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<t <t [ESH NES! ‘%ﬁ g ML) | Mothed) | (Total) | @D | (Mothed) | (Total) | @€ | (Mothed) (Total)
RHO1a RHO1 0 2 4_ _9 89 1.2 1.3 192 1.2 1.7 213 14 2.2
RHO1b RHO1 0 2 2 5 93 2.3 1.6 148 2.0 0.2 155 1.6 0.1
RHO02¢ RHO02 0 4 4 1 78 -0.3 0.5 151 -0.5 0.3 163 -0.5 0.4
RHO06 RHO06 1 2 4 9 74 -0.8 0.2 174 0.5 1.1 169 -0.3 0.6
RHO07a RHO07 1 1 4 2 91 1.5 1.5 145 -0.8 0.1 152 -0.9 0.0
RHO07b RHO07 1 4 2 3 63 -0.1 -0.7 114 -0.6 -1.0 126 -0.6 -1.0
RH12 RH12 1 7 4 2 75 -0.7 0.2 130 -1.4 -0.5 142 -1.3 -0.4
RH14 RH14 1 7 2 3 53 -0.9 -1.5 113 -0.7 -1.1 114 -1.6 -1.5
RH15 RH15 1 4 [ 2] 8 58 -0.5 -1.1 114 -0.6 -1.0 122 -0.9 -1.2
RH19 RH19 1 4 4 2 83 0.4 0.9 145 -0.8 0.1 156 -0.7 0.1
RH20 RH20 1 7 4 7 78 -0.3 0.5 191 1.2 1.7 208 1.2 2.1
CL005 CL005 1 7 4 9 68 -1.6 -0.3 173 0.4 1.1 189 0.5 1.3
CL006a CL006 1 7 4 1 76 -0.5 0.3 143 -0.8 0.0 161 -0.6 0.3
CL008 CL008 1 3 4 1 77 -0.4 0.4 150 -0.6 0.2 163 -0.5 0.4
CL009 CL009 0 3 2 5 71 0.6 -0.1 131 0.7 -0.4 143 0.7 -0.4
CLO010 CLO010 0 4 2 8 53 -0.9 -1.5 116 -0.5 -1.0 129 -0.4 -0.9
CLO11 CLOIl | 0 | 1 | 4 |13] 9 1.4 1.4 199 1.5 20 | 219 | 16 2.5
CLO012 CLO012 0 8 2 3 51 -1.0 -1.6 103 -1.4 -1.4 142 0.6 -0.4
CLo013 CL013 1 3 2 5 72 0.6 0.0 133 0.8 -0.4 145 0.9 -0.3
CLO014a CLO014 1 4 [ 213 58 -0.5 -1.1 116 -0.5 -1.0 124 -0.8 -1.1
CLo015 CLo015 1 7 2 5 68 0.3 -0.3 130 0.6 -0.5 140 0.5 -0.5
IEI 545 5 (Method code : 2), FREREE(ir 8 = 10
Median - - 2 | - 61 116 135
Range 01 | 28 | 2 | - 51-93 103-148 114-155
n for Mean - - 2 - 10 10 10
Mean - - 2 | - 64 122 134
S.D. - - 2 | - 127 13.3 12.8
c.v. - - 2 | - 19.8% 10.9% 9.6%
E {455 (Method code : 4), FREREEr 8 = 11
Median - - 4 | - 78 151 163
Range 01 | 17 | 4| - 68-91 130-199 142-219
n for Mean - - 4 - 11 11 11
Mean - - 4 | - 80 163 176
S.D. - - 4 | - 7.4 23.6 26.7
C.v. - - 4 | - 9.3% 14.5% 15.2%
All methods, 48455 B B = 21
Median 1 4 -] - 74 143 152
Range o1 | 18| - | - 51-93 103-199 114-219
n for Mean - - - - 21 21 20
Mean - - - - 72 143 153
S.D. - - -] - 12.9 283 26.8
C.v. - - -] - 17.9% 19.8% 17.5%

1.
2). [ BEREER4UA All Methods Mean, n, SD, CV &3t ; BEEF(E 5172 {5238 - {7 All Methods F5JF/] ( Box plot )p, #f& > (Q3 + 1.5 IQR ) 5 < (QI - .5 IQR )

Note:

BEEFHE A 4 A 5% Method Mean, n, SD, CV gt ; BEEFHE I E L4 < 1£5% Method F5JF2[E ( Box plot) 1, #f5 > (Q3 + 1.5 IQR ) B < (Q1 - 1.5IQR )

HEREE R 49 A All Methods K% Method Mean, n, SD, CV 455t ; BERE(E H 21248 - £F All Methods F2:% Method 4572 [E (Box plot) o, #{H > (Q3 + 1.5IQR ) 5k <

. (Q1-15IQR)
4). Standard Deviation Index ( SDI ) = ( Individual Result - Mean ) / SD
Method Name Method Code Laboratory
Radioimmunoassay ( Competitive-type ) 2 ”RHOlb, RHO7b, RH14, RH15, CL009, CL010, CL012, CL013, CLO14a, CLO15,

Chemiluminescent Immunoassay ( Competitive-type ) 4 ?L (())llil, RHO02¢, RH06, RHO7a, RH12, RH19, RH20, CL005, CL006a, CL00S,

Reagent Kit Reagent Code Laboratory
Abbott Architect 1 ICL006a, CL008, RHO2c,
Beckman Coulter Access 2 07a, RH12, RH19,
Cisbio RIA-gnost 3 ICLO12, CLO14a, RHO7b, RH14,
Immunotech 5 ICL009, CLO13, CLO15, RHO1b,
Siemens ADVIA Centaur 7 | 20,
Siemens COAT-A-COUNT 8 ICL010, RH15,
Siemens Immulite 2000 9 ICL005, RHO1a, RHO06,
Roche 13 CLO11,
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®
3 o Al 21 74 72(21) 129  17.9%
2 S : :
- i T * Qutlier(s) not included.
o
50 56 62 68 74 80 86 92 98 104
T3 [ng/dL]
Sample S2
o] fo i 52
3
241 — | H etog  HF  fEE TOE () BEL RE A%
= | ¥ ~# (Median)  (Mean) (SD) (cv)
all I—I I—I
 e— 02 10 116 122 (10) 133  10.9%
21 104 117 130 143 156 169 182 195 208 221
6 - T [ng/sdiL]
- _ 04 11 151 163 (11) 236  14.5%
e
_ % - All 21 143 143(21) 283  19.8%
3 oo
= * Qutlier(s) not included.
T o
T3 [ng/dL]
Sample S3
21 H [
. f 4l S3
<
g o4 — —
= Method B i EHE (n) AL RR G
and | | - ¥ =#ic (Median)  (Mean) (SD) (CV)
107 '1é2 15? '152 1&? 1&2 16? 2";2 Zé? 2-:!-2 02 10 135 134 (10) 12.8 9.6%
8 r T3 [ng/dL]
¥
= 04 11 163 176 (11) 26.7 15.2%
#w 6
o4t All 21 152 153 (20) 26.8  17.5%
‘52 I
% B * Qutlier(s) not included.
[0}
107 122 137 152 167 182 197 212 227 242
Ts [ng/dL]

Fig CHT-04

(Ver. 1.0 ; 2011/03/05 PMF)



LR E Ty A% r'r'? TEWHK2Z IR (S2)
#H$+=x : CHT2012-04-S2 ~ CHT2012-08-S1 ~ CHT2013-04-S2
Method code n Mean SD CVv
RHO1b 02 3 144 5.9 4.1%
RHO7b 02 3 108 6.0 5.6%
RH14 ** 02 3 118 6.8 5.8%
RH15 02 3 123 10.3 8.4%
CL009 02 3 133 10.1 7.6%
CLO010 02 3 126 8.4 6.7%
CL012 02 3 114 9.8 8.6%
CL013 02 3 137 3.8 2.8%
CLO014a 02 3 127 15.5 12.2%
CL015 02 3 131 4.0 3.1%
Median for Mean, SD and CV 127 7.6 6.3%
Range for Mean, SD and CV 108 ~ 144 38~155 2.8%~12.2%
RHOla 04 3 177 13.1 7.4%
RHO2¢ *** 04 3 168 14.7 8.8%
RHO6 04 3 174 1.5 0.9%
RHO7a 04 3 143 2.1 1.5%
RH12 04 3 138 10.4 7.5%
RH19 04 3 140 4.4 3.1%
RH20 04 3 180 19.6 10.9%
CLO005 04 3 177 4.6 2.6%
CLO006a 04 3 141 1.7 1.2%
CL008 04 3 149 2.1 1.4%
CLO11 *? 04 3 188 19.3 10.3%
Median for Mean, SD and CV 168 4.6 3.1%
Range for Mean, SD and CV 138 ~ 188 15~196 0.9%~ 10.9%
Median for All methods 140 6.8 5.8%
Range for All methods 108 ~ 188 15~196 0.9%~12.2%

Method code 02 : RIA ( Competitive-type ) ; Method code 04 : CLIA ( Competitive-type )
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izt : CHT2012-04-S3 ~ CHT2012-06-S2 ~ CHT2013-04-S3

Method code n Mean SD CVv
RHO1b 02 3 148 5.9 4.0%
RHO7b 02 3 126 9.0 7.1%
RH14 ** 02 3 126 11.1 8.8%
RH15 02 3 127 5.5 4.3%
CL009 02 3 141 3.5 2.5%
CLO010 02 3 137 9.1 6.6%
CL012 02 3 131 10.0 7.6%
CL013 02 3 156 11.5 7.4%
CL014a 02 3 131 6.4 4.9%
CL015 02 3 142 17.1 12.0%
Median for Mean, SD and CV 134 9.1 6.9%
Range for Mean, SD and CV 126 ~ 156 35~171 25%~12.0%
RHO1a 04 3 197 14.2 7.2%
RHO2¢ *** 04 3 189 24.6 13.0%
RHO6 04 3 179 9.1 5.1%
RHO7a 04 3 150 2.6 1.7%
RH12 04 3 152 9.3 6.1%
RH19 04 3 156 6.5 4.2%
RH20 04 3 195 12.5 6.4%
CLO005 04 3 188 7.0 3.7%
CLO006a 04 3 157 4.0 2.5%
CL008 04 3 162 1.5 0.9%
CLO11 *? 04 3 189 26.4 14.0%
Median for Mean, SD and CV 179 9.1 5.1%
Range for Mean, SD and CV 150 ~ 197 15~264 0.9% ~ 14.0%
Median for All methods 152 9.1 6.1%
Range for All methods 126 ~ 197 15~264 0.9% ~ 14.0%

Method code 02 : RIA ( Competitive-type ) ; Method code 04 : CLIA ( Competitive-type )
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