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<fREE> | <fU5> | R¥ 4TS | BI4ETE | (ng/dL) [ D D% z SDI | Da% |(ng/dL) | D D% z SDI | Da%
RHO1b |RHO1 1 2 5 221 21.00) 105 1.3 1.1 44| 302 42.00| 16.2 2.0 1.5 67
RHO7b |[RHO07 4 2 3 166 -34.00| -17.0f -2.1| -1.0 -71 224 -36.00| -13.8) -1.7| -0.9 -58
RH14 RH14 4 2 3 190 -10.00 -5.0f -0.6| -0.1 -21 234 -26.00| -10.00 -1.3| -0.6 -42
RH15 RH15 4 2 5 224 24.00| 12.0 1.5 1.2 50| 291 31.00f 119 1.5 1.2 50
CL009 |CL009 3 2 5 191 -9.00/ -4.5| -0.6/ -0.0 -19) 248 -12.000 -4.6, -0.6| -0.2 -19
CL010 |CLO010 3 2 5 206 6.00 3.0 0.4 0.5 13) 258 -2.000 -0.8 -0.1 0.1 -3
CL012 |CL012 4 2 3 176 -24.00| -12.0) -1.5| -0.6 -500 241 -19.00 -7.3) -09, -0.4 -30
CL014a |CL014 4 2 3 160 -40.00, -20.0, -2.5| -1.2 -83| 234 -26.00| -10.00 -1.3| -0.6 -42
Median of RIA Group 191 245
Range of RIA Group 160 - 224 224 -302
Robust mean of RIA Group 192(n=8) 254 (n=8)
Robust SD of RIA Group 27.2 321
CV of RIA Group 14.2% 12.6%
TeER AL |HES RN | (Ol | fRBGUT | AmEGHt fafE S1 tafie S2

<REE> | <S> | R¥ | L4EEE | B4EDE | (ngdL) [ D D% z SDI | Da% |(ng/dL) | D D% z SDI | Da%
RHO1a |RHO1 8 4 9 212 12.00 6.0 08 -0.2 25| 264 4.00 1.5 0.2 0.0 6
RH02¢ |RH02 2 4 1 205 5.00 2.5 03| -0.5 10, 252 -8.00| -3.1| -04 -04 -13
RH06 RH06 4 4 9 197 -3.000 -1.5| -0.2| -0.8 -6| 261 1.00 0.4 0.0, -0.1 2
RH07a |RHO7 3 4 2 195 -5.00( -2.5/ -03 -0.9 -10) 242 -18.000 -69, -09 -0.7 -29
RH12 RH12 8 4 2 205 5.00 2.5 03| -0.5 10, 253 -7.00 -2.7) 03] -0.4 -1
RH15b |RH15b 7 4 13 221 21.00) 105 1.3 0.2 4 279 19.00 7.3 0.9 0.5 30
RH19 RH19 2 4 2 202 2.00 1.0 0.1 -0.6 4 230 -30.00| -11.5| -1.4| -1.1 -48
RH20 RH20 4 4 7 246 46.00| 23.0 2.9 1.3 96| 309 49.00| 18.8 2.4 1.5 79
CL005 |CL005 2 4 9 195 -5.00( -2.5/ -0.3] -0.9 -10) 265 5.00 1.9 0.2 0.0 8
CL006a |CL006 7 4 1 264 64.00| 32.0 4.0 2.1 133 211 -49.00| -18.8) -24| -1.7 -79
CL008 |CL008 4 4 2 211 11.00 5.5 0.7 -0.2 23| 262 2.00 0.8 01, -0.1 3
CL011 |CLoO11 2 4 13 228 28.00) 14.0 1.8 0.5 58 297 37.00| 14.2 1.8 1.1 59
CL013b |CL013b 7 4 1 207 7.00 35 0.4 -0.4 15| 254 -6.00| -2.3) -0.3] -0.3 -10
CL015b |CL015b 3 4 7 261 61.00| 30.5 3.8 2.0 127) 323 63.00) 24.2 3.0 1.9 101
Median of CLIA Group 209 262
Range of CLIA Group 195 - 264 211-323
Robust mean of CLIA Group 216 (n=14) 264 (n=14)
Robust SD of CLIA Group 22.6 30.9
CV of CLIA Group 10.5% 11.7%
Median of All Labs 206 256
Range of All Labs 160 - 264 211 - 323
Robust mean of All Labs 207 (n=22) 260 (n=22)
Robust SD of All Labs 24.7 30.7
CV of All Labs 11.9% 11.8%
Certified assigned value ( Xa )( ng/dL ) 200 260
Expanded uncertainty (U, ) 2.02 2.60
Relative expanded uncertainty 1.0% 1.0%
Coverage factor k 2.5 2.6
Effective degrees of freedom vegp 6 5
SD for proficiency assessment ( 6}, ) 16.0 20.8
Adjusted SD for proficiency assessment (), ') - -

1. 32 EAE (Xa) B BRI HY 25 Bhe 2 (i FH E L 2R E %347 (Isotope Dilution Mass Spectrometry; IDMS ) EEAES - J7 7R 7E -

2. Uy, RE%EEHTENEEARHEEY © Uxa=Ua/ k ©

3. SEEREAESE (op) Ky 8% x Xa o

4. FIRGTEERER (0p) = (0p> + Uxa ) & Uxa 2 0.3 op B » ([HF] o' (LR ATAEITRE o

5. D E /st (X) B3 E(E (Xa) Z&fE - [D=X-Xa] -

6. D% %y D {HEEE(E (Xa) ZERE » DU S3EERR - [D%=(D/Xa)x100% ] -

7.z score Sy ER{EFETE (D) BIEEERAERE (op ) ZELfH « [zscore=D/op ] -

8. SDI Ryfgfse (X)) BAEIERERS EI9(E ~ A2 rE B [E BB As e 22 7 EhfE - [ SDI=(X—-Mean)/SD ] - & SD &5 0 B » SDI R F4iqt -
9. Da% % D {HELE K ndf Rz (MAD ) [E 2 LL{E » DIE4rtb®RR - [ Da%=[D/(XaxMAD)]|x100% ] -

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

11. #&55 757% 2 : Radioimmunoassay ( Competitive-type ) ; 4 : Chemiluminescent Im y ( Competitive-type ) °

12. SE359{H (Mean ) BLFAESE (SD ) FRAITE(E (Robust ) 451777455 (fici% 1SO 13528 #55] » #f] Algorithm A JEHE L) -

13. iz K o7 (Maximum Allowable Deviation; MAD ) 5 3 x (6, /Xa) x100% < & Uyxa 2 0.3 op I * MAD % 3 x (6p'/ Xa) x 100% ©
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Method Name Method Code Laboratory
Radioimmunoassay ( Competitive-type ) 2 23311;;,”—107[” RH14, RH15, CL009, CL010, CL012,
RHO01a, RH02¢, RH06, RH07a, RH12, RH15b, RH19,
Chemilumi ent Im y ( Competitive-type ) 4 RH20, CL005, CL006a, CL008, CL011, CL013b,
CLO015b,
Reagent Kit Reagent Code Laboratory
Abbott Architect 1 RHO02¢, CL006a, CL013b,
Beckman Coulter Access 2 RH07a, RH12, RH19, CL008,
Cisbio RIA-gnost 3 RHO07b, RH14, CL012, CL014a,
Immunotech 5 RHO1b, RH15, CL009, CL010,
Siemens ADVIA Centaur 7 RH20, CL015b,
Siemens Immulite 2000 9 RHO01a, RH06, CL005,
Roche 13 RH15b, CLO11,
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Long Term Observation of CHT ( T3 ) EQA Survey for Confirmatory Hosp.

‘Survey No : CHT2018-01 T3 (ingreen [ 120 )

- Total participants' CV result ploted T3 against surveys
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- Total participants' CV result ploted T3 against concentration

Fig T3-2.1
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Long Term Observation of CHT ( T3 ) EQA Survey for Confirmatory Hosp.

Fig T3-2.2
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Certified assigned value : 260 ng/dL

* Calculated by robust method ( ISO 13528 ; Algorithm A )
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Youden Plot B ] 3.
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Xa x MAD

Sample 81 Assigned Value (Xa)

B Method 2 (RIA)
® Method 4 (CLIA )
MAD : Maximum Allowable Deviation
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