
CL006a |CL006 7 4 7 9.5 -09 -87, -11| -04 -36| 10.6 -04| -36/ -05 -0.1 -15
CL008 |CL008 7 4 2 9.9 -0.5| -48, -0.6 0.4 =200 105 0.5/ -45 -06 -0.2 -19
CL011 |CLo11 1 4 13 9.8 -0.6/ -58 -0.7 0.2 -24|  10.7 03| 27| -03 0.0 -1
CL013b |CL013b 4 4 1 8.9 -1.5| -144, -1.8| -1.6 -60| 10.4 -0.6| -55 -0.7] -03 -23
Median of CLIA Group 9.8 10.7
Range of CLIA Group 8.9-10.2 9.7-12.1
Robust mean of CLIA Group 9.7(n=14) 107 (n=14)
Robust SD of CLIA Group 0.49 0.88
CV of CLIA Group 5.1% 8.2%
Median of All Labs 9.5 10.4
Range of All Labs 8.5-10.2 9.1-12.1
Robust mean of All Labs 9.5(n=22) 104 (n=22)
Robust SD of All Labs 0.62 0.85
CV of All Labs 6.5% 8.2%
Certified assigned value ( Xa )( pg/dL ) 10.4 11.0
Expanded uncertainty (Ua) 0.100 0.109
Relative expanded uncertainty 1.0% 1.0%
Coverage factor k 2.6 2.5
Effective degrees of freedom vegr 5 6
SD for proficiency assessment (op ) 0.832 0.880
Adjusted SD for proficiency assessment (o ') - -
L. BREME (Xa) HEEENS S HREEREA XHREEL 247 (Isotope Dilution Mass Spectrometry; IDMS ) A SH 77X -
2. FPEEAEE (0p) B 8% x Xa -
3. FEERVERAER (op') = (op> +Ua )" » F Ua2 0.3 op B - EH op' fRRTALRLEE -
4. D EHRRERME (X) BRSEE (Xa) Z&EFE - [D=X-Xa] -
5.D% % D {HEAREME (Xa) ZEME » IEAHER R - [D%=(D/Xa)x100% ] -
6.z score RIREREZEEE (D ) HEPERRER (op ) ZHME - [zscore=D/op] -
7. SDI RohiBR{E (X)) RRIBEERFE L ZEEF SR RIEEE 2V tEE o [ SDI=(X-Mean)/SD] - & SD {5 0 % > SDIRF&EET -
8.Da% fy D HER A RFFRE (MAD) HZIHE » MESEERR - [Da%=[D/(XaxMAD)]x100% 1 -
9. Acceptable : | 2| <2; Caution : 2 <|z|<3; Unsatisfactory : |z|>3 o
10. #B& 7777 2 : Radioimmunoassay ( Competitive-type ) ; 4 : Chemiluminescent Im y ( Competitive-type ) °
11. FH9E (Mean ) 8258 (SD ) $RFIHRRIE (Robust) GEsTU7AST R (fd# IS0 13528 155 » £/ Algorithm A HE% ) o
12. R SFFRZE (Maximum Allowable Deviation; MAD ) % 3 x (op /Xa) x 100% < & Ua>0.3 o, B > MAD &3 x (o' Xa)x100% -
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Method Name Method Code Laboratory
Radioimmunoassay ( Competitive-type ) 2 RHO01b, RHO7b, RH15, CL009, CL010, CL012,
CL014a, CL015,
15RH01a, 15RH02¢, 15RH06, 15RH07a, 15RH12,
Chemil ent Imm y ( Competitive-type ) 4 15RH14, 15RH15b, 15RH19, 15RH20, 15CL005,
15CL006a, 15CL008, 15CL011, 15CL013b, 15
Reagent Kit Reagent Code Laboratory
Abbott Architect 1 RHO02¢, CL013b,
Beckman Coulter Access 2 RH07a, RH12, RH19, CL008,
Cisbio RIA-gnost 3 RHO07b, CL012,
Immunotech 5 RHO1b, CL009, CL010, CL014a, CL015,
MP 6 RH15,
Siemens ADVIA Centaur 7 RH20, CL006a,
Siemens Immulite 2000 9 RHO01a, RH06, CL005,
Roche 13 RH15b, CLO11,
Johnson & Johnson ortho vitros 14 RH14,
[Home ]
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Long Term Observation of CHT ( T4 ) EQA Survey for Confirmatory Hosp.

‘Survey No : CHT2017-03 T4 (in green [ 1A0)
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Fig T4-2.1
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# A= 0 CHT2017-03  He#g & i p# 12017206 26 p  #R£ 4, pg 12017 & 07 * 03 p
¥ T > Fe(rt F) 1 22 i (100%)
CEEL . A
Sample S1 | T d
# 4 S1 | R pas
i i
! ' % ¢ T HEZ %8Gk
1 1
o 7 I ||:|:|—| E Method 5 g (Median) (Mean) (SD)  (CV)
1
g ] ] 2 8 9.1 9.1* 0.61*  6.7%
S 4 i |-|:|:|1 i 4 14 9.8 9.7 0.49*  51%
1 1
H H All 22 9.5 9.5* 0.62* 6.5%
1 1
a : "D]" : AEL* 118 9.9 9.9 099  10.0%
1 1
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1 1
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