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T
IR 2R | [EE | feERJT | e T S1 ffe S2
<REE> | <S> | R¥ | A4ETE | BI4ETS | (pgdL) | D | D% z SDI | Da% |(pg/dL) | D | D% z SDI | Da%
RHO1b |RHO1 1 2 5 10.2 =22 -177| 22 05 -74 8.4 -2.0| -192| -24 -0.6 -80
RHO7b |RHO07 4 2 3 10.9 -1.5) -12.1)  -1.5 0.0 -50 9.1 -1.3) -12.5| -1.6 0.0 -52
RH15 RH15 4 2 6 11.9 -0.5 -40/ -05 0.7 -17, 100 -04) -38/ -05 0.7 -16
CL009 |CL009 3 2 5 10.8 -1.6) -129| -1.6 -0.1 -54 8.0 -24| 231 -29 -09 -96
CL010 |CL010 3 2 5 10.6 -1.8| -145| -1.8 -0.2 -60 9.1 -1.3) -12.5| -1.6 0.0 -52
CL012 |CL012 4 2 3 27.0 14.6| 117.7) 14.7| 11.6| 491 22.0 11.6| 111.5] 13.9| 102 465
CL014a |CL014 4 2 5 9.2 -3.2) -25.8| -3.2| -1.2| -108 79 -2.5 -240( -3.0/ -1.0| -100
Median of RIA Group 10.8 9.1
Range of RIA Group 9.2-27.0 7.9-22.0
Robust mean of RIA Group 109 (n=7) 9.1(n=7)
Robust SD of RIA Group 1.39 1.26
CV of RIA Group 12.8% 13.8%
TREREE AL |FES RN | (MR | fRESUT | MRS ks S1 ke S2
<fREB> | <(RH> | Ry | L4E0E | BI4E6S [ (pgidL) | D | D% z SDI | Da% |(pg/dL) | D | D% z SDI | Da%
RHOla |RHO1 8 4 9 10.8 -1.6| -129| -1.6 -1.0 -54 8.4 -2.0| -192| -24 -0.9 -80
RHO02¢ |RHO02 2 4 1 10.9 -1.5) -12.1| -15 -0.9 -50 8.5 -1.9| -183| -23 -0.8 -76
RH06 RHO06 4 4 9 11.9 -0.5 -40/ -05 0.4 -17 9.6 -0.8 -77| -1.0 0.3 -32
RHO07a |RHO7 3 4 2 11.9 -0.5 -40/ -0.5 0.4 -17 9.2 -1.2) -11.5)  -14)  -0.1 -48
RH12 RH12 8 4 2 11.5 -09 -7.3| -09 -0.1 -30 9.3 -1.1] -10.6| -1.3 0.0 -44
RH14 RH14 4 4 14 12.6 0.2 1.6 0.2 13 7, 103 -0.1 -1.0| -0.1 1.0 -4
RH15b |RH15b 7 4 13 12.0 04 -32| -04 0.5 -13) 100 -04| -38/ -05 0.7 -16
RH19 RH19 2 4 2 10.8 -1.6) -129| -1.6 -1.0 -54 7.8 -2.6| -25.0( -3.1| -1.5| -104
RH20 RH20 4 4 7 12.3 -0.1 -0.8) -0.1 0.9 -3 10.6 0.2 1.9 0.2 1.3 8
CL005 |CL005 2 4 9 12.1 03 24| -03 0.6 -10 9.5 -09 -87| -1.1 0.2 -36
CL006a |CL006 7 4 7 12.5 0.1 0.8 0.1 1.1 3 9.9 -0.5| -48| -0.6 0.6 -20
CL008 |CL008 4 4 2 1.1 -1.3) -10.5| -1.3] -0.6 -44 8.3 -2.1) 202 -25 -1.0 -84
CL011 |CLo11 2 4 13 10.7 -1.7) -13.7)  -1.7) -11 -57 9.0 -1.4| -13.5| -1.7 -0.3 -56
CL013b |CL013b 7 4 1 10.7 -1.7) -13.7)  -1.7)  -1.1 -57 8.2 -2.2| 212 2.6 -1.1 -88
CL015b |CL015b 3 4 7 12.3 -0.1 -0.8) -0.1 0.9 -3 103 -0.1 -1.0/ -0.1 1.0 -4
Median of CLIA Group 11.9 9.3
Range of CLIA Group 10.7 - 12.6 7.8-10.6
Robust mean of CLIA Group 11.6 (n=15) 9.3(n=15)
Robust SD of CLIA Group 0.80 0.99
CV of CLIA Group 6.9% 10.6%
Median of All Labs 11.3 9.2
Range of All Labs 9.2-27.0 7.8-22.0
Robust mean of All Labs 11.4(n=22) 92(n=22)
Robust SD of All Labs 0.95 1.04
CV of All Labs 8.3% 11.3%
Certified assigned value ( Xa )( pg/dL) 124 10.4
Expanded uncertainty (U, ) 0.124 0.100
Relative expanded uncertainty 1.0% 1.0%
Coverage factor k 2.6 2.6
Effective degrees of freedom vegp 5 5
SD for proficiency assessment ( 6}, ) 0.992 0.832
Adjusted SD for proficiency assessment (), ') - -
L 5 E (Xa ) BEIEERRERY 2% B i FE (L R M E 047 (1sotope Dilution Mass Spectrometry; IDMS ) S22 JATE
2. Uyy RosEE RV EAEEERTEER © Uxg=Ua/ Kk ©
3. BT (op) 14 8% x Xa -
4. EEERREREAEZE (0p') = (0p” + Uxa 2)"2 » & Uxa 2 0.3 0 I » {1 o’ HURBHAGIEAE -
5.D {H R igba(E (X) Bl (E (Xa) 2% - [D=X-Xa] -
6. D% £y D {HELEEE (Xa) ZEEE - EStERR - [D%=(D/Xa)x100% ] -
7.z score FyfRSRME AR (D) BEFEREARERE (0p ) ZILE © [zscore=D/ep]
8. SDI Bt (e (X)) Bl (B R V9 (E 2 2 e Bl E A Re i 22 2 Lh(E - [ SDI=(X-Mean)/SD ] - & SD {H/y 0 iF » SDI R F4st -
9. Da% 7 D {H Bl A n#FfR7= (MAD) {2l - PIEEERR - [ 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. "5 {E (Mean ) B (SD ) RATEE (Robust ) G517 7ASH R (f(KhE IS0 13528 4551 - {#] Algorithm A JERIX) -
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:;,RH07b, RHIS, CL009, CLO10, CLO12,
RHO1a, RH02¢, RH06, RH07a, RH12, RH14, RH15b,
Chemilumi ent Im y ( Competitive-type ) 4 RH19, RH20, CL005, CL006a, CL008, CL011,
CL013b, CL015b,
Reagent Kit Reagent Code Laboratory
Abbott Architect 1 RHO02¢, CL013b,
Beckman Coulter Access 2 RH07a, RH12, RH19, CL008,
Cisbio RIA-gnost 3 RHO07b, CL012,
Immunotech 5 RHO1b, CL009, CL010, CL014a,
MP 6 RH15,
Siemens ADVIA Centaur 7 RH20, CL006a, CL015b,
Siemens Immulite 2000 9 RHO01a, RH06, CL005,
Roche 13 RH15b, CLO11,
Johnson & Johnson ortho vitros 14 RH14,
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Long Term Observation of CHT ( T4 ) EQA Survey for Confirmatory Hosp.

‘Survey No : CHT2018-01 T4 (in green [1/0)
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Fig T4-2.1
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2 7 10.8 10.9* 1.39* 12.8%
4 15 11.9 11.6* 0.80* 6.9%
All 22 1.3 11.4* 0.95* 8.3%
AEL*™* 17 12.0 12.2 1.49 12.2%

Certified assigned value : 12.4 pg/dL

& ¥ S2

Mool e o) e OB ()
2 7 9.1 9.1* 1.26* 13.8%
4 15 9.3 9.3* 0.99* 10.6%
All 22 9.2 9.2* 1.04* 11.3%
AEL** 118 9.9 9.9 0.99 10.0%

Certified assigned value : 10.4 pg/dL
* Calculated by robust method ( ISO 13528 ; Algorithm A )

** All European Laboratories
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Youden Plot B & 3P
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Sample S1 Assigned Value (Xa)

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