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“fi RS S RNES) ® || ‘ (Mothed) ‘ (Totay | ("&/dL) ‘ (Mothed) ‘ (Totay | (&/dD) ‘ (Mothed) ‘ (Total)
RHOla RHO1 0 2 4|09 202 0.5 1.1 101 -0.6 0.3 124 -0.1 0.4
RHO1b RHO1 0 3 [2]s 166 0.9 0.2 89 0.5 0.3 100 0.7 -0.6
| RHO2c | RHO2 | 0 4 | 4|1 18 | 04 | 03 | 100 | 06 | 03 | 17 | -08 | 01
| RHO6 | RHO6 | 1 | 1 [ 4 |9 | 190 | o1 | 07 | m4 | 13 | 09 | 144 | 18 | 13
RH07a RH07 1 1 |42 173 0.7 0.1 107 0.3 0.6 130 0.5 0.7
RH07b RH07 1 4 |23 161 0.6 0.4 72 0.4 -1.1 99 0.6 0.6
| RHI2 | RHIZ | 1 | 8 [4 ]2 163 | 11 | -03 | 97 | a2 | o1 | ms8 | 07 | 02
| RH14 | RHM4 | 1 [ 4 [2[3 ] 141 | w06 | -1 | 70 | 05 | 12 | 8 | 03 | -11
| RHIS | RH15 | 1 | 7 [ 2|8 140 | 06 | -1 | 79 | 01 | -08 | 9 | 01 | -L0
RH19 RH19 1 2 4|2 167 0.9 -0.1 101 -0.6 0.3 124 -0.1 0.4
RH20 RH20 1 2 |4 |7 212 1.0 1.5 110 0.7 0.7 134 0.9 0.8
| CLoos | CcLoos | 1 | 3 (49 200 | 09 | 14 | m5 | 15 | 09 | 134 | 09 | 08
| CLO06a | CLOO6 | 1 | 4 |4 |1 | 172 | 07 | 00 | 9% | -13 | 00 | 110 | -14 | -02
CL008 CcLo0s8 | 1 4 4|2 170 0.8 0.0 103 0.3 0.4 115 -1.0 0.0
CL009 CcLoo9 | 0 2 |25 168 1.0 0.1 106 14 0.5 108 1.4 0.3
[ croto [ croto | o | 4 [2 6| 177 | 15 | o2 | mus [ 19 | o9 [ 37 | 09
[ceonn [ cromt [ o [ 2 |4 [13] 237 | 20 | 24 |42 | 55 | 22 [ 43 | 24
[ croiz [ crorz [ o | 8 [2 3 133 | a0 | 14 | s T T S W A R % T R I A R
CLO013 cLo13 | 1 2 2|5 161 0.6 0.4 77 0.2 -0.9 103 1.0 0.5
CLOl4a | CLO14 | 1 7 |23 128 -1.3 -1.5 61 -1.0 -1.6 78 -1.2 -1.5
[ cLois [ crLois | 1 | 7 [2]s5 | 136 | -9 | a3 | 70 | 05 | 12 | 8 | 03 | -11
[E 45 (Method code : 2), FREREE (T8 = 10
Median - - 2 - 151 75 95
Range 0-1 2-8 2 - 128-177 59-115 73-135
\ n for Mean [ - - [2]-] 10 \ 10 \ 9
Mean - -2 151 80 92
S.D. - - 2 - 173 18.4 11.5
\ cv. [ - [ - [2]-] 11.5% \ 23.0% \ 125%
[E 45 (Method code : 4), FREREE(T 8 = 11
Median 4 - 180 103 124
Range 0-1 1-8 4 - 163-237 96-142 110-170
\ n for Mean [ - - 4] -] 1 \ 10 \ 10
Mean - - el 189 105 125
S.D. - - 4 - 23.7 6.7 10.5
\ Cv. [ - - [a]-] 125% \ 6.4% \ 8.4%
}All methods, SIHREREEE] = 21
Median 1 4 - - 168 101 115
Range 0-1 1-8 - - 128-237 59-142 73-170
\ n for Mean [ - - [-1T-1] 2 \ 21 \ 21
Mean - - - - 171 95 114
S.D. - - - - 28.0 21.1 23.6
\ cv. [ - [ - -71-] 16.4% \ 222% \ 20.7%
Note:
1). HERF (A% A% Method Mean, n, SD, CV %t ; MERF(E A EFEAE « 7£3% Method FEJP[E ( Box plot) 1, ¥§fE > (Q3 + L5 IQR ) 2 < (Q1 - 1.5IQR )
2). I HERHE R 45 A All Methods Mean, n, SD, CV &3t ; BEEHE I 554 : 75 All Methods #5128 ( Box plot )tf, #i > (Q3 + 1.5 IQR ) 5, < ( Q1 - L5 IQR)
3). ;%Q%ﬁ{ﬁlfiﬂé{z\;%ll Methods 5725% Method Mean, n, SD, CV 455t ; BEEF(E HIEHEAE « 1F All Methods k25% Method #57F[E (Box plot) o, #if& > (Q3 + 1.5IQR ) = <
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 gg(()) 11 i’ RH02c, RH06, RHO72, RH12, RH19, RH20, CL00S, CL006a, CLOOS,
‘ Reagent Kit ‘ Rézgdeem ‘ Laboratory

\ Abbott Architect \ 1 CL006a, RHO2c,

\ Beckman Coulter Access \ 2 CL008, RHO7a, RH12, RH19,

\ Cisbio RIA-gnost \ 3 CLO12, CLO14a, RHO7b, RH14,

\ Immunotech \ 5 CL009, CLO13, CLO15, RHOIb,

\ MP \ 6 cLo10,

\ Siemens ADVIA Centaur \ 7 RH20,

\ Siemens COAT-A-COUNT \ 8 RHIS,

\ Siemens Immulite 2000 \ 9 CL005, RHO1a, RHO6,

\ Roche \ 13 CLo11,




Long Term Observation of CHT (T3) QA Survey for Confirmatory Hosp.

‘Survey No : CHT2013-10 T3 (in green 7/\‘:::)‘

- Total participants' CV result ploted T3 against surveys

40%
. »
30% =
C.v. ° ] .
® ® e ® | L)
20%4 i .. ... (@]
e ®
2 *om, te e, ge iR, 0
Hga | A h A
o0 “‘ $ O
10% A - Fe— . A "m0 -
| A v\ A
m

BatchNo CHT2011-04 CHT2011-06 CHT2011-09 CHT2011-11 CHT2012-02 CHT2012-04 CHT2012-06 CHT2012-08 CHT2013-01 CHT2013-04 CHT2013-08 CHT2013-1

Fig T3-2.1
- Total participants' CV result ploted T3 against concentration
40%
m®
30% n
c.v lj ®
h ® . ®
20% O o
A
.‘ S = [ ] ‘} C.)‘ .
° .!g n
r q. !‘ ] LI A®
10% FA A A A
[ | R a
a A A
i .
Gesdy 10 30 50 70 90 110 13 150 170 190 210 230 250 270 290 310 330 350 370
n: 168 Hedian of CV: 12.7% Hean of CVY: 13,9% SD of Cv: 5.5% Range of CV: 4,4%-32,1% (date: CHT2011-84 to CHT2813-18)
Fig T3-2.2

#:x:1). ] Method 2 ,AA Method 4 ,@O All Method
2). % gL IO ReE e <http://cht. qap. tw>
D.FF EFNAGE T FEAEE FES L
10699 ¢ # £y 26-624 7 48

: (02) 2703-6080 £ :(02) 2703-6070

w e

(Report generated at 2013-10-30 17:39:11)



102 £ & CHT

Ty kg &g 33t A 0

#F$ 5L - CHT2013-10

L Flr e
&

‘;'
WEL P 11022100 21 p FEA P

CEECIN mlsw
Sample S1 | 'D] .
A
0z Fl:l:l—| FREE  PRE ML
¥ i S1
S I i S
5 Method % P THE (n) L RE ik
Z and |—|:D I % 4 (Median) (Mean) (SD)  (CV)
120 136 152 168 184 200 216 232 248 264
. e s 02 10 151 151(10) 173  11.5%
ol 04 11 180  189(11) 237  12.5%
34 Al 21 168  171(21) 280  16.4%
22t
: * Qutlier(s) not included.
0
120 136 152 168 184 200 216 232 248 264
T [ng/dL]
Sample S2
=t H T }— Bl S2
©
o —
£ ™ "D - Vethog HE Y EE FHE () BEL REAK
= | I:I:I | H i»# (Median) (Mean)  (SD) (cv)
53 65 77 89 4101 113 125 137 149 161 02 10 75 80 (10) 18.4 23.0%
6 r T3 [masdL]
b3
. 04 11 103 105 (10) 6.7 6.4%
#® 4 |
- % Al 21 101 95(21) 211  22.2%
22t
= . .
z . * Qutlier(s) not included.
53 65 77 89 101 113 125 137 149 161
T3 [ng/dL]
Sample S3
5 ©2- — H - % ¥ S3
2
() .
= B * etog  HF P EE ToE () BEL R8 A%
. . ¥ =#ic (Median)  (Mean) (SD) (CV)
58 73 87 101 115 129 143 157 171 185 02 10 95 92 (9) 115 12.5%
% 6 r T3 [Nna/dL]
f 04 11 124 125 (10) 10.5 8.4%
All 21 115  114(21) 236  20.7%

* Qutlier(s) notincluded.

Ts [ng/dL]

Fig CHT-04

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



