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B (R % | BT | MEes B S1 1l s2
<> | <E5> | RB( | ZMEEE |BI4ESE (pgdL) | D [ D% | z [ SDI [Da% [(pgrdL) | D [ D% | z | SDI | Da%
RHO1b |RHO1 2 2 5 8.2 -1.3| -13.7| -1.7] 05 -57 9.9 -1.2| -10.8| -1.3| -0.1 -45
RHO7b [RHO7 4 2 3 8.5 -1.0| -10.5| -1.3] -0.1 -44 9.3 -1.8| -16.2| -2.0/ -0.7 -67
RH15 RH15 7 2 6 9.7 0.2 2.1 0.3 14 9| 121 1.0 9.0 1.1 2.0 37
CL009 |CL009 3 2 5 7.8 -1.7| -17.9| 22| -1.0 -75 9.0 -2.1| -189| -24| -1.0 -79
CL010 |CL010 3 2 5 8.6 -09) 95 -1.2 0.0 -39 9.3 -1.8| -16.2| -2.0 -0.7 -67
CL012 |CL012 7 2 3 9.6 0.1 1.1 0.1 13 4 112 0.1 0.9 0.1 1.2 4
CL014a |CLO14 7 2 5 7.9 -1.6| -16.8/ -2.1| -0.9 -70 9.7 -14| -12.6/ -1.6| -0.3 -52
CL015 |CLo015 7 2 5 8.7 -0.8) -84| -1.1 0.1 -35 9.8 -1.3| -11.7)  -1.5) -0.2 -49
Median of RIA Group 8.6 9.8
Range of RIA Group 7.8-9.7 9.0-12.1
Robust mean of RIA Group 8.6(n=8) 10.0(n=28)
Robust SD of RIA Group 0.80 1.04
CV of RIA Group 9.3% 10.4%
MG (Mo Er E% | BB | RER A S1 w2
<fRE5> | <fRE5> | KRB | 4GS | BI4GEHE ((ngdL) | D [ D% | z | SDI | Da% |(pgdL)| D | D% z | sp1 | Da%
RHOla |RHO1 7 4 9 10.3 0.8 8.4 1.1 1.5 35| 134 2.3 207 2.6 0.1 86
RHO02¢ |RH02 7 4 1 7.8 -1.7| -17.9| 22| -12 -75) 102 09| -81| -1.0/ -1.6 -34
RHO06 RHO06 3 4 9 10.7 12| 12.6 1.6 1.9 53] 13.1 2.0/ 18.0 220 -0.1 75
RHO07a |RHO7 2 4 2 7.9 -1.6| -16.8 -2.1| -1.1 =70 13.8 27| 243 3.0 0.3 101
RH12 RH12 4 4 2 8.6 -09| 9.5 -12| -03 -39 159 4.8 432 5.4 14 180
RH14 RH14 7 4 14 9.2 -03| -32| -04 0.3 -13| 13.1 2.0/ 18.0 22 -0.1 75
RH19 RH19 2 4 2 8.7 -0.8| -84/ -11| -0.2 -35| 154 43| 387 4.8 1.2 161
RH20 RH20 2 4 7 9.6 0.1 1.1 0.1 0.8 4/ 131 2.0 18.0 220 -0.1 75
CL005 |CL005 7 4 9 9.2 0.3 32| -04 0.3 -13| 115 0.4 3.6 04| -0.9 15
CL006a |CL006 4 4 7 8.9 -0.6| -63| -0.8 0.0 =26 117 0.6 5.4 0.7 -0.8 22
CL008 |CL008 4 4 2 8.2 -1.3| -13.7| -1.7| -0.8 =57 14.1 3.0/ 27.0 3.4 0.5 112
CL011 |CLO11 3 4 13 9.3 -0.2| -21| -03 0.4 9 113 0.2 1.8 02| -1.0 7
CL013 |CL013 3 4 2 8.3 -1.2| -12.6| -1.6| -0.6 -53| 149 38| 342 4.3 0.9 142
Median of CLIA Group 8.9 13.1
Range of CLIA Group 7.8-10.7 10.2 - 15.9
Robust mean of CLIA Group 89(n=13) 13.2(n=13)
Robust SD of CLIA Group 0.93 1.88
CV of CLIA Group 10.4% 14.2%
Median of All Labs 8.7 11.7
Range of All Labs 7.8-10.7 9.0 -15.9
Robust mean of All Labs 88(n=21) 120 (n=21)
Robust SD of All Labs 0.82 2.39
CV of All Labs 9.3% 19.9%
Certified assigned value ( Xa )( pg/dL ) 9.5 11.1
Expanded uncertainty (Ua) 0.09 0.11
Relative expanded uncertainty 1.0 1.0%
Coverage factor k 2.6 2.6
Effective degrees of freedom veff 5 5
SD for proficiency assessment ( op ) 0.76 0.89
1. 2B EH (Xa) BEEISBNSEEHRSE AR ERREERLSHT (Isotope Dilution Mass Spectrometry; IDMS ) fZ3# S22 5 Hhflige ©
2. DERMERE (X) EEEE (Xa) ZZFE- [D=X-Xa] -
3.D% % D EEEELEE (Xa) ZHfE » DESEEFRR - [D%=(D/Xa)x100% ] -
4.2 score RREREZEFE (D) BEILEREZE (op ) ZHfE - [zscore=D/op] -
5. SDI AARERIE (X ) SEF) R T (E > 2 IRSF (HREBIR A 22 > (L « [ SDI=(X—Mean)/SD] - % SD{H% 0 » SDI RTHst -
6.Da% & D HEB K AFmEZE (MAD) ZEHhfE - BlIEZSER"R - [Da%=[D/(XaxMAD)]x100% ] -
7. Acceptable : | z | <2; Caution : 2 <|z|<3; Unsatisfactory : |z|>3
8. fE& 7% 2 : Radioimmunoassay ( Competitive-type ) ; 4 : Chemiluminescent Immunoassay ( Competitive-type ) °
9. SP35{E (Mean ) BEEFREEEAEZE (SD ) SRFHTRME (Robust) GntJ7ASTR (fRIR 190 13528:2005 #55( » f£H Algorithm A JHEIER) o
10. FREREEZ (op) K5 8% x Xa o
11. BeK ARFFRZ (Maximum Allowable Deviation; MAD ) 75 3 x (6 /Xa) x 100% -




Method Name Method Code Laboratory
.. L. RHO01b, RH07b, RH15, CL009, CL010, CL012,
Radioimmunoassay ( Competitive-type ) 2 CL014a, CLO15,
o . RHO1a, RH02¢c, RH06, RH07a, RH12, RH14, RH19,
Chemiluminescent Immunoassay ( Competitive-type ) 4 RH20, CL005, CL006a, CL00S, CLO11, CLO13,
Reagent Kit Reagent Code Laboratory
Abbott Architect 1 RHO02c,
Beckman Coulter Access 2 RHO07a, RH12, RH19, CL008, CL013,
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 CLO011,
Johnson & Johnson ortho vitros 14 RH14,
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Long Term Observation of CHT ( T, ) EQA Survey for Confirmatory Hosp.

Survey No : CHT2015-01 T4 (in green [1A0)
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Method g . g (Median) (Mean) (SD)  (CV)
02 8 8.6 8.6* 0.80* 9.3%
04 13 8.9 8.9* 0.93*  10.4%
All 21 8.7 8.8* 0.82* 9.3%
AEL** 104 8.9 9.1 0.99 10.9%
Certified assigned value : 9.5 pg/dL
4 S2
Method %65& i TaE fBEI %R oK
H »# (Median)  (Mean) (SD) (CVv)
02 8 9.8 10.0* 1.04*  10.4%
04 13 13.1 13.2* 1.88*  14.2%
All 21 11.7 12.0* 2.39*  19.9%
AEL* 106 11.3 11.7 1.71 14.7%
Certified assigned value : 11.1 pug/dL

* Calculated by robust method ( ISO 13528 ; Algorithm A)

** All European Laboratories

47 55 63 71 79 87 95 103 111119 12.7 135 143

Sample S1 (ug/dL)

Youden Plot ) &35

All Lab Median x| MAD

Sample 82 Target Value (Xa)

Xa x MAD

Sample 51 Target Value (Xa)
m Method 02 (RIA )
® Method 04 (CLIA)

MAD : Maximum Allowable Deviation
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