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PREREAN (BEZ RN | IR | BERT | MRERE HRHa s1 1R S2
<> | <iB> | R | AEE |HIEE [(pgdL) | D [ D% | z [ SDI [Da% [(pgldL) | D | D% | z | SDI | Da%
RHO1b |RHO1 0 2 5 10.3 -2.1| -169| -2.1| -0.1 -7 9.4 -1.7| -153| -1.9 0.2 -64
RHO7b |RH07 8 2 3 9.2 -3.2| -2588 -3.2| -L3| -108 8.3 -2.8] -25.2 -3.1 -1.7| -105
RH15 RH15 7 2 6 12.1 -0.3 24| -03 1.8 -10| 11.5 0.4 3.6 0.4 3.7 15
CL009 |CL009 4 2 5 10.3 -2.1| -169| -2.1| -0.1 =71 9.4 -1.7| -183| -1.9 0.2 -64
CL010 |CLO10 3 2 5 11.3 -1.1 -89 -1.1 1.0 -37 9.8 -1.3| -11.7| -1.5 0.8 -49
CLo12  [cLo12 5 2 3 10.0 24 -194] -24] -04] 1] 90 21[ 189 -2.4[ -05[ 19
CL014a |CLO14 4 2 5 9.9 -2.5| -202| -2.5| -0.5 -84 - 9.2 -1.9| -17.1| -2.1] -0.2 -71
CLO1S [CL015 | 4 R 10.6 18] -145] 18] 02] 61| 91 20 -180[ -22[ 03[ 75
Median of RTA Group 10.3 9.3
Range of RIA Group 9.2-12.1 83-11.5
Robust mean of RIA Group 104(n=8) 93(n=38)
Robust SD of RIA Group 0.94 0.60
CV of RIA Group 9.0% 6.5%
IRERELN |FEDEIT | Bl | i | REEs _tRfE S1 g S2
<RB> | <UiB> | K EHE | BISEEE ((pugdL) [ D | D% z SDI | Da% |(pg/dL) | D | D% z SDI | Da%
RHO01a [RHO1 2 4 9 11.1 -1.3| -10.5| -1.3| -04 44| 112 0.1 0.9 0.1 1.5 4
“RHOZc RHO02 7 4 1 10.6 -1.8| -14.5 -1.8 -1.0 -61 9.3 -1.8 -16.2 -2.0 -0.4 -67
[RHOS  [RHO6 7 4 9 12.8 04[ 32 04[] 18] 13[ 106 05 45 -06] 09] -19
(RHO7a  [REHO7 2 4 2 10.7 7] -37) [ 09 57 90 [ 24 -189] 24 -07[ 79
[RE12 [RHI2 4 4 2 11.2 -12] 97) -12] 03] 0] 92 -19] -171| 21 05 71
(Rt [RE14 4 4 14 11.7 0.7 56 -0.7] 04| 24 101 -L0[ 9.0 -L1| 04 37
[RHI9  [RHI19 3 4 2 11.2 -12[ 97| -12] 03] -d0] 89 22| 198 2.5 -08] -82
RH20 RH20 5 4 7 12.1 -0.3 -24 -0.3 0.9 -10 10.8 -0.3 -2.7 -0.3 1.1 -11
CL005 |CL005 7 4 9 13.2 0.8 6.5 0.8 23 27 8.9 -2.2| -19.8| -2.5| -0.8 -82
CL006a |CL006 8 4 7 11.5 -0.9| -73| -0.9 0.1 -30| 10.6 -0.5| -4.5| -0.6 0.9 -19
CL008 |CL008 4 4 2 10.9 -1.5| -12.1| -1.5| -0.6 -51 9.1 -2.0| -18.0| -2.2| -0.6 -75
CL011 |CLO11 0 4 13 11.4 -1.0| -8.1 -1.0 0.0 =34 103 -0.8| -7.2| -0.9 0.6 -30
CLO013  |CL013 2 4 2 10.5 -1.9| -1583| -1.9( -12 -64 8.7 -2.4| -21.6/ -2.7| -1.0 -90
Median of CLIA Group 11.2 9.3
(Range of CLIA Group 105-13.2 87-11.2
“Robust mean of CLIA Group 114(n=13) 97(n=13)
Robust SD of CLIA Group 0.77 0.99
[CV of CLIA Group 6.8% 102%
Median of All Labs 1.1 9.3
Range of All Labs 9.2-13.2 83-11.5
Robust mean of All Labs 11.0(n=21) 9.6(n=21)
Robust SD of All Labs 0.92 0.92
CVofAllLabs ] 8.4% 9.6%
Certified assigned value ( Xa )( pg/dL) 12.4 11.1
Expanded uncertainty (Ua ) 0.12 0.11
Relative expanded uncertainty 1.0% 1.0%
Coverage factor k 2.6 2.6
Effective degrees of freedom vefy 5 5
§D for p;';ﬁcii’eincy as;egsﬁxen} ( a;, ) 0.99 0.89
1. 58E{E (Xa ) HEFSRENSETRE S AR ERRGR O (Isotope Dilution Mass Spectrometry; IDMS ) 1536 25 77 E4H5E -
2. D ERARERE (X) HREME (Xa) ZZFE> [D=X-Xa] -
3. D% ks DESGEM (Xa) ZHfE » LESHERR - [ D%=(D/Xa)x100% ] -
4. zscore RARERIEZEFE (D) EEVERESE (o) ) ZUfE © [zscore=D/ep] -
5. SDI AyigBa(E (X ) REIHNERE TI9(E 2 2 FELFE (HE R fE e Y th{E - [ SDI=(X-Mean)/SD ] - % SD (E% 0B » SDI X P4zt -
6. Da% Ky D ESRA SR REE (MAD ) ZHh{E » MEDERTR < [ Da%=[D/(XaxMAD)]|x100% ] -
7. Acceptable : | z | < 2; Caution : 2 <|z|< 3; Unsatisfactory : [z |>3
8. $BRJ77% 2 : Radioimmunoassay ( Competitive-type ) ; 4 : Chemilumi t Im y ( Competitive-type ) °
9. P59{H (Mean ) S24EZ (SD ) FRAIR(E (Robust ) 451 777A5E ({ikiS 1SO 13528 155 » (A Algorithm A JHEE) -
10. SEERHEZE (o)) K 8% xXa -
11, E K LFF (R (Maximum Allowable Deviation; MAD ) & 3 x ( op /Xa)x100% -
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Method Name Method Code I Laboratory
Radioimmunoassay ( Competitive-type ) 2 lé{lgll‘l‘);,llcl'{%:bs,'l{ﬂli CLO09, CLOL0,/CLOLD,
) fhe?xi¥}1?1iriesceljilmfnunoassny ( Competitive-type ) 4 l;:g;?'CII{J}JSSZ’C'CISJ(;]:;,121%‘7()1’,%}1{‘:)21’1?3;3’12“19’
Reagent Kit Reagent Code | Laboratory
_ AbbottArchitect =~ o mEee
Beckman Coulter Access 2 |RH07a‘ RH12, RHlé, CL0078."(73L7013,7 ] -
Cisbio RIA-gnost 3 [RHO7b, CLOLZ, ]
Immunotech 5 IRH(]Ih. CL009, CL010, CL014a, CL015, )
L mp 6 [RH1S, ]
Siemens Al}\’IA Ceﬁntgugrf o 7 |RH20, Cl_ﬂﬂga,
- SifnLens Lmn}qlite 2000 9 IRHOla, RHO06, CL00S, -
Roche 13 lcLon, B
N - Jﬁulmsro’ni& Johnson ortho vitro; 14 |RH14,
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) it 4k 10699 &ILEER 26-624 SRS & & (02) 27036080
e-mail : Cht@pmf.tw

1 E: (02)2703-6070
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Long Term Observation of CHT ( T, ) EQA Survey for Confirmatory Hosp.

|Survey No : CHT2016-04 T4 (in green [ 120)
- Total participants' CV result ploted T4 against surveys
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BatchNo CHT2014-02 CHT2014-04 CHT2014-07 CHT2014-10 CHT2015-01 CHT2015-04 CHT2015-07 CHT2015-10 CHT2016-01 CHT2016-02 CHT2016-03 CHT2016-04

- Total participants' CV result ploted T4 against concentration
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n: 188 Hedian of CV: 8,2% Hean of CV: 6,74 SD of CV: 5,5% Range of CV: 0%-19,9% (date: CHT2814-02 to CHT2016-04)

30 1). ] Method 2 ,AA Method 4 ,@O All Method
2). %t R EF BN EIZE% <http://cht. qap. tw>
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! ! e He ¥R TioE  HEE B GEk
] 1
s ] P‘|. | |_| ] Method gy g (Median)  (Mean)  (SD)  (CV)
]
2 i i 02 8 103 104*  0.94*  9.0%
= 4 : |'|:|:|‘_| i 04 13 M2 14 077 68%
]
H i All 21 11.1 11.0* 0.92* 8.4%
4 1 1
o |=' | | | — i AEL™ 117 120 122 149 122%
54 64 74 B4 94 104 114 124 134 144 154 164 17.4 184 194 . - .
T, lugldL] Certified assigned value : 12.4 pg/dL
Sample S2 8 S2
| i Mothod HE B T L RE R
2 !—]]——l ] NOC ¥ i (Median) (Mean)  (SD)  (CV)
3 ] ] 02 8 9.3 9.3* 060"  65%
3 4 tH — ] 04 13 9.3 9.7 0.99*  10.2%
i i All 21 9.3 9.6* 0.92* 9.6%
all H I ] AEL* 104 105 106 106  9.9%
I 1
48 57 66 75 84 9.3 102 11.1 12,0 12.9 13.8 147 156 16.5 17.4 Certified assigned value : 11.1 ug/dL
Ty [ug/dL] . o
. o Calculated by robust method ( ISO 13528 ; Algorithm A )
* Assigned value MAD ** All European Laboratories
17.4
16.5 Youden Plot B & 3 p#
15.6
= All Lab Median ¥ MAD
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