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4. ARIENHE 2 score S7 1]

S[e TSH fp el
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5. EARREHNE D% 53 6. EARE R SDI 57

=

2 BbE TSH il mEGR—ER

EREA W2 HH BB Bl TR S1 s S2
<RE5> | <> | KRB EEE | BESE  (mow) | D [ D% | SDI | Da% | (mIUL) | D | D% | z SDI
RHO1b RHO1 2 1 3 32.0 11.5 56.1 7.0 1.6 234 8.5 2.6 44.1 5.5 0.7
RHO07b RHO07 7 1 3 29.0 8.5 415 5.2 -0.2 173 8.0 2.1 35.6 4.5 0.0
RH14 RH14 4 1 3 28.1 7.6/ 371 4.6 -0.8 154 7.8 1.9 322 4.0 -0.3
RH15 RH15 7 1 3 29.4 89| 434 5.4 0.0 181 7.8 19| 322 4.0 -0.3
CL009 | CL009 4 1 3 29.1 8.6/ 42.0 5.2 -0.2 175 7.9 2.0, 339 4.3 -0.1
CL010 | CLo010 3 1 3 29.9 94| 459 5.7 0.3 191 7.7 1.8| 305 3.8 -0.4
CL012 CL012 7 1 3 28.0 7.5  36.6 4.6 -0.9 152 9.0 31| 525 6.6 14
CL013 CLo013 3 1 5 28.5 8.0/ 39.0 4.9 -0.6 163 7.0 1.1 18.6 23 -1.4
CL014a | CLO014 4 1 3 28.0 75|  36.6 4.6 -0.9 152 7.6 1.7| 288 3.6 -0.5
CL015 | CLo015 4 1 3 32,5 12.0, 585 7.3 1.9 244 9.1 32| 542 6.8 1.5
Median of RIA Group 29.1 7.9
Range of RIA Group 28.0 - 32.5 7.0-9.1
Robust mean of RIA Group 294 (n=10) 8.0(n=10)
Robust SD of RIA Group 1.61 0.74
CV of RIA Group 5.5% 9.3%
Median of European RIA Labs 21.4(n=106) 6.1(n=106)
Range of European RIA Labs (16% - 84% ) 19.8-27.8 5.5-8.0
WREREM 2R HH  BES B TRg S1 T 2
<fRE5> | <fRE5> | R | JAEE  BET | (mruw) | D | D% | 2 SDI | Da% | (mIUL)| D | D% z SDI
RHO1a RHO1 3 3 9 16.6 -39 -190 -24 -1.1 -79 5.7 -0.2 -34 04 0.4
RHO02c RHO02 1 3 1 16.9 3.6 -17.6 -2.2 -1.0 -73 5.2 -0.7 -11.9 -15 -0.7
RHO06 RHO06 2 3 9 21.4 0.9 4.4 0.5 1.1 18 5.2 -0.7 -119 -15 -0.7
RHO07a RHO07 1 3 2 17.3 3.2 -15.6  -2.0 -0.8 -65 5.0 -0.9 -153 -1.9 -1.1
RH12 RH12 7 3 2 21.6 1.1 5.4 0.7 1.2 22 6.1 0.2 34 0.4 13
RH19 RH19 2 3 2 20.9 0.4 2.0 0.2 0.9 8 6.1 0.2 34 0.4 1.3
RH20 RH20 3 3 7 18.2 23 -11.20 -14 -0.4 -47 5.3 -0.6 -102 -13 -0.4
CL005 CL005 7 3 9 18.1 24 -11.7, -15 -0.4 -49 5.4 -0.5 -85 -1.1 -0.2
CL006a | CL006 3 3 7 18.4 =21 -102 -13 -0.3 -43 5.3 -0.6 -102 -13 -0.4
CL008 CL008 4 3 2 18.6 -1.9 93 -12 -0.2 -39 5.3 -0.6 -10.2 -13 -0.4
CLo011 CLO011 1 3 13 20.8 0.3 1.5 0.2 0.9 6 6.1 0.2 34 0.4 13
Median of CLIA Group 18.4 53
Range of CLIA Group 16.6 - 21.6 5.0-6.1
Robust mean of CLIA Group 19.0(n=11) 55(n=11)
Robust SD of CLIA Group 2.10 0.46
CV of CLIA Group 11.1% 8.4%
Median of European CLIA Labs 20.5(n=1212) 59 (n=1212)
Range of European CLIA Labs (16% - 84% ) 17.1-21.7 51-6.3
Median of All Labs 21.6 6.1
Range of All Labs 16.6 - 32.5 5.0-9.1
Robust mean of All Labs 240(n=21) 6.7(n=21)
Robust SD of All Labs 6.37 1.58
CV of All Labs 26.5% 23.6%
Median of All European Labs ( Xa ) 20.5 5.9
Range of All European Labs (16% - 84% ) 17.2-22.0 5.1-6.3
Mean of All European Labs 20.2 (n=1426) 5.9 (n=1426)
SD of All European Labs 2.73 0.75
CV of All European Labs 13.5% 12.7%
SD for proficiency assessment ( Sy ) 1.64 0.47
1. REME (Xa) HibmERERENEEAREREREREER Z H 8 (Median )
2. DERAERE (X) HEEE (Xa) ZEHE - [D=X-Xa] -
3. D% % D {HSEERE(E (Xa) ZEE - DEDEFRR > [ D%=(D/Xa)x100% ] -
4. zscore BIRER{EZERE (D) B EREEZE ( op) ZHfE o [zscore=D/ o, )
5. SDI ZigBR{E (X) HEREAR FIgE Y ZIEHE R AEZ - [ SDI=(X-Mean)/SD] - & SD{&% 0 & » SDI R F4Est -
6. Da% Fs D [HERR A AFFRZEME (MAD) ZHE » BIEZERR o [ Da%=[D/(XaxMAD)|x100% ] -
7. Acceptable : |z | <2; Caution : 2 <|z|<3; Unsatisfactory : |z |>3 -
8. #E& 7574 1 : Radioimmunoassay ( Sandwich-type ) ; 3 : Chemiluminescent Immu y ( Sandwich-type) °
9. F{E (Mean ) HLEFREFEAEZ (SD ) BRAIRR{E (Robust ) 5T 7774515 (fikig 19O 13528:2005 55| » £/ Algorithm A JHEE) -
10. SFEEEEZE ( S, ) B 8% x Xa > & TSH BE#HE K <2.5mIU/LE - & S, B0.2 -
11

. AAHFRE (Maximum Allowable Deviation; MAD ) 5 3 x ( S, /Xa)x100% -

Da%
184
149
135
135
142
128
220

78
121
227



Method Name

Radioimmunoassay ( Sandwich-type )

Chemiluminescent Inmunoassay ( Sandwich-type )

Reagent Kit
Abbott Architect
Beckman Coulter Access

Cisbio RIA-gnost

Immunotech
Siemens ADVIA Centaur
Siemens Immulite 2000
Roche
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Method Code

1

Reagent Code

13

Laboratory

RHO1b, RH07b, RH14, RH15, CL009, CL010, CL012,
CL013, CL014a, CL015,

RHO1a, RH02c, RH06, RH07a, RH12, RH19, RH20,
CL005, CL006a, CL008, CLO11,

Laboratory

RHO2c,
RHO07a, RH12, RH19, CL00S,

RHO1b, RHO7b, RH14, RH15, CL009, CL010, CL012,
CL014a, CL015,

CL013,

RH20, CL006a,
RHO1a, RH06, CL005,
CLO011,

[ Home



Long Term Observation of CHT ( TSH ) EQA Survey for Confirmatory Hosp.

Survey No : CHT2015-10 TSH (in green [ ]A0O)

- Total participants' CV result ploted TSH against surveys
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- Total participants' CV result ploted TSH against concentration

Fig TSH-2.1
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Method

Method

Sample S2 (mIU/L)

LEEA]
| o
Sample S1 A Sl | | &
[ R bl
i i
1 1
] i W ¢ TE  HREL %P G
01 1 Meth N
: i — ehod g g (Median) (Mean)  (SD)  (CV)
1 1
03 E |_ _| i 01 10 29.1 29.4* 1.61* 5.5%
i i 03 11 18.4 19.0* 2.10* 11.1%
1 1
1
all] E — i | All 21 21.6 24.0* 6.37* 26.5%
N S — E— ——— AEL** 1426 20.5 20.2 2.73 13.5%
77 93 10.9 125 141 15.7 17.3 18.9 20.5 221 23.7 25.3 26.9 28.5 30.1 31.7 33.3
TSH [mIUIL]
Sample S2 %A S2
i i Methog  TEF B IHE BEL R A%
01 ; — —] ¥ =#% (Median) (Mean) (SD) (cv)
1 1
H H 01 10 7.9 8.0* 0.74* 9.3%
1 1
031 ! H ! 03 1 5.3 5.5% 0.46* 8.4%
1 1
H : All 21 6.1 6.7* 1.58* 23.6%

I 1 1
? i H E | AEL** 1426 5.9 5.9 075  12.7%

Vo e e '|'ng [5:1“{;:] PP TR e ne s * Calculated by robust method ( 1ISO 13528 ; Algorithm A')

** All European Laboratories

* Assigned value , ==-- MAD
9.9
9.4 Youden Plot )] &1 3.

|
gs - _ All Lab Median x| MAD
34 . x: ! —_—— s — I
z i i
7.9 ] h 5 : .
- = —— e ¢ —  — ] ] _; | |
| : | e
6.9 | . N E
. . # | XaxMAD
6.4 : I
I .. : Sample S1 Target Value (Xa)
59 . |
- |. ! B Method 01 (RIA)

' o ® |4 | ® Method 03 (CLIA)
4.9 L. . MAD : Maximum Allowable Deviation
P e
39
3.4
2.9
2.4
19

Sample S1 (mIU/L)

7.7 93 10912514115717.318920.522.1 23.725.326.928.530.131.733.3
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