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<{E5> | <Hi%> | R | L4065 | B4EEE ((miuL)| D [ D% | z | SDI [Da% [(mIUL)| D [D% | z | sSpI | Da%
Median of RIA Group - -
Range of RIA Group - -
Robust mean of RIA Group -(n=0) -(n=0)
Robust SD of RIA Group - -
CV of RIA Group - -
Median of European RIA Labs 15.8(n=106) 10.6 (n=107)
Range of European RIA Labs (16% - 84% ) 14.8 - 20.7 9.7-12.7
RHO01b,RH07b,RH14,RH15,CL.009.CL010,CL.012,CLO014a, 5 475t
TREREr | WE2 R | E¥ | dg i | fEdsl taki S1 s S2

<(RE5> | <(B5> | R¥ | Z4EHE | B4R |(mIUL)| D D% z SDI | Da% |(mIU/L)| D D% z SDI | Da%
RHO01a |RHO1 8 3 9 13.0 -2.6| -16.7 -2.1| -1.2 -69 8.3 -14| -144) -1.8] -1.2 -60
RHO02c |RHO02 2 3 1 13.4 -22| -141| -1.8/ -0.6 -59 8.4 -1.3| -134, -1.7| -1.0 -56
RH06 RH06 4 3 9 13.5 -2.1| -13.5 -1.7) -0.5 -56 8.9 -0.8) -82 -1.0 0.2 -34
RHO07a |RHO7 3 3 2 13.3 -2.3| -147( -1.8) -0.8 -61 9.0 -0.7)  -7.2)  -0.9 0.5 -30
RH12 RH12 8 3 2 14.5 -1.1 -7.1) -0.9 0.8 -29 8.9 -0.8 -82 -1.0 0.2 -34
RH15b |RH15b 7 3 13 17.0 1.4 9.0 1.1 4.0 37, 10.6 0.9 9.3 1.2 4.4 39
RH19 RH19 2 3 2 13.6 -2.0) -12.8| -1.6) -0.4 -53 8.8 -09 93 -12 0.0 -39
RH20 RH20 4 3 7 13.1 -2.5| -16.0 -2.0, -1.0 -67 8.5 -1.2) -12.4) -1.5] -0.7 -52
CL005 |CL005 2 3 9 14.5 -1 7.1 -0.9 0.8 -29 9.1 -0.6) -6.2| -0.8 0.7 -26
CL006a |CL006 7 3 7 13.4 -2.2| -141| -1.8) -0.6 -59 8.6 -1.1) -11.3)  -14| -0.5 -47
CL008 |CL008 4 3 2 13.7 -1.9| -12.2) -1.5) -03 -51 8.7 -1.0 -103) -1.3] -0.2 -43
CL011 |CLO11 2 3 13 16.8 1.2 7.7 1.0 3.8 32, 101 0.4 4.1 0.5 3.2 17
CL013b |CLO013b 7 3 1 14.3 -1.3]  -83| -1.0 0.5 -35 8.3 -14| -144, -1.8] -1.2 -60
CL015b |CLO015b 3 3 7 13.7 -1.9| -12.2) -1.5) -0.3 -51 8.6 -1.1) -11.3)  -14| -0.5 -47
Median of CLIA Group 13.7 8.8
Range of CLIA Group 13.0-17.0 8.3-10.6
Robust mean of CLIA Group 139(n=14) 8.8(n=14)
Robust SD of CLIA Group 0.77 0.41
CV of CLIA Group 5.5% 4.7%
Median of European CLIA Labs 15.6 (n=1203) 9.6(n=1239)
Range of European CLIA Labs (16% - 84% ) 13.0 - 16.7 8.5-10.2
Median of All Labs 13.7 8.8
Range of All Labs 13.0-17.0 8.3-10.6
Robust mean of All Labs 139(n=14) 88(n=14)
Robust SD of All Labs 0.77 0.41
CV of All Labs 5.5% 4.7%
Median of All European Labs ( Xa) 15.6 9.7
Ux, 0.068 0.038
Range of All European Labs (16% - 84% ) 13.1 -16.9 8.5-10.3
Mean of All European Labs 154 (n=1430) 9.6 (n=1443)
SD of All European Labs 2.06 1.15
CV of All European Labs 13.4% 12.0%
SD for proficiency assessment ( o}, ) 1.248 0.776
Adjusted SD for proficiency assessment (op ') - -
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- BFERRAEZE (op) Ky 8% x Xa o & TSH JREHEE & <2.5 mIU/L I > H op &5 0.2 mIU/L -

HBERTERERE (0p') = (0p 2+ Uxa )20 E Uxy 203 o I o) P -

. D E R fpBafE (X) EarEE (Xa) Z&# - [D=X-Xa] -

. D% %5 D HEIEM (Xa) ZEHE > DlESHEFR R - [ D%=(D/Xa)x100% ] -

.z score Ry iRER{EZEE (D) BIFTEREAEE (op) ZIEE « [zscore=D/op] -

. SDI Ryt {E (X)) BLE] 7 BEaS V19 E 2 A2 R B E B RS AE2 Z EhfE - [ SDI=(X—-Mean)/SD ] - & SD {H 5 01 » SDI R P45t
. Da% %y D fHELR K niFmz (MAD) 2 thfE » DLE S tb#R R - [Da%=[D/(XaxMAD)]|x100% ] -

. Acceptable : | 2| <2; Caution : 2 <|z|<3; Unsatisfactory : |z|>3 -

0 AN AR W -

—
-]

11. #38% 7574 1 : Radioimmunoassay ( Sandwich-type ) ; 3 : Chemiluminescent Inmunoassay ( Sandwich-type ) -
12. S ( Mean ) 1672 (SD ) S22 (Robust ) S5 /7545HEE( (kIS 1SO 13528 453 » (/) Algorithm A (5% ) -
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R R 7S (Maximum Allowable Deviation; MAD ) £ 3 x ( 6,/ Xa)x100% - E Ux > 0.30, 1% > MAD A 3 x ( 6’/ Xa) x100% -
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Method Name Method Code Laboratory
Radioimmunoassay ( Sandwich-type ) 1 -
RHO01a, RH02¢, RH06, RH07a, RH12, RH15b, RH19,
Chemiluminescent Inmunoassay ( Sandwich-type ) 3 RH20, CL005, CL006a, CL008, CL011, CL013b,
CLO015b,
Reagent Kit Reagent Code Laboratory
Abbott Architect 1 RHO02c, CL013b,
Beckman Coulter Access 2 RH07a, RH12, RH19, CL008,
Cisbio RIA-gnost 3 RHO1b, RH07b, RH14, RH15, CL009, CL010, CL012,
CL014a,
Siemens ADVIA Centaur 7 RH20, CL006a, CL015b,
Siemens Immulite 2000 9 RHO01a, RH06, CL005,
Roche 13 RH15b, CLO11,
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TeBRERAL | WESRERE | [l teig | tekeEt finie S1 e S2
<[REB> | <5 PN 4 AT 14665 | (mIU/L) D D% z SDI | Da% | (mIU/L) D D% z SDI | Da%

RHO1b RHO1 1 1 3 26.2 7.4 394 4.9 2.8 164 11.6 -0.2 -1.7 -0.2 -0.4 -7
RHO7b RHO7 4 1 3 18.6 -0.2 -1.1 -0.1 -0.4 -4 11.6 -0.2 -1.7 -0.2 -0.4 -7
RH14 RH14 4 1 3 18.2 -0.6 -3.2 -0.4 -0.5 -13 11.6 -0.2 -1.7 -0.2 -0.4 -7
RHI15 RHI15 4 1 3 16.4 -2.4 -12.8 -1.6 -1.3 -53 9.4 -2.4 -20.3 -2.5 -4.8 -85
CL009 CL009 3 1 3 18.8 0.0 0.0 0.0 -0.3 0 11.9 0.1 0.8 0.1 0.2 4
CLO10 CLO010 3 1 3 21.8 3.0 16.0. 2.0 1.0 66 12.5 0.7 5.9 0.7 1.4 25
CL012 CL012 4 1 3 19.3 0.5 2.7 0.3 -0.1 11 12.2 0.4 3.4 0.4 0.8 14
CL014a  [CLO14 4 1 3 20.0 12 e4f o8] 02 27 120 02 17 o2 o4 7
Median of Reagent 3 Group 19.1 11.8
Range of Reagent 3 16.4 -26.2 9.4-125
Robust mean of Reagent 3 19.5(n=8) 11.8(n=28)
Robust SD of Reagent 3 2.40 0.50
CV of Reagent 3 12.3% 4.2%
Assigned Value ( Xa ) (Reagent 3 ) 18.8 11.8
Uxa 1.061 0.221
SD for proficiency assessment ( G}, ) (Reagent 3 ) 1.504 0.944
Adjusted SD for proficiency assessment ( 6},') ( Reagent 3) - -
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9. Da% £ D {H8LE K iRz (MAD) {2 EhfE - DLESEEFR R - [Da% =[D/(Xax MAD)]x100% ] -
10. Acceptable : | 2| <2; Caution : 2 <|z|<3; Unsatisfactory : [2]|>3 -

11. #&E% 7777 1 : Radioimmunoassay ( Sandwich-type ) ; 3 : Chemiluminescent Immunoassay ( Sandwich-type ) °
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Method Name Method Code Laboratory
Radioimmunoassay ( Sandwich-type ) 1 RHO1b, RHO7b, RH14, RH15, CL009, CL010, CL012, CLO14a,
Chemiluminescent Immunoassay ( Sandwich-type ) 3 RHO1a, RF02c, RH06, RHO72, RH12, RH15b, RH19, RH20,
CL005, CL006a, CL008, CLO11, CLO13b, CL015b,
Reagent Kit Reagent Code Laboratory
Abbott Architect 1 RHO02¢, CLO13Db,
Beckman Coulter Access 2 RHO07a, RH12, RH19, CL00S,
Cisbio RIA-gnost 3 RHO1b, RHO7b, RH14, RH15, CL009, CL010, CL012, CL014a,
Siemens ADVIA Centaur 7 RH20, CL006a, CLO15b,
Siemens Immulite 2000 9 RHO1la, RHO6, CLO0S,
Roche 13 RH15b, CLO11,
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Long Term Observation of CHT ( TSH ) EQA Survey for Confirmatory Hosp.
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CELT Al
.
48 S1 R
Sample S1 R Yh
; ¢ E Tiog RELI %R G
1 1 1 ”‘ﬁ%\; E
E i Method g, o (Median)  (Mean)  (SD) (CV)
1 1
O | e
'g E i 3 14 13.7 13.9* 0.77* 5.5%
£ : HL ; Al 14 137 139" 077" 55%
65 7.8 91 104 117 130 143 156 169 18.2 19.5 20.8 221 23.4 24.7 *x
= TSH [rmlUIL] AEL 1430 15.6 15.4 2.06 13.4%
i i
e i |—| | |—'—|: 1-3* 8 19.1 19.5 240  12.3%
8.3 2.8 11.3 12.8 14.3 15.8 17.2—51:.:mlz‘l-]'.!i]21.5 23.3 24.8 26.3 27.8 293
¥ S2
Sample S2
% ¢ oiiE T fRRL RE Gk
: : Method g g (Median)  (Mean)  (SD)  (CV)
T ] 1 1 * * 0,
g s | H[— | 3 14 8.8 8.8 0.41 4.7%
- * * 0,
g an : [[l : All 14 8.8 8.8 0.41 4.7%
— — L AEL** 1443 9.7 9.6* 1.15 12.0%
41 49 57 6.5 73 8.1 89 87 105 113 121 129 13.7 145 153
TSH [mIU/L]
H H 1-3%** 8 11.8 11.8 0.50 4.2%
i , i
TR o * Calculated by robust method (1SO 13528 ; Algorithm A )
. ** All European Laboratories
* [ —
Assigned value , MAD T R TR T T e
15.3
Youden Plot &) &35
14.5
13.7 = | AnLab MedianxMAD
v
12.9 g —
2 |
— 121 - i :
- H : |
5 1.3 a | :
= . I el _ _# TE_ =
~ I L Z | xaxpap
AN 97 : !
(¢p] I
Q 8.9 | ) s Sample S1 Assigned Value (Xa)
2 i o B Method I (RIA)
(‘05 P | ® Method 3 (CLIA)
i_ ______________ B MAD : Maximum Allowable Deviation
6.5
5.7
49
a1

65 78 91 104 11.7 13.0 143 156 169 18.2 195 20.8 22.1 234 24.7

Sample S1 ( mIU/L)
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Method 1-3 Youden Plot
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35 109 | . [
E I Sample 81 Assigned Value (Xa)
@ 100 | :
n ! Method 1-3 ( RIA-Reagent 3 )
= b Fad MAD : Maximum Allowable Deviation
8.2 Xa: HFHRETENE R ARERESED
B %% Y 8k (Median ) 2 B8 2 #cid o
7.3
6.4
5.5

83 9.8 113 128 143 158 17.3 18.8 203 21.8 23.3 24.8 26.3 27.8 293
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