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11. AR (Maximum Allowable Deviation; MAD ) £ 3 x ( % /Xa)x100% -

IRERERAL | HERBEBE | Bl || BER || REE A S1 R S2
<> | <RE> | KRB | A6 | B |“(agiaL) [ D | D% || = | SDI | Da% | (ngidL) | D | D% || z | SDI | Da%
RHO1b RHO1 2 2 5 2.30 -0.56| -19.6 2.4 -0.7| -81 1.16 -0.08 -6.5] -0.8 -0.6| =27
RHO7b | RHO7 6 2 3 3.27 041 143 1.8 0.6 59| 130 0.06 4.8 0.6 1.1 20
RH14 RH14 6 2 3 3.46 0.60) 21.0] 2.6) 0.9) 87| 1.25 0.01 0.8“ 0.1 0.5 3
RH15 RH15 6 2 5 2.25 -0.61| -21.3 -2.7, -0.8] -88 1.18 -0.06 -4.8 -0.6 -0.4 -20
CL009 || CL009 5 2 5 2.19 -0.67| -23.4| -2.9| -0.9 97| 1.14 -0.10) -8.1 -1.0| -0.9 -33
CL010 | CL010 2 2 6 3.11 0.25 8.7 1.1 0.4 36 1.33 0.09 7.3 0.9) 1.5 30
cLo12 | croiz | s 2 3 4.42 1.56] 545 e 22 226 1.20 004 32 o4 -0 13
CL013 || CL013 5 2 5 2.21 -0.65) -22.7| -2.8| -0.8 94|  1.24 0.00 0.0 0.0 0.4 0
CLO15 | cLois ][ 7 2 3 2.63 023 80 -rof -03 33 11 013 -105] 3 1.3 43
Median of RIA Group 2.63 1.20
Range of RIA Group 2.19-4.42 1.11 - 1.33
Robust mean of RIA Group 281 (n=9) 1.21(n=9)
Robust SD of RIA Group 0.72 0.08
CV of RIA Group 25.6% 6.6%
Median of European RIA Labs 2.46 (n=103) 1.17 (n=103)
Range of European RIA Labs (16% - 84% ) 2.24-2.84 1.04 - 1.42
MREREAL | HERREE || [ | feAE | A HaHg S1 aHg S2
<> | <REs> | KRB | A6 | B “(agiaL) [ D | D% || = | SDI | Da% | (ngidL) | D | D% || z | SDI | Da%
RHO1a RHO1 5 4 9 3.14 0.28 9.8 1.2 1.4 41 1.32 0.08 6.5 0.8 1.1 27
RHO02¢ RHO02 5 4 1 2.12 -0.74| -25.9 -3.2 -1.4| -107 1.03 -0.21| -16.9 -2.1 -0.6 -70
RHO06 RHO06 2 4 9 2.88 0.02 0.7 0.1 0.6 3 1.33 0.09 7.3 0.9) 1.1 30
RHO07a RHO07 2 4 2 2.70 -0.16 -5.6| -0.7, 0.2 -23 0.99 -0.25| -20.2 -2.5 -0.9 -83
RH12 RH12 2 4 2 2.54 -0.32) -11.2) -14|| -0.3 -46/  1.01 -0.23] -18.5 -2.3] -0.8 -77
RH19 RH19 3 4 2 2.45 -0.41| -14.3| -1.8| -0.5 -59|  0.96 -0.28| -22.6| -2.8] -1.1 -93|
RH20 RH20 5 4 7 2.67 -0.19 -6.6 -0.8| 0.1 -28 1.22 -0.02! -1.6) -0.2 0.5 -7,
CL005 || CL005 1 4 9 2.99 0.13 4.5 0.6 0.9 19| 130 0.06 4.8 0.6 0.9 20
CL006a | CL006 7 4 7 2.60 -0.26] 9.1 -1.1| -0.1 =38 1.25 0.01 0.8 0.1 0.6| 3
cLoos || cLoos [ 7 4 2 247 039 -13.6] -17[ -05 -57 o0.98 -0.26] -21.0] -2.6[ -09] 87
CL011 | CLO11 0 4 13 3.00 0.14 4.9 0.6 1.0) 200 130 0.06 4.8“ 0.6 0.9 20
CLO14b || CLO014 | 6 4 1 2.14 072 252 34 14 -104] 104 020 -161] 2.0 -0.6] -67
Median of CLIA Group 2.64 1.13
Range of CLIA Group 2.12-3.14 0.96 - 1.33
Robust mean of CLIA Group 2.64(n=12) 1.14(n=12)
Robust SD of CLIA Group 0.37 0.17
CV of CLIA Group 14.0% 14.9%
Median of European CLIA Labs 292 (n=1026) 1.24 (n=1026)
Range of European CLIA Labs (16% - 84% ) 2.22-3.14 1.01-1.34
Median of All Labs 2.63 1.20
Range of All Labs 2.12-4.42 0.96 - 1.33
Robust mean of All Labs 2.69(n=21) 1.17(n=21)
Robust SD of All Labs 0.48 0.14
CV of All Labs 17.8% 12.0%
Median of All European Labs ( Xa) 2.86 1.24
Range of All European Labs (16% - 84% ) 2.24-3.14 1.01 - 1.34
Mean of All European Labs 2.74 (n=1197) 1.19(n=1197)
SD of All European Labs 0.44 0.16
CV of All European Labs 16.0% 13.1%
SD for proficiency assessment ( op) 0.23 0.10
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4. zscore RREREZIE (D) BRFEIREEE (o)) ZHLE © [zscore=D/o]
5. SDI Ryt&BR{E (X) HAEE R T 2 2 E MR REEZ ZthE - [ SDI=(X-Mean)/SD ] - & SD {Hf 0 BF » SDI R P45t -
6. Da% Fy D HEF A ReFRzEE (MAD) ZHE - DEDHERR [ Da%=[D/(XaxMAD)][x100% ] -
7. Acceptable : |z | <2; Caution : 2 <|z|<3; Unsatisfactory : |z|>3 -
8. ’E&J57% 2 : Radioimmunoassay ( Competitive-type ) ; 4 : Chemiluminescent Inmunoassay (Competitive-type) °
9. FI9{E (Mean ) EEELESFEAEZE (SD ) HRATR(E (Robust) 4E51I77ASTER (HKIR 1SO 13528:2005 $55( » (£ Algorithm A JHEVE) -




Method Name

Method Code

Laboratory

RHO1b, RH07b, RH14, RH15, CL009, CL010, CL012,

Radioimmunoassay ( Competitive-type ) 2 CLO013, CL015,
Chemiluminescent Immu v ( Competitive-type ) 4 RHO1a, RH02¢, RH06, RH07a, RH12, RH19, RH20,
CL005, CL006a, CL008, CL011, CL014b,
Reagent Kit Reagent Code Laboratory
Abbott Architect 1 RHO02¢, CL014b,
Beckman Coulter Access 2 RHO07a, RH12, RH19, CL008,
Cisbio RIA-gnost 3 RHO07b, RH14, CL012, CL015,
Immunotech 5 RHO01b, RH15, CL009, CL013,
MP 6 CLo010,
Siemens ADVIA Centaur 7 RH20, CL006a,
Siemens Immulite 2000 9 RHO01a, RH06, CL005,
Roche 13 CLO11,
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Long Term Observation of CHT ( FT, ) EQA Survey for Confirmatory Hosp.

Survey No : CHT2014-10 FT, (in green [ 1A0) )
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