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5. FEAREELir D% i fiilE]

ZEf TSH igBltiE gl EER—ER

WEREL R OE | BB | BB i S1 R S2
<S> | <S> | RE | A4EES | Bl4EHE |(mIU/L)| D | D% z SDI | Da% |(mIU/L)| D | D% z SDI | Da%
CL013 |CL013 4 1 5 11.6 1.9, 19.6 2.4 - 81| 203 47| 30.1 3.8 - 125
Median of RIA Group - -
Range of RIA Group 11.6 - 11.6 20.3-20.3
Robust mean of RIA Group -(n=1) -(n=1)
Robust SD of RIA Group - -
CV of RIA Group - -
Median of European RIA Labs 10.6 (n=107) 15.8(n=106)
Range of European RIA Labs (16% - 84% ) 9.7 -12.7 14.8 - 20.7
RHO01b.RHO7b.RH14,RH15.CL.009.CL.010,CL012.CL014a,CL015. 5 P4zt
HRBREEL [FER B | % | R8T | R 8 51 48 2
<fRES> | <RES> | R | A4EDE | BI4ESE ((mIU/L)| D | D% z SDI [Da% [(mIU/L)[ D | D% z SDI | Da%
RHO01a |RHO1 1 3 9 9.3 -04| -41| -05 0.0 -17| 144 -1.2( 770 -1.0) -0.1 -32
RHO02c |RH02 2 3 1 7.8 -1.9| -19.6| -24| -1.6 -81| 125 =31 -199| -25 -14 -83
RHO06 RHO06 1 3 9 9.3 -04| -41| -05 0.0 -17| 144 -1.2( 770 -1.0) -0.1 -32
RH07a |RHO07 3 3 2 8.4 -1.3| -134| -1.7| -1.0 -56| 12.8 -2.8| -17.9| -22| -12 -75
RH12 RH12 4 3 2 10.6 0.9 9.3 1.2 1.4 38| 16.0 0.4 2.6 0.3 0.9 11
RH19 RH19 1 3 2 9.6 -0.1) -1.0| -0.1 0.3 -4 164 0.8 5.1 0.6 1.2 21
RH20 RH20 7 3 7 9.1 -0.6) -62| -0.8/ -0.2 -26| 14.1 -1.5) 9.6/ -12| -03 -40
CL005 |CL005 2 3 9 9.8 0.1 1.0 0.1 0.5 4| 153 -0.3| -1.9 -0.2 0.5 -8
CL006a |CL006 4 3 7 8.5 -1.2| -124| -1.5| -0.9 =51 134 -2.2| -141| -1.8/ -0.8 -59
CL008 |CL008 4 3 2 104 0.7 7.2 0.9 1.2 30, 15.0 -0.6| -3.8/ -05 0.3 -16
CL011 |CLo11 1 3 13 9.9 0.2 2.1 0.3 0.6 9| 16.2 0.6 3.8 0.5 1.1 16
Median of CLIA Group 9.3 14.4
Range of CLIA Group 7.8-10.6 12.5-16.4
Robust mean of CLIA Group 9.3(n=11) 146 (n=11)
Robust SD of CLIA Group 0.94 1.51
CV of CLIA Group 10.1% 10.3%
Median of European CLIA Labs 9.6 (n=1239) 15.6 (n=1203)
Range of European CLIA Labs (16% - 84% ) 8.5-10.2 13.0-16.7
Median of All Labs 9.5 14.7
Range of All Labs 7.8 -11.6 12.5-20.3
Robust mean of All Labs 9.5(n=12) 148(n=12)
Robust SD of All Labs 1.08 1.71
CV of All Labs 11.4% 11.6%
Median of All European Labs ( Xa) 9.7 15.6
Range of All European Labs ( 16% - 84% ) 8.5-10.3 13.1-16.9
Mean of All European Labs 9.6 (n=1443) 15.4 (n=1430)
SD of All European Labs 1.2 2.06
CV of All European Labs 12.0% 13.4%
SD for proficiency assessment (op ) 0.78 1.25
1 BEME (Xa ) Rt EREREON B A RSB M E SR PALE (Median )
2.D ERARERE (X) B EE (Xa) 2= - [D=X-Xa] -
3.D% % D {HEEEZEE (Xa) ZHLE - LEAERR - [D%=(D/Xa)x100% ] -
4.z score SIRER(EZRE (D ) HWAVEMREE (op) ZHLE - [zscore=D/op]1 -
5. SDI Rt BR(E (X ) HEI P EFRE I (E ~ 22 PR [E] R RE AR B = EE(E - [ SDI=(X-Mean)/SD ] - & SD{EX 0 BF > SDI R F4RET -
6. Da% % D HEE R RFFmZEE (MAD) ZEEfE - BIESEERR - [ Da%=[D/(XaxMAD)]x100% ] -
7. Acceptable : | z | <2; Caution : 2 <|z|<3; Unsatisfactory : |z |>3 -
8. f2E& 7774 1 : Radioimmunoassay ( Sandwich-type ) ; 3 : Chemiluminescent Immunoassay ( Sandwich-type ) °
9. P35{E (Mean ) BAfEAE (SD ) FRAITRME (Robust) st 777ASTHE (KIS 1SO 13528 #55( » £/ Algorithm A JERIX) -
10. FPEfERE= ( op) Ry 8% x Xa » E TSH EAEHEE <2.5mIU/L K » H op R 02 °

—
—

- AR SFFRZE (Maximum Allowable Deviation; MAD ) 75 3 x (6 /Xa) x 100%




Method Name Method Code Laboratory
Radioimmunoassay ( Sandwich-type ) 1 CLO013,
S . RHO1a, RH02¢c, RH06, RH07a, RH12, RH19, RH20,
Chemiluminescent Inmunoassay ( Sandwich-type ) 3 CL005, CL006a, CL00S, CLO11,
Reagent Kit Reagent Code Laboratory
Abbott Architect 1 RHO02c,
Beckman Coulter Access 2 RHO07a, RH12, RH19, CL008,
. RHO1b, RH07b, RH14, RH15, CL009, CL010, CL012,
Cisbio RIA-gnost 3 CL014a, CLO1S,
Immunotech CL013,
Siemens ADVIA Centaur RH20, CL006a,
Siemens Immulite 2000 RHO01a, RH06, CL005,
Roche 13 CLO011,
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LT TSH BRI AR — U (Reagent 3B )

BB | MEREEE | EE | iR | ek f S1 faf S2
<[E5> | <RE5> | R¥ | AN | BIEEEE | (mIUL) D D% z SDI | Da% | (mIU/L) D D% SDI | Da%
RHO1b RHO1 4 1 3 13.8 0.1 0.7 0.1 0.6 3 233 1.3 5.9 0.7 0.8 25
RHO7b RHO7 8 1 3 13.7 0.0 0.0 0.0 0.4 0 228 0.8 3.6 0.5 0.3 15
RH14 RH14 7 1 3 12.9 -0.8 -5.8 -0.7 -1.1 -24 20.2 -1.8 -8.2 -1.0 -1.9 -34
RH15 RHI15 7 1 3 12.9 -0.8 -5.8 -0.7 -1.1 -24 223 0.3 1.4 0.2 -0.1 6
CL009 CL009 3 1 3 133 -0.4 -2.9 -0.4 -0.4 -12 22.6 0.6 2.7 0.3 0.2 11
CLO10 CLO10 3 1 3 13.7 0.0 0.0 0.0 0.4 0 253 33 15.0 1.9 2.5 63
CLO12 CLO12 7 1 3 132 -0.5 -3.6 -0.5 -0.6 -15 21.2 -0.8 -3.6 -0.5 -1.0 -15
CLO14a CLO14 4 1 3 13.9 0.2 1.5 0.2 0.7 6 223 0.3 1.4 0.2 -0.1 6
CLO15 CLO15 4 1 3 14.3 0.6 4.4 0.5 1.5 18 222 0.2 0.9 0.1 -0.2 4
Median of Reagent 3 Group 13.7 223
Range of Reagent 3 12.9-14.3 20.2-25.3
Robust mean of Reagent 3 13.5(n=9) 224(n=9)
Robust SD of Reagent 3 0.54 1.17
CV of Reagent 3 4.0% 52%
Assigned Value (Xa) (Reagent 3) 13.7 22.0
SD for proficiency assessment ( o, ) (Reagent 3 ) 1.10 1.76
BOEME (Xa) Ryt B TR BN A IR St S A 4E SR P 18 (Median ) SH521& 2 8ifE - (%269 )

D (1 /5f(H (X) BHRE(A (Xa) 2285 -
DY% 7 D (BRI (Xa) 2Ll © BLEISHEET -
2 score PRBRAZERE (D ) BRPSEHBNGE (o,) ZILE - [2score=D /o] -
SDI HRBHE (X ) SURIREAT-H9L. 7 2IEEUEI SRR 7 Lol - [ SDI=(X—Mean)/SD ]

[D=X-Xa] -
[D%=(D/Xa)x100% ] -

o & SD {H Ay 0 B > SDI KA F4rat -
[ Da%=[D/(XaxMAD)]x 100% ]

Sovenow s~

Da% %y D {HELE K n#F Wz {E (MAD) ZthfE » IEFEEFER -
Acceptable : |z |<2; Caution : 2 <|z|<3; Unsatisfactory : [z |>3 -
fE5 7% 1 : Radioimmunoassay ( Sandwich-type ) ; 3 : Chemiluminescent Immunoassay ( Sandwich-type ) °

SP9{E (Mean ) B (SD ) FRFTTE(E (Robust ) 4t J77ARTEL (fichE 1SO 13528 #5551 » (£ Algorithm A JHEDE ) -
FPEREAERE (op ) 15 8% x Xa o & TSH JEMEHIME % < 2.5 mIUL B » Ho, 1502 -

BeK SR # (Maximum Allowable Deviation; MAD ) 75 3 x (o, / Xa ) x 100%




Method Name Method Code Laboratory
Radioimmunoassay ( Sandwich-type ) 1 IC{II:I(())II;),, RHO7b, RH14, RH15, CL009, CL010, CL012, CL014a,
Chemiluminescent Immunoassay ( Sandwich-type ) 3 RHO1a, RHO2¢, RHO6, RHO07a, RH12, RH19, RH20, CLOOS,
CL006a, CL0O08, CLO11,
Reagent Kit Reagent Code Laboratory
Abbott Architect 1 RHO2c,
Beckman Coulter Access 2 RHO07a, RH12, RH19, CL00S,
Cisbio RIA-gnost 3 gl]:lgllé): RHO7b, RH14, RH15, CL009, CL010, CL012, CLO14a,
Immunotech 5 CLO013,
Siemens ADVIA Centaur 7 RH20, CL006a,
Siemens Immulite 2000 9 RHO1a, RH06, CL005,
Roche 13 CLO11,
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Long Term Observation of CHT ( TSH ) EQA Survey for Confirmatory Hosp.

Survey No : CHT2016-02 TSH (in green [ ]A0)
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# 1 S1 T
Sample S1 RlE Bl
1 1 & % ¥R TioiE ‘f%—ﬁi "%ﬂ l,f‘.ﬁ’i
1 ] | i Method 5o g (Median) ~ (Mean)  (SD) (CV)
1 1
' |:|: 1 1 1 - - - -
3 1 1
3 ] - ] 03 1 9.3 9.3* 0.94*  10.1%
s ™ ! [ ! Al 12 9.5 9.5* 1.80*  11.4%
= %Y e AEL™ 1426 9.7 9.6 120  12.0%
o
6.0 7.1 8.2 9.3 1I7Il4 11.5 12.6 13.7 14.8 15.9 17ID 18.1 19.2 20.3 21.4 1-3*** 9 13.7 13.5 0.54* 4.0%
) ’ ’ ’ ’ ’ -TSH-[mIU-IL] - ’ ’ ’ ’ ’
e #8 S2
Sample S2
¥ % ¢ Tl EEL %R Gk
] : i | Method g o g (Median) (Mean)  (SD)  (CV)
1 1 1 1 - - - -
1 1
3 7 HI[H 3 M 144 146" 1517 10.3%
=1 1 ] * *
S an ! ]_E_| All 12 14.7 14.8 1.71 11.6%
52 5 78 94 104 17 130 143 155 105 102 155 208 24 24 247 200 AEL** 1430 15.6 15.4 2.06 13.4%
TSH [mIU/L]
1 ] ] 13 9 22.3 22.4 117 5.2%
1 T
N * Calculated by robust method ( ISO 13528 ; Algorithm A )
. ** All European Laboratories
* Assigned value , ==== MAD SR S R R A T 0 BB T G B
26.0
s Youden Plot &) &z
234 3 All Lab Median Y MAD
221 < b —
20.8 .:: I |
— o H | -
1 19.5 ? ¥ I
D 182 == —_ | b | R -
E 6o | : T;- Xa X MAD
~—" ® &= Xa x M
% 15.6 . l L l
Q 14.3 I ' ¢ | Sample S1 Assigned Value (Xa)
g 130 y 3 i B Method I (RIA)
B 17 R | I _i ® Method 3 (CLIA)
10.4 MAD : Maximum Allowable Deviation
9.1
7.8
6.5
52

33 41 49 57 65 7.3 81 89 9.7 10511.312.112.913.714.515.3 16.1
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Method 1-3 Youden Plot
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D 66 Method 1-3 ( RIA-Reagent 3 )
MAD : Maximum Allowable Deviation
14.8 Xa: &P RATEH S TS RERESE D
13.0 B %% Y 8k (Median ) 2 B8 2 #cid o
11.2 4
9.4

60 7.1 82 9.3 104 115 12.6 13.7 148 159 17.0 18.1 19.2 203 214
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