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<fRE5> | <Hi%> | KW | A405 | H4E6E (miuL)| D [ D% | z | SDI [Da% [(mIUL)| D [D% | z | SDI | 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) 5.0(n=106)
Range of European RIA Labs (16% - 84% ) 14.8 - 20.7 4.4-6.5
RHO01b.RH07b,RH14,RH15,CL009,CL010,C1.012,CL014a,CLO015.5 T 475t
IREREAL FE2ERE | B | e TR T S1 TehE S2

<(REB> | <(RB5> | R¥ | JA4E65 | B4EEE [(mIUL)| D D% z SDI | Da% |(mIU/L)| D D% z SDI | Da%
RHO1a |RHO1 4 3 9 13.8 -1.8| -11.5| -14| -04 -48 4.9 0.0 0.0 0.0 0.8 0
RHO02¢ |RHO02 4 3 1 12.6 -3.00 -19.2| -24| -12 -80 4.0 -09| -184, -2.3| -0.9 =17
RH06 RH06 5 3 9 14.5 -1.1 =71 -0.9 0.0 -29 4.8 -0.1 -2.00 -0.3 0.6 -9
RH07a |RHO07 4 3 2 14.1 -1.5) 9.6 -12| -0.2 -40 3.9 -1.0) -204 -2.6] -1.1 -85
RH12 RH12 5 3 2 14.0 -1.6| -10.3| -1.3| -03 -43 4.0 -09| -184, -23| -0.9 =77
RH19 RH19 7 3 2 16.0 0.4 2.6 0.3 0.9 11 5.1 0.2 4.1 0.5 1.1 17
RH20 RH20 3 3 7 14.3 -1.3)  -83| -1.0) -0.1 -35 4.4 -0.5| -10.2) -1.3] -0.2 -43
CL005 |CL005 7 3 9 15.4 -0.2|  -13| -0.2 0.5 -5 4.9 0.0 0.0 0.0 0.8 0
CL006a |CL006 2 3 7 14.0 -1.6| -10.3| -1.3| -0.3 -43 4.4 -0.5| -10.2) -1.3| -0.2 -43
CL008 |CL008 7 3 2 16.9 1.3 8.3 1.0 1.5 35 4.7 -0.2 -4.1 -0.5 0.4 -17
CL011 |CLO11 0 3 13 16.5 0.9 5.8 0.7 1.2 24 5.2 0.3 6.1 0.8 1.3 26
CL013b |CLO013b 1 3 1 12.2 -3.4| 218 -2.7) -14 91 4.0 -09| -184, -2.3| -0.9 =117
Median of CLIA Group 14.2 4.6
Range of CLIA Group 12.2 -16.9 39-52
Robust mean of CLIA Group 145(n=12) 45(n=12)
Robust SD of CLIA Group 1.64 0.53
CV of CLIA Group 11.3% 11.8%
Median of European CLIA Labs 15.6 (n=1203) 5.0(n=1203)
Range of European CLIA Labs (16% - 84% ) 13.0 - 16.7 4.2-53
Median of All Labs 14.2 4.6
Range of All Labs 12.2-16.9 3.9-52
Robust mean of All Labs 145(n=12) 45(n=12)
Robust SD of All Labs 1.64 0.53
CV of All Labs 11.3% 11.8%
Median of All European Labs ( Xa) 15.6 4.9
Ux, 0.068 0.021
Range of All European Labs (16% - 84% ) 13.1-16.9 42-53
Mean of All European Labs 15.4 (n=1430) 4.8 (n=1430)
SD of All European Labs 2.06 0.64
CV of All European Labs 13.4% 13.2%
SD for proficiency assessment ( op ) 1.248 0.392
SD' for proficiency assessment (op ') - -

ECEME (Xa) Byt in iR RS P BN B KRR R S S A 45 I 2 P i1 8 (Median ) »

Uy B EEH R R HEEE © Uxy=1.25xSD /nl?2 -

SPERRELE (op) &5 8% x Xa » & TSHRFERIE & <25 mIUL I > Hoep 102 -

PR AEE (o) = (0p 2+ Uxa 2)V2 0 8 Uxa > 0.3 o BEIEF o' fHURRAE A8 -

. D RigBhE (X) HEE[E (Xa) Z#fFE- [D=X-Xa] -

. D% Jy D EELEEE (Xa) ZIL{E > DIESLER - [ D% =(D/Xa)x100% ]

.z score SyIRER{EZEEE (D) BIEEEREAERE (op) ZELE © [ zscore=D/ep ] -

- SDI R BR{E (X ) B (A RFAL 744 (B 22 R (I RFABIEE 22 7 LE(8 - [ SDI=(X—-Mean)/SD] - & SD {}% 0 8% - SDI R P4zt -
. Da% /5y D ([HEli K eafiR7ZE (MAD) Zth(E » Dl ptERR - [ Da%=[D/(XaxMAD)]x100% ] -
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10. Acceptable : | z | <2; Caution : 2 <|z|<3; Unsatisfactory : |[z|>3 -

11. 135577724 1 : Radioimmunoassay ( Sandwich-type ) ; 3 : Chemiluminescent Inmunoassay ( Sandwich-type ) -

12. “F39{H (Mean ) ERFFEAERE (SD ) SRAIFE(E (Robust ) 451 777ARHE ({icis 1SO 13528 55| - [#H] Algorithm A JEEIE) -
13. i K 2w 7 (Maximum Allowable Deviation; MAD ) % 3 x ( cp /Xa)x100% -
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Method Name Method Code Laboratory
Radioimmunoassay ( Sandwich-type ) 1 -
13RHO01a, 13RH02¢, 13RH06, 13RH07a, 13RH12,
Chemiluminescent Inmunoassay ( Sandwich-type ) 3 13RH19, 13RH20, 13CL005, 13CL006a, 13CL008,
13CL011, 13CL013b, 13
Reagent Kit Reagent Code Laboratory
Abbott Architect 1 RHO02c, CL013b,
Beckman Coulter Access 2 RH07a, RH12, RH19, CL008,
. RHO01b, RHO7b, RH14, RH15, CL009, CL010, CL012,
Cisbio RIA-gnost 3 CL014a, CLOIS,
Siemens ADVIA Centaur 7 RH20, CL006a,
Siemens Immulite 2000 9 RHO01a, RH06, CL005,
Roche 13 CLO011,
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TeEREL | HECEDE | bR | B L Hits S1 fi S2
<[RES> | <S> | R¥ | JAERS | BIERS | (mIUL) D D% z SDI | Da% | (mIU/L) D D% z SDI | Da%

RHO1b RHO1L 1 1 3 23.7 4.3 222 2.8 4.0 92 6.4 0.3 4.9 0.6 1.2 20
RHO7b RHO7 3 1 3 19.7 0.3 1.5 0.2 0.0 6 5.6 -0.5 -8.2 -1.0 -1.2 -34
RH14 RH14 4 1 3 18.0 -1.4 -7.2 -0.9 -1.7 -30 6.0 -0.1 -1.6 -0.2 0.0 -7
RH15 RH15 4 1 3 20.2 0.8 4.1 0.5 0.5 17 6.0 -0.1 -1.6 -0.2 0.0 -7
CL009 CL009 3 1 3 19.3 -0.1 -0.5 -0.1 -0.4 -2 5.8 -0.3 -4.9 -0.6 -0.6 -20
CLO10 CLO10 2 1 3 20.7 1.3 6.7 0.8 1.0 28 6.2 0.1 1.6 0.2 0.6 7
CLO12 CLO12 9 1 3 19.1 -0.3 -1.5 -0.2 -0.6 -6 5.6 -0.5 -8.2 -1.0 -1.2 -34
CLO014a CLO14 7 1 3 19.4 0.0 0.0 0.0 -0.3 0 6.3 0.2 33 0.4 0.9 14
CLO15 CLO15 3 1 3 19.7 0.3 1.5 0.2 0.0 6 6.3 0.2 33 0.4 0.9 14
Median of Reagent 3 Group 19.7 6.0
Range of Reagent 3 18.0-23.7 5.6-64
Robust mean of Reagent 3 19.7(n=9) 6.0(n=9)
Robust SD of Reagent 3 1.00 0.34
CV of Reagent 3 5.1% 5.7%
Assigned Value (Xa) (Reagent 3) 19.4 6.1
Uxa 0.417 0.142
SD for proficiency assessment ( o, ) (Reagent 3 ) 1.552 0.488
SD' for proficiency assessment ( 6, ") (Reagent 3 ) - -

FOEME (Xa) Fyltb St E iR O AR S S A4S R b (i1 8 ( Median ) Si%E1& > W{H - (GHEEERH )
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D% %y D HBELE (Xa) ZEE » PESE#E R - [D%=(D/Xa)x100% ] -

z score FyigER{E#2E (D ) BIFLEREAER (o) ZILfH « [zscore=D/g, ] -

SDI Ryt@lifd (X)) BLEIE RS FI9E 2 2R B E R RS 22 2L - [ SDI=(X—-Mean)/SD ] - & SD {H% 0F » SDI A P45t -
Da% Jy D fEH K naFlm72{E (MAD ) ZEbE » PLES3th#R - [Da%=[D/(XaxMAD)]x100% ] -
Acceptable : |z |<2; Caution : 2 <|z| < 3; Unsatisfactory : [z|>3 °

f&B& /772 1 : Radioimmunoassay ( Sandwich-type ) ; 3 : Chemiluminescent Immunoassay ( Sandwich-type ) °

“FE{E (Mean ) BUEEAEZE (SD ) FRATER{E (Robust ) #1775 1E (K85 1SO 13528 #55( - (7 Algorithm A JHEI% )
FEERERERE (op ) K5 8% x Xa » & TSH REHIE F <2.5 mIU/L i » H oo, £50.2 °
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OO0 XN WD~

Z (L TSH iREglehs i das R — %k 1/2 Ver 1.0_20161115



F T F o Ezl‘

BN RS EESE L

A4RS% RA0B010104CHT

Method Name

Method Code Laboratory
. . RHO1b, RHO7b, RH14, RH15, CL009, CL010, CLO12, CLO14a,
Radioimmunoassay ( Sandwich-type ) 1
CLO15,
Chemilumi ‘1 ( Sandwich ) 3 RHO1a, RHO2c, RHO6, RH07a, RH12, RH19, RH20, CL005,
emiluminescent Immunoassay ( Sandwich-type L0063, CLO0S, CLO11, CLO13b,
Reagent Kit Reagent Code Laboratory
Abbott Architect 1 RHO02¢, CLO13b,
Beckman Coulter Access 2 RHO7a, RH12, RH19, CL00S,
Cisbio RIA-gnost 3 RHO1b, RHO7b, RH14, RH15, CL009, CL010, CLO12, CLO14a,
CLO15,
Siemens ADVIA Centaur 7 RH20, CL006a,
Siemens Immulite 2000 9 RHO1a, RH06, CL00S5,
Roche 13 CLO11,
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Long Term Observation of CHT ( TSH ) EQA Survey for Confirmatory Hosp.

|Survey No : CHT2017-01 TSH (in green [ 12.0)|
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CEECI Al
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48 S1 R
Sample S1 R Yh
1 1 e S ¢ i TiaE BB %R Gk
1 | E Method o g (Median) ~ (Mean)  (SD) (V)
1 1
2 — = A, - N
o 1 i 03 12 14.2 14.5* 1.64* 11.3%
(] 1 1
£ ™ :'_[':]_| : Al 12 14.2 145° 164  11.3%
S 65 78 91 104 117 130 143 156 169 182 195 208 221 23.4 247 -~
TSH [mIU/L] AEL 1430 15.6 15.4 2.06 13.4%
1-3«| : }_I]:I—ﬁ
] 1
e e e e e e s wTe e e e o e e 1-3* 9 19.7 19.7 1.00* 5.1%
TSH [mIu/L]
¥ S2
Sample S2
& % ¢oiE TiaE R E R ik
1 ! ! Method g o g (Median)  (Mean)  (SD) (V)
! : 1 0 : : : :
o 3
_8 E I-|:|:_| i 3 12 4.6 4.5* 0.53* 11.8%
3 an §|.|:|:_| i All 12 46 45 053  11.8%
17 21 25 25 55 57 41 45 48 53 57 51 65 60 73 77 o4 AEL*™ 1430 4.9 4.8 0.64 13.2%
TSH [mIU/L]
1 1
I 1 _Qkkk o
1a | ﬂ} : 1-3 9 6.0 6.0 0.34 5.7%
- C msmmom T T * Calculated by robust method ( ISO 13528 ; Algorithm A )
. ** All European Laboratories
* Assigned value , -==-- MAD ***%ﬁg@ﬂ‘rﬁy%g@;ﬁﬁ.]] TR WSk E T A o
g1
7.7 Youden Plot &) &35
73 4
69 j All Lab Median Y MAD
Pl
~— 61 4 % | .
= ;| S e 3 : !
D | i % [} —.] =
g 534 : ® Z
- 49 I & . I E Xa x MAD
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