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ARERIEA [T | %R | MERV: | M 1o S1 1af8 2
<RIEB> | <B> | X¥ | AEE | HIEE [(pgdL) [ D [ D% [ z [ SDI [Da% [(pngdL) [ D [ D% [ z [ SDI | Da%
RHO1b |[RHO1 1 2 5 5.4 -0.9| -143| -1.8] -0.2 -60| 6.9 -1 -13.8] -1.7 0.2 -57
[RHO7b _[RHO7 7 2 3 6.3 0.0[ 00[ 00 15 of 73 07] -88] -r1] 09 -36
!ﬁls RH15 7 2 6 6.1 -0.2 -3.2 -0.4 1.1 -13 7.6 -0.4 -5.0 -0.6 1.5 =21
i CL009 |CL009 3 2 S 4.9 -1.4| -22.2 -2.8 -1.1 -93 6.8 -1.2| -15.0 -1.9 0.0 -63
|lcLo1o  [cLo10 4 2 5 5.3 -1.0| -159| -2.0{ -04 -67| 6.7 -1.3| -16.3| -2.0| -0.2 -68
| CL012 |CLO12 8 2 3 5.7 -0.6 -9.5| -1.2 0.4 -40 6.9 -1.1] -13.8 -1.7 0.2 -57
CL014a |CLO14 4 2 5 5.3 -1.0| -15.9 -2.0 -0.4 -67 6.3 -1.7| -21.3 -2.7 -0.9 -89
CL015 |CLO15 4 2 5 52 -1.1| -17.5] -2.2 -0.6 =73 6.1 -1.9] -23.8 -3.0 -1.3 -99
Median of RIA Group 5.4 6.9
[Range of RIA Group 49-6.3 6.1-7.6
} Robust mean of RIA Group 55(n=8) 68(n=8)
Robust SD of RIA Group 0.54 0.55
CV of RIA Group 9.8% 8.1%
(e e [recane | Eiw | mamvs | i HRA8 S1 iR s2
| <RES> | <RES> | KW | AEE | HIEEE [(pgaL) [ D [ D% [ z [ SDI [Da% [(pgidL) [ D [ D% [ z [ SDI [ Da%
|[RHO1a [RHO1 3 4 9 5.8 -0.5| -7.9/ -1.0| -0.6 -33 7.8 -0.2| 2.5 -03 0.2 -10
{ RHO02¢ |RHO02 3 4 1 6.1 -0.2 -3.2 -0.4 0.3 -13 73 -0.7 -8.8 -1.1 -0.7 -36
[RHO6  [RHO6 2 4 9 6.5 02[ 32 04 14 13] o4 14 175] 22 29
[RHO7a  [RHO7 1 4 2 6.3 0.0 00 oo o8 of 73 07] -88] -11] -07] 36
[RHI2  [RHI2 4 4 2 5.4 0.9 -143] -18] -17[ -60] 6.8 -12[ -150] -19[ -16[ -63
HRHH |RHI4 4 4 14 6.0 -03 -4.8/ -0.6 0.0 =200 7.5 -0.5| -63| -0.8] -0.3 -26
!|RH19 |RH]9 2 4 2 6.0 -0.3 -4.8 -0.6 0.0 -20 7.2 -0.8| -10.0 -1.3 -0.9 -42
|IRH20 RH20 4 4 7 5.8 -0.5 -7.9 -1.0 -0.6 -33 7.8 -0.2 -2.5 -0.3 0.2 -10
CL005 [CL005 7 4 9 7.0 0.7 111 1.4 2.8 47| 8.4 0.4 5.0 0.6 1.2 21
CL006a [CL006 7 4 7 6.0 -03| -4.8/ -0.6 0.0 -20 7.6 -04| -50 -0.6/ -0.2 -21
CL008 CLOOS 7 4 2 6.1 -0.2 -3.2 -0.4 0.3 -13 7.5 -0.5 -6.3 -0.8 -0.3 -26
{ CLO011 CLO011 1 4 13 6.2 -0.1 -1.6 -0.2 0.6 -7 7.7 -0.3 -3.8 -0.5 0.0 -16
: CL013 |CLO013 3 4 2 5.6 -0.7| -11.1 -14 -1.1 -47 8.4 0.4 5.0 0.6 1.2 21
|[Median of CLIA Group 6.0 7.6
|[Range of CLIA Group 54-7.0 6.8-9.4
!Robust mean of CLIA Group 60(n=13) 77(n=13)
ERobusl SD of CLIA Group 0.36 0.58
|CV of CLIA Group 6.0% 7.5%
|
iMedian of All Labs 6.0 73
Range of All Labs 4.9-7.0 6.1-94
Robust mean of All Labs 58(n=21) 74(n=21)
[ Robust SD of All Labs 0.50 0.70
[cv of Al Labs 8.6% 9.5%
Certified assigned value ( Xa )( pg/dL) 6.3 8.0
Expanded uncertainty (Ua ) 0.06 0.09
Relative expanded uncertainty 1.0% 1.1%
Coverage factor k 2.6 2.6
Effective degrees of freedom vegp 5 5
SD for proficiency assessment ( o} ) 0.50 0.64
1. 2 E{E (Xa) BEEZBN 2L HRBERA R EFRERLOH (Isotope Dilution Mass Spectrometry; IDMS ) (#4532 g o
2. D ERRERME (X) SRFREMHE (Xa) ZZBE - [D=X-Xa] -
3.D% R D {HSRAGEE (Xa) ZHE » LEDERR . [ D%=(D/Xa)x100% ]
4. zscore RARBREZENE (D) SURPERESE (o) ) ZELfE » [zscore=D/oy ] -
5. SDI RARBR{E (X ) SAEI BT I9(E 7 Z IR BERRAE 22 2 LhfE [ SDI=(X-Mean)/SD] - % SD{HA 0K » SDL R FH4at -
6. Da% Ky D EERFASFFREM (MAD ) ZELME » BIESERR © [ Da%=[D/(XaxMAD)|x100% ) -
7. Acceptable : | z| < 2; Caution : 2 <|z|<3; Unsatisfactory : |z|>3 ¢
8. }RE& 7% 2 : Radioimmunoassay ( Competitive-type ) ; 4 : Chemilumi y ( Competitive-type ) °
9. EH9{H ( Mean ) SERHRBIEAEZ (SD ) IRFATR{E (Robust ) G5t A E (‘R‘(ﬁ 1S0 13528:2005 55| » {5/ Algorithm A JHEE ) -
10. FHEIRREZE (o)) B 8% xXa ©
11. A EFRZE (Maximum Allowable Deviation; MAD ) & 3 x ( op /Xa)x100% -
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Method Name

Method Code

Laboratory

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

R;tdxoxmmunoassay (f(fmf)ehh\'e—type) 2 CLO014a, CLO1S, o o o
Chemiluminescent I ( Competitiv ¢) 4 RHO01a, RH02¢, RH06, RH07a, RH12, RH14, RH19,
) pettivestyp RH20, CL00S, CL006a, CL00S, CLO11, CLO13,
Reagent Kit Reagent Code Laboratory
Abbot! .:\rchitect 1 RHO02c, i ) o
Beckman Coulter Access 2 RHO07a, RH12, RH19, CL008, CL013,
Cisbio BIA:gnost 3 RHO07b, CL012, o )
Immunotech 57 RHO01b, CL009, CL010, CL014a, CL015,
MP 6 RHI15,
) Siemens ADVIA Centaur 7 RH20, CL006a,
Siemens Immuliteilrl)l)l) 9 - RHO1a, RHQG, CLOOS, -
Roche 13 [cLo1,
Johnson & Johnson ortho vitros 14 IRHM, - B
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Long Term Observation of CHT ( T, ) EQA Survey for Confirmatory Hosp.

Survey No : CHT2016-03 T, ('in green [ |10 )
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n: 168 Hedian of CV: 8,6X% Hean of Cv: 7.1% SD of CV: 5,5 Range of CV: 0X-19.9% (date: CHT2013-18 to CHT2016-83)
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FEHF 5 - CHT2016-03 “BEE I pH 2016 & 07 % 11 p LA pH 2016 F 07 % 18P
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LLELIN Rk
Sample S1 ' I'd
t 4 S1 PR
i i
! H e S LA TiaE R %P Gk
1 1
s 7 iHl M i Method g g (Median) (Mean)  (SD)  (CV)
2 ] ] 02 8 5.4 55  0.54*  9.8%
S 4 i |—| | — i 04 13 6.0 6.0* 0.36*  6.0%
i . i All 21 6.0 5.8* 0.50* 8.6%
1 i|_ o AEL™ 117 6.2 6.3 082  13.0%
28 33 35 43 4lE 53 55 6.3 EE 73 7l8 53 HE 93 !IE . .
T, lugldL] Certified assigned value : 6.3 pg/dL
Sample S2 5 S2
i i %% ¢ Tiom  BEE $B Gk
1 1
2] i|_ L i Method . 4 (Median) ~ (Mean)  (SD) (V)
3 i ] 02 8 6.9 6.8*  055*  8.1%
g 4- i |—:|:|]—| ] 04 13 7.6 7.7* 0.58*  7.5%
i E Al 21 7.3 7.4* 0.70*  9.5%
all - — | | AEL™ 112 77 7.7 0.74  9.6%
1 1
3.8 4j4 5le 5j5 Bj2 BjB 7j4 8.0 BjB 9j2 BjB 16.41‘1‘.011‘.51";.2 Certlfied assigned Value : 80 ug/dL
e soned vale o AD * Calculated by robust method (SO 13528 ; Algorithm A )
ssighed vatue, ** All European Laboratories
12.2
oy Youden Plot B & 3P
11.0 z All Lab Median X MAD
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