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| <REB> | <REB> | R | AEE | BEE [(ngdL) [ D [ D% z | SDI [Da% [(ngdL) [ D [ D% [ z [ SDI | Da%
ERHOIb RHO1 1 2 5 1.25 0.01 0.8 0.1 0.3 3 1.56 -0.05 -3.1 -0.4 -0.1 -13
[REHO7b  [REHO7 7 2 3 114 010 -81[ -ro[ -03[ -33[ 172 o1 68 o8 07 28
i RH14 |RH14 4 2 3 1.24 0.00 0.0 0.0 0.3 0 1.71 0.10 6.2 0.8 0.7 26
‘RHIS RH15 7 2 5 1.40 0.16 12.9 1.6 1.2 53 1.78 0.17( 10.6 13 1.0 44
(CL009 [CL009 3 2 5 1.08 -0.16| -12.9 -1.6 -0.6 -53 1.24 -0.37| -23.0| -2.8 -1.7 -95
CL010 |CLo10 4 2 5 1.23 -0.01 -0.8 -0.1 0.2 -3 1.55 -0.06 -3.7 -0.5 -0.2 -15
CL012 [CLO012 8 2 3 0.88 -0.36( -29.0 -3.6 -1.7| -120 1.39 -022| -13.7| -1.7 -1.0 -56
CL013 [CLo013 3 2 5 1.40 0.16| 129 1.6 1.2 53 1.76 0.15 9.3 1.2 0.9 38
CL015 |CLo015 4 2 3 1.04 -0.20| -16.1 -2.0| -0.8 =67 1.48 -0.13 -8.1 -1.0| -0.5 -33
||[Median of RIA Group 1.23 1.56
}|Range of RIA Group 0.88 - 1.40 1.24-1.78
}|Robust mean of RIA Group 1.19(n=9) 1.58(n=9)
1IRobust SD of RIA Group 0.18 0.20
[CV of RIA Group 15.1% 127%
iMedian of European RIA Labs 1.17(n=103) 1.53(n=101)
|Range of European RIA Labs ( 16% - 84% ) 1.04 - 1.42 1.41-1.72
s G A te8 st ta s2
| <RES> | <RES> | RBY | AEE | HEE [(ngdL) [ D [d% [ z [SDI [Da% [(ngidl) [ D [ D% [ z [ SDI [ Da%
|RHOla |RHO1 3 4 9 1.33 0.09 73 0.9 1.0 30 1.65 0.04 2.5 0.3 0.8 10
EIRHOZC RHO02 3 4 1 1.12 -0.12 9.7 -1.2 -0.1 -40 1.38 -0.23| -143 -1.8 -0.3 -59
;IRfHOG RHO06 2 4 9 145 0.21 16.9 2.1 1.6 70 1.81 020| 124 1.5 1.4 51
“|RH07a RHO7 1 4 2 0.98 -0.26 -21.0| -2.6 -0.8 -87 1.30 -0.31| -19.3 -2.4 -0.6 =79
@IRHIZ RH12 4 4 2 1.04 -0.20| -16.1 -2.0| -0.5 -67 1.23 -0.38| -23.6 -2.9 -0.9 -97
§|RHI9 RH19 2 4 2 0.96 -0.28| -22.6 -2.8 -0.9 -93 132 -0.29| -18.0 -2.2 -0.5 -74
|RH20 RH20 4 4 7 1.12 -0.12 -9.7| -1.2 -0.1 -40 1.38 -0.23| -143 -1.8 -0.3 -59
CL005 |CL005 7 4 9 1.37 0.13 10.5 1.3 1.2 43 1.76 0.15 9.3 12 1.2 38
CL006a |CL006 7 4 7 0.96 -0.28| -22.6/ -2.8 -0.9 -93 1.31 -0.30| -18.6 -2.3 -0.6 =17
1 CL008 |CL008 7 4 2 1.03 -0.21| -16.9 -2.1 -0.5 =70 1.24 -037| -23.0| -2.8 -0.8 -95
CLO11 CLO11 1 4 13 1.30 0.06 4.8 0.6 0.8 20 1.72 0.11 6.8 0.8 1.1 28
CLO014b |CLO14 7 4 1 0.98 -0.26| -21.0f -2.6 -0.8 -87 1.25 -0.36| -22.4 -2.8 -0.8 -92
|Median of CLIA Group 1.08 135
|[Range of CLIA Group 0.96 - 1.45 1.23-1.81
/[Robust mean of CLIA Group 1.14(n=12) 1.45(n=12)
[Robust SD of CLIA Group 020 025
[CV of CLIA Group 17.5% 17.2%
;Median of European CLIA Labs 124 (n=1026) 1.62 (n=1030)
‘Range of European CLIA Labs (16% - 84% ) 1.01-1.34 1.27-1.73
|[Median of All Labs 1.12 1.48
SRﬂnge of All Labs 0.88-1.45 1.23-1.81
||IRobust mean of All Labs 116 (n=21) 1.50(n=21)
[Robust SD of All Labs 0.19 0.24
CV of All Labs 16.4% 16.0%
[Median of All European Labs (Xa ) 124 1.61
/[Range of All European Labs ( 16% - 84% ) 1.01 - 1.34 1.28-1.73
IMean of All European Labs 1.19(n=1197) 1.54 (n=1196)
[SD of All European Labs 0.16 0.21
‘CV of All European Labs 13.1% 13.8%
;SD for proficiency assessment (ap ) 0.10 0.13

1. BEME (Xa) BILSERERECHIGE ASURRIE S EREE R Z P A% (Median ) -
i 2. DERWERE (X) FREM (Xa) ZZEFE- [D=X-Xa] -

3.D% Ky DEEREME (Xa) ZHE » MESLERR . [ D% =(D/Xa)x100% ] -

4. zscore RARER{EZE (D) FPEREEZE (op) ZEEME » [ zscore=D/op)

5. SDI BiRER(H (X ) S (HB¥ I8 F39(H 2 2 FEERE (M BF AR 2  thE - [ SDI=(X-Mean)/SD ] - & SD{H% 0B » SDIFRFHist -
| 6. Da% B DESRASFFREE (MAD ) ZEufE » IESEERR © [ Da% =[D/(XaxMAD)]x100% ] -
|| 7. Acceptable : |z | <2; Caution : 2 <|z|<3; Unsatisfactory : [z|>3 »
| 8.38E&J75% 2 : Radioimmunoassay ( Competitive-type ) ; 4 : Chemiluminescent Inmunoassay (Competitive-type)

9. F39(H ( Mean ) SEEFHREHAREZE (SD ) SRR (Robust ) S ASTH (fikil 1SO 13528:2005 155 » (£ Algorithm A HEE ) -

10. FEEATEEZE (o) B 8% x Xa » E FTy BETE R < 1 ng/dL B » H o), % 0.08 ©

| 1A AFFRZ (Maximum Allowable Deviation; MAD ) £ 3 x (ap /Xa ) x 100%
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Method Name

Method Code ‘

Laboratory

Radioimmunoassay ( Competitive-type )

2

RHO1b, RHO7b, RH14, RH15, CL009, CL010, CL012,
CL013, CLO1S,

Chemiluminescent Immunoassay ( Competitive-type )

RHO1a, RHO2¢, RH06, RH07a, RH12, RH19, RHiO,
CL005, CL006a, CL008, CLO11, CLO14b,

Reagent Kit

Reagent Code I

Laboratory

7Abb0tt Architect

1

[RHO2¢, CLO14b,

Beckman Coulter Access 2 |RHO7a, RHI12, RH19, CL008,
Cisbio RIA-gnost 3 [RH07b, RH14, CL012, CLO15,
Immunotech 5 IRHOlb, RH15, CL009, CL010, CL013,
Siemens ADVIA Centaur 7 IRHZO. CLO006a,
Siemens Immulite 2000 9 IRHOla, RHO06, CL005,
Roche 13 [cLom,
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Long Term Observation of CHT ( FT,) EQA Survey for Confirmatory Hosp.

Survey No : CHT2016-03 FT 4 (in green [110)
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Fig FT4-2.1
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0.54 0.64 0.74 0.84 0.94 1.04 1.14 1.24 1.34 1.44 1.54 1.64 1.74 1.84 1.94
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Method gy g (Median) (Mean)  (SD)  (CV)
02 9 1.23 119* 018  15.1%
04 12 1.08 114 020*  17.5%
Al 21 1.12 116 019*  16.4%
AEL™ 1197  1.24 1.19 016  13.1%
# 1 S2
Ko ¢ 2mE BRL RE Ak
Method g o g (Median) (Mean)  (SD)  (CV)
02 9 1.56 158 020" 12.7%
04 12 1.35 145*  025°  17.2%
Al 21 1.48 1.50*  0.24*  16.0%
AEL™ 1196  1.61 154 021  13.8%

*

2.52

2.39

2.00

1.87

1.74

1.61

1.48

1.35

Sample S2 (ng/dL)

1.09

0.96

0.83

FT, @8R R mE R

FT; [ng/dL]

T T T T T T T T T T d
0.70 0.83 0.96 1.09 1.22 1.35 1.48 1.61 1.74 1.87 2.00 213 2.26 2.39 2.52

Assigned value , =--- MAD

* Calculated by robust method ( ISO 13528 ; Algorithm A )
** All European Laboratories
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0.54 0.64 0.74 0.84 0.94 1.04 1.14 1.24 1.34 1.44 1.54 164 1.74 1.84 1.94

Sample S1 (ng/dL)
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Youden Plot ] &) B#
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Sample S2 Target Value (Xa)

Xa

x MAD

Sample S1 Target Value (Xa)
B Method 02 (RIA )

® Method 04 ( CLIA )
MAD : Maximum Allowable Deviation
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