Qlatz|ol Mzala| : M233 H1= 2001
J. Clin, Pathol. & Quality Control 2001 : 23 : 33-78

MBI LR - ASE - AuF
SAE - HONR} - STHE - 25

33

Annual Report on External Quality Assessment in Immunoserology in Korea (2000)

Jae-Ryong Kim, Dong-Joon Kim, Myung-Joo Kim, Think-You Kim, Eun-Jin Kim,
Hyon-Suk Kim, Myong-Hee Park, Seong-Hoon Park, Ae-Ja Park, Dae-Hyun Baek, Han-Chul
Son, Jeong-Do Oh, Kye-Sook Lee, Young-Joo Cha, and Jung-Sook Ha

Immunoserology Subcommittee,

The Korean Association of Quality Assurance for Clinical Pathology,

Seoul, Korea

The followings are the results for quality assessment in immunoserology for 2000 :
1. Evaluation of external quality assessment was done in 2 trials, the first was participated by

87.1% and the second by 89.8%.

2. The statistics of items that could be quantitated were sent according to the various

manufacturer.

3. Test methods for immunoserology laboratory tests were not significantly change.
4. Concordance with the recommended result was highest for anti-HIV, and lowest for

HBs-Ag, STS-nontreponemal and RF test.
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Table 1. Number of participating laboratories and reply rate

Trial First Second
Specimen sent May 4 Aug. 9
Reply received May 17 Aug. 12
No. of lab. specimens sent 404 393
No. of participating lab. 362 353
Reply rate 87.1 % 89.8 %
Table 2. List of test items according to sample
Trial No. Sample No. ltems
00-S-1 ASO, CRP, RF, Anti-HCV
1 00-S-2 STS, HBsAg
00-S-3 Widal, Anti-HBs, Anti-HIV
00-S-4 ASO, CRP, RF, Anti-HCV
2 00-S-5 STS, HBsAg
00-S-6 Widal, Anti-HBs, Anti-HIV
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Table 3. Reply rate of each test item

First trial(352) Second trial(353) Mean
Number Rate (%) Number Rate (%) Number Rate (%)
CRP 305 86.6 307 87.0 306 86.9
RF 318 90.3 320 90.9 319 90.6
ASO 265 75.3 262 74.4 264 4.7
Anti-HCV 257 73.0 266 75.6 262 74.1
STS-nontreponemal 340 96.6 342 97.2 341 96.9
STS-treponemal 217 61.6 219 62.2 218 61.9
HBsAg 348 98.9 347 98.6 347 98.6
Widal O 278 79.0 282 80.1 280 79.5
H 258 738.3 261 74.1 259 73.6
A 165 46.9 164 46.6 164 46.6
B 165 46.9 163 46.3 164 46.6
Anti-HBs 347 96.9 342 97.2 341 96.9
Anti-HIV 262 74.4 260 73.9 261 74.1
Reply rate 3562 87.1 353 89.8 352 88.5
Specimen sent 404 393 398




38 LNE - USE - UET - AT - 22 - U - u

o

- BHE - BlOfR} - SUHE - 235 - OFE - O - AF - SRS

0
Fol

Table 4. Distribution of the reagent company according to CRP method [Continuation]

Method Company Number
1st 2nd

=3 1 2
SNA 3 3
S0t 2 1
At (Eiken) 138 4
OfAt 3 3
o1zt 1 2
d2=H(IRC) 26 33
== (Nissui) 4 4
Avitex 1 1
BBL 1
Behring 4 3
BioMerieux 3 4
Biokit 1
cenogenics 4 7

Latex agglutination Denka seiken 3 4
Diagnostic biology 1
Human 6 7
Humatex 2
latron 4 6
Nissan 1 1
Omega 3 3
Orgenics 1
ortho 1
pulse 29 27
RANDOX 10 8
spinreact 1 1
TECO 11 15
7|Et 3 3
Total 148 (49.5%) 146 (48.0%)
At (Eiken) 3 5
OpAk

Capillary latron 113 13

7|Et 1 1

Total 19 (6.4%) 19 (6.3%)
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Table 4. Distribution of the reagent company according to CRP method

I\/Ietlhod Company Number
Capillary 1st 2nd
Opak
4wt (Eiken) 8 7
A=A
Bactor 1
Beckman 20 20
Nephelometry Behring 33 33
Denka seiken 1 2
latron 1
Randox 1
Roche-BM 2
Total 65 (21.7%) 66 (21.7%)
2= (Nissui) 20 20
DAICH 2 5
Denka seiken 9 8
Eiken 6 4
Human
TIA iatron 2 2
Nittobo 6 6
Randox
Roche 9 12
7|Et 1 1
Total 55 (18.4%) 58 (19.1%)
Abbott 1 1
Denka Seiken 1
FPIA Roche-BM 1
7|Et 1
Total 3 (1.0%) 2 (0.7%)
Beckman
4wt (Eiken) 2
Denka seiken 2 2
7|Et Diagnostic biology 1 1
ROCHE-BM 1 1
7|Et 4 7
Total 9 (3.2%) 13 (4.3%)

Total 299 304
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Table 5. Distribution of the reagent company according to RF methods

Number
1st 2nd

Method Company

=5 1

=R 4

=0} 3

£H(Eiken) 17

OFAE 16

L2 H(IRC) 44

2=(Nissui)

Avitex

Behring

BioMerieux

cenogenics

Denka seiken

Human

Humatex

latron 5

Kallested

Omega

Orgenics

Pulse 5

RANDOX 10

Spinreact 2

TECO 5

7|Et 6

Total 197 (63.8%) 20

A (Eiken) 8

oAt

Beckman 16 15

Nephelometry Behring 36 35
Denka seiken 1
Roche-BM 2 2
Total 62 (0.1%) 61 (19.3%)
EH (Eiken) 4

2==(Nissui) 9

4
1

J QN
— 00 O O1r N O —

—_ =]

Latex agglutination

O© N O — o —

N - N OW oo M~
I~

<o © w o~ —

(65.5%)

—

_\_\
(@]

Beckman

Behring

DAICHI

Denka seiken 10
latron 1
Nittobo 4
ROCHE-BM 7
Total 40 (13.0%) 40 (12.7%)
A (Eiken)
2==(Nissui)
DAICHI

2
1
Denka seiken 4
1
1
1

TIA

~N N wW O - =

N — N —

7|Et ,
Nittobo

Roche-BM
7|E
Total 10 (3.2%) 8 (2.5%)
Total 309 316
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Table 6. Distribution of the reagent company according to ASO methods [Continuation]

41

Method Company Number

1st 2nd
S 4 3
=i 2
it (Eiken) 2 2
OAt 4 1
d2=H(IRC) 36 38
Avitex 2 2
BBL 2 1
Beckman 1
Behring 14 15
Biomerieux 18 21
cenogenics 1 2
Denka seiken 1 2

Latex agglutination

Diagnostic biology 1
Human 7 7
Humatex 3 5
Omega 9 10
Orgenics 1
pulse 29 26
Randox 9 7
Shield 4 4
spinreact 2 2
TECO 6 7
7|Et 4 5
Total 161 (61.5%) 161 (62.4%)
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Table 6. Distribution of the reagent company according to ASO methods

Number
Method Company
1st 2nd

Beckman 4 3
Behring 1 1

Blue ASO
latron 1
Total 5 (1.9%) 5 (1.9%)
Mt (Eiken) 7 7
Beckman 18 18
Behring 34 36
Biomerieux 1

Nephelometry
Denka seiken 2 2
Roche-BM 2 1
7|E}
Total 64 (24.4%) 64 (24.8%)
Behring 1

Renz-Randal
Total 1 (0.4%)
At (Eiken) 3 1
U==(Nissui) 3 3
Denka seiken 6 6
latron 2 3

TIA
Nittobo 3 2
Roche-BM 9 10
7|t
Total 27 (10.3%) 26 (10.1%)
Eiken 1
Denka seiken 1
7|t

7|E} 2 2
Total 4 (1.5%) 2 (0.8%)

Total 262 258
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Table 7. Distribution of the reagent company according to anti-HCV methods

43

Number
Method Company
1st 2nd
=AA 40 37
S0t 19 20
27| 8 8
oot 1
ke 1
Abbott 18 17
EIA Behring 2
BM 2
Clone
Ortho
Roche-BM 33 37
7|Et
Total 182 (52.0%) 132 (50%)
=AL 1
&0t 1
MEIA 013t 1
Abbott 69 72
Total 72 (28.3%) 75 (28.4%)
=4A 2
=0t 1 1
RIBA &7 1
Abbott 1
Total 2 (0.8%) 4 (1.5%)
Abbott 1 1
Diagnostic biologics 1
RIA Ortho 1 2
Radim 1 1
Total 4 (1.6%) 4 (1.5%)
SISINS 2 2
S0} 1
PA OfAt 12 10
Fujirebio 2
Total 17 (6.7%) 12 (4.5%)
=L 4 7
Ot 1 1
PHA I
Fujirebio
Total 5 (2.0%) 8 (3.0%)
Abbott 1
SIS 10 18
7|Et
Ortho 12 10
Total 22 (8.7%) 29 (11.0%)
Total 254 264
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Table 8. Distribution of the reagent company according to STS-nontreponemal test methods

Method Company Number
1st 2nd
=R 6 3
&0t 1 1
4 (Eiken) 6 6
OFAH 155 156
o1z}
Ampcor
BBL
BD 58 65
Beckman
Biokit 7
Denka seiken 1
DIAGAST 1 1
APR card Diagnostic biotechnology 2 1
France 2 3
Fujrebio 1
Human 5 4
latron 8 11
Macro-vue 12 10
Omega 1
Pulse 1 1
RANDOX 3 1
Sheild 1
TECO 1 1
UK 1
7|Et 1
Total 287 (85.7%) 292 (86.1%)
OFAH 211 2
Bactor 1
BBL
VDRL B,D
Difco 18 16
RANDOX 1 1
SAS(SA scienti) 21 23
Total 45 (18.4%) 47 (13.9%)
BD 1
J1El Diagast 1
France
Total 3(0.9%)

Total 335 339




HASIZAL A EZRAL AR T(200)

Table 9. Distribution of the reagent company according to STS-treponemal test methods

45

Method Company Number
1st 2nd
_LE/\‘X|> 2 3
O 141 143
Abbott 2 4
BD 1
Behring 7 9
Biokit 1
Denka seiken 1
TPHA Fujirebio 26 23
Murex 16 16
Omega 4 3
Randox 1
SAS 1
Sheild 3 3
7|E 1 2
Total 207 (95.8%) 206 (95.4%)
Fujirebio 1
Zeus 2 3
FTA-ABS
7|E} 4 3
Total 6 (2.7%) 7 (3.2%)
S0t 1
Abbott 1
Biokit 1
7|E}
Fujirebio 1 1
Murex 1
Total 3 (1.4%) 3 (1.4%)
Total 216 216
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Table 10. Distribution of the reagent company according to HBsAg test methods [Continuation)

CHE! - 318 - QW - 0% - KT - 51

Method Company Homber
1st 2nd
=4 24 23
= 4 1
Eiken 1
OpAH 24 27
ks 1
LA A28 (IRC) 5 3
YR2EFHAATA 5 7
MY 1
Fujirebio 5
Roche-BM 1
7|E} 1
Total 71 (20.6%) 63 (18.5%)
SISO, 10 7
S0t 5 5
ks 1
2=(Nissui) 1
Abbott 21 29
Beckman 2 1
Behring 16 16
Biokit 1 2
Cambridge 1
- DPC 1 2
Fujirebio 1
Mitsui 2 1
Organon 1 1
Ortho 1 2
Radim 3 4
Randox 1
Roche-BM 43 45
Sanofi 1 1
7|E} 1
Total 108 (31.4%) 121 (35.5%)
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Table 10. Distribution of the reagent company according to HBsAg test methods
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Method Company Number
1st 2nd

Qlet 1
Abbott 102 94

MEIA Beckman 1
Denka-seiken 1
Total 108 (30.0%) 96 (27.2%)
Abbott 2 1
DPC 1 1

RIA Radim 3 3
7|Et 1
Total 6 (1.7%) 6 (1.8%)
=R 1 1
Abbott 2
Beckman 3 2
Behring 1
DPC 3 4

CIA
Ortho 11 8
Roche-BM 24 19
Sanofi 2
7|Et 1
Total 46 (138.4%) 36 (10.6%)
=SEAE 5 5
OpAk 1 1
Abbott 1 3

7|Et DPC 1 1
Roche-BM 2 8
7|Et 1
Total 10 (2.9%) 19 (5.6%)
Total 344 341
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Table 11. Distribution of the reagent company according to Widal test methods

Method Company Homber
1st 2nd
=4 2 1
Eiken 1
OpAF 2 1
Abbott 1 1
bactor 2 2
BBL 28 33
BD 2 3
Biomurex 1 1
Cambridge 1
Cenogenics M 10
DIAGAST 1
Diagnostic biotechnology 1
Slide Difco 55 65
Nissan 1
Micro-vue 1 1
Mitisi 1 1
Murex 116 107
Omega 21 18
Ortho 1
Sheild 7 13
Spinreact 3 6
TECO 1 1
UK 1
7|E} 1
Total 259 (94.9%) 261 (94.6%)
Tube Murex 4 5
Total 4 (1.5%) 5 (1.8%)
BBL 2 1
Microtitration Murex 8 8
Total 10 (3.7%) 9 (3.3%)
Sl Murex 1
Total 1 (0.4%)

Total 273 276
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Table 12. Distribution of the reagent company according to anti-HBs test methods [Continuation)

Method Company Number
1st 2nd

=HAL 26 26
=0t
4Ht(Eiken) 1 1
OAt 28 29
012} 7 8

oL 2= A 1 1
d2SEFHAATA 5 4
MY 1
Fujirebioi 1
Roche-BM 1
7|E} 4 4
Total 71 (21.0%) 64 (19.0%)
=HAL 3 4
=0t 3 2
012} 1
R 1
Abbott 22 29
Beckman 2 1
Behring 17 16
Biokit 1 2
DPC 1 2

EIA Fujirebio 1
Mitsui 2 1
Organon 1 1
Ortho 1 2
Radim 3 4
Randox 1
Roche-BM 44 44
Sanofi 1 1
7|E} 1
Total 102 (30.2%) 113 (33.5%)
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Table 12. Distribution of the reagent company according to anti-HBs test methods

S - SOlR} - kR - £

- QHT - OPlI - AT - B

A
=

Method Company Number
1st 2nd

012} 1
Abbott 102 95

MEIA
Beckman 1
Total 102 (30.2%) 97 (28.8%)
Abbott 2 1
DPC 1 1

RIA Radim 3 3
7|EF 1
Total 6 (1.8%) 6 (1.8%)
SR 1 1
Abbott 1 2
Beckman 3 2
DPC 3 4

CIA Ortho 11 8
Roche-BM 23 19
Sanofi 2
7|E} 1
Total 45 (18.3%) 36 (10.7%)
_L.;/\\)Qr 6 6
Ot 1 1
Abbott 1 3
DPC 1 1

7|Et
Ortho 1 1
Roche-BM 3 8
7|E} 1
Total 12 (3.6%) 21 (6.2%)
Total 338 337
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Table 13. Distribution of the reagent company according to Anti-HIV test methods

Number
Method Company Tt o
SR} 32 28
=0t 12 14
N 1
013} 1
Abbott 12 16
Beckman 3 2
Behring 13 13
Biokit 1
EIA Cambridge 1
Clone 2 2
Fujirebio 1 2
Organon 2 2
Ortho 1 2
Roche-BM 31 34
Sanofi 1 1
7| 2 2
Total 115 (44.4%) 117 (45.3%)
=R 3
S0t 1 1
RIA Abbott 1 3
Roche-BM 1
Total 47 (18.1%) 39 (16.1%)
Abbott 2 4
Western blot Total 2 (0.8%) 4 (1.6%)
=0} 1
OFAH 4 3
Abbott 1
Dupont 1
PA Fujirebio 38 36
Roche-BM 1
7|E} 1
Total 47 (18.1%) 39 (16.1%)
S0t 1 1
Abbott 73 70
MEIA Ortho 1
Total 75 (29.0%) 71 (27.5%)
S0t 3 4
013} 1
Abbott 1 4
Beckman 1 1
7|t BioMerieux 1
Ortho 9 8
Roche-BM 1 1
Sanofi 1 1
Total 18 (7.0%) 19 (7.4%)

Total 259 258
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Table 14. The quality assessment results of CRP test(1st trial)

‘ Weak - Strong Quantitation A7t 7|t

Negative . Positive - ) » .

Method Company Positive Positive Negative Positive Positive

A B C/IA B C|A B C|A B C|A B C|A B C|A B CAB C
=25 1
SEYPNS 1 2
0} 1 1
4Ht (Eiken) 114 3 1 2 1 1
OfAt 2 1
|
|

"O
fon

]

=TH(IRC) 1 314 4 9|5 7 1
2= (Nissui) 11 2
Avitex 1

BBL 1
Behring 1 1 1
BioMeieux 1 111
Biokit
Biotechnology
BM
cenogenics 1 T 1 1
Denkaseiken 1 1 1 1
Diagnostic biology 1
Human 1 4 1
Humatex 1 2 1

It
> T

[e}

Latex

agglutination

latron 1
Nissan 11 1
Omega
ortho
pulse 2|4

Randox 112 2 1 4
spinreact 1

TECO 113

7|t 2 1
Total 3 11126 26 27117 22 9|1 1 2|1 111

4Ht (Eiken) 2 1

oot 1 1
Capillary  latron 5 3 3 1 1

7|Et 1

Total 5 6 3 1 1 2 1

Oak
4kt (Eiken) 2 1 5
U2=H|
Bactor
Beckman 2 314
Nephelometry Behring 1 T 1 1115 8 6
Denkaseiken 1
latron
Randox 1
Roche-BM 111
Total 1 1 3 5128 16 14 1 1
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Method

Company

Negative

Weak

Positive

Positive

Strong

Positive

Quantitation

Negative

Positive

%7t 7|Ef

Positive

A

B

C

A B

C

A B C

A B

C

A B C

A B

C|lA B CA B C

TIA

0f
UE2H|
2==(Nissui)

DAICHI

[

Denkaseiken
Eiiken
Human
latron
Nittobo
Randox
Roche

7|E

Total

17 17

12 1 3

FPIA

Abbott
Denkaseiken
Roche-BM

7|E}

Total

7|

Beckman

£t (Eiken)
Denka-seiken
Diagnostic biology
Denka seiken
Roche -BM

7|E

Total

Total

—

30 25 33

17 26

10

3 b

10

45 35

2 1 118 11
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Table 15. The quality assessment results of CRP test(2nd trial)

‘ Weak B Strong Quantitation A7t 7|E}
Negative - Positive - 7|E . iy " "
Method Company Positive Positive Negative Positive  Positive  Positive

A Bl A BJ| A B|A B|A BJ]A B|]A BI|A B A B
=3 1 1
=X} 1 2
=0} 1
W (Eiken) 3 1
OpAk 2 1
013} 1
LE2IH (IRC) 9 7 8
2 =(Nissui) 1 2
Avitex
Behring
BioMeieux 3 1
Biokit 1
cenogenics 1 2 2
Denkaseiken 1 3
agglutination Human 3 1
Humatex 3 1 1
latron
Organnics
Omega 1
ortho
pulse 1 9
Randox
spinreact 1
TECO 5
7|Et
Total 1 40 36 |23 36| 1 1
4HF(Eiken)
latron 1 5 2 1 4
7|EL
Total 1 5 2 1 4
oot
4 (Eiken) 1
Bactor
Beckman
Nephelometry Behring 1
Denkaseiken 2
latron 1
Roche-BM 1
Total 1 1 25 35| 3 1
U= 1 7 12
Denkaseiken 1 5 2
Eilken 1 1 2
DAICHI 1 1 2 1
TIA latron 1 1
Nittobo 5
Roche-BM 5 6 1
7|} 1
Total 1 1 212 1119 29| 1 2

N — — O —

no

Latex

N W

N N D — —
N >
N — o1 o

N

N

w
o~

w
no

Capillary

NN N PN

- —

o Y
—
(@8]

Abbott 1
FPIA Beckman 1
Total

Denkaseiken 1
Diagnostic biology
Roche -BM

7|} 1
Total 1
Total 2 46 39 |24 41| 2 313 1

1
4 (Eiken) 2
1
1

7| Et

ols —
no

1
=
]
Ny
(@)
w




o{od SFZAA

e =1

b AR ZRAL AR T(200)

Table 16. The quality assessment results of RF test(1st trial)

b5

Method

Company

Negative

Weak
Positive

Positive

Strong
Positive

Quan titation

ot

7|Ef

Negative

Positive

Negative  Positive

A B C

A B C

A B C

A B C|A B C

A B C

AB C|IA B CJ|A

Latex

agglutination

==

EISPNS

=0t

4Ht (Eiken)
Opf
LE2H|
Avitex
Behring
BioMerieux
cenogenics

Denka
seiken

Human
Humatex
latron
Kallested
Omega
Nissui
Pulse
RANDOX
Spinreact
TECO
7|Et

1
1

W — — N —

20

Total

33

24

“HF(Eiken)
Beckman

Nephelometry Behring

Roche-BM

g N N
o @
D = =N

wW — =N

@D O — |

Total

21

TIA

=5
“HF(Eiken)
2==(Nissui)
Beckman
Behring

Denka
seiken

latron
Nittobo
Roche-BM

Total

7|

2U==(Nissui)
DAICHI

Denka
seiken

Nittobo
Roche-BM
7|E}

1

Total

1

1

1

Total

48

33

7 34 22

25

2129 5 19

10 32 18
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Table 17. The quality assessment results of RF test(2nd trial)

=178

o

Ffok

- ol - rkEl - £ -

HE - 0Pl - KT - 51

A
=

Method

Company

Negative

Weak
Positive

Positive

Strong
Positive

Quantitation

[eZ]
=

7t

Ne

gative

Positive

Negative

Positive

A

B

A B

A

B

A B

A

B | A

B

A

B

A B

Latex
agglutination

=5

=4A

=0t

Wt (Eiken)
Ofpt
LETH|
Avitex
Behring
BioMerieux
cenogenics
Denka seiken
Human
Humatex
latron
Kallested
Omega
Orgenics
Nissui
Pulse
RANDOX
Spinreact
TECO

7|Et

1
3

23

W N - = O

ey —_
5> @ w

o1 — O —

— O W W

Total

Nephelometry

EWt(Eiken)
Beckman
Behring
Denka-seiken
Roche-BM

~ |-

~

Total

22

TIA

=5
EWt(Eiken)
Nissui
Beckman
Behring
DAICHI

Denka seiken
latron

Nittobo
Roche-BM

W b~ = O

Total

7| E

ol(

U=(Nissui)
FWt (Eiken)
DAICHI

Denka seiken
Nittobo
Roche-BM
7|Et

Total

Total

83

72

29

34
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Table 18. The quality assessment results of ASO test(1st trial)
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Method

Company

Negative

Positive

Positive

Strong

Positive

Quantitation

CHR

7|E}

Negative

Positive

Negative  Positive

A B

AB C

AB C

A B C

A B

C

A B C

A B C|lA B C

A

B

Latex

agglutination

=MA

=0t

4 (Eiken)
Ofak

L2=H (IRC)
Avitex

BBL
Beckman
Behring
BioMerieux
cenogenics
Denka seiken
Diagnostic biology
Human
Humatex
Omega
Pulse
Randox
Shield
spinreact
TECO

7|Et

1

C
1
1
1
1
9

—

1

N S S I S RN
no
no

1

— Ol = —

Total

2

40

2

4

26 1

Blue ASO

Beckman
Behring

Total

A (Eiken)
Beckman
Behring

Nephelometry Biomerieux

Renz-
Randal

Denka seiken
Roche-BM

D W OV~ — W

Total

Behring

Total

TIA

4Ht (Eiken)
2U==(Nissui)
Beckman
Denka seiken
latron

Nittobo
Roche-BM

7|Ef

[

Total

"

7|}

Eiken
Denka-seiken
7|t

Total

Total

2

6

203 6

27 1

32

27 1 2
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Table 19. The quality assessment results of ASO test(2nd trial)

=178
k=]

Ffok

- Blojxf - SHCHE -

HE - 0Pl - KT - 51

A
=

Method

Company

Negative

Weak
Positive

Positive

Strong
Positive

Quantitation

o
o3

7t

7| Ef

Negative

Positive

Negative

Positive

A

B

A

B

A

B

A B

A B | A

B

A

B

A

B

A

B

Latex

agglutination

=R

=0t

4 (Eiken)
Ofak

L2=H (IRC)
Avitex

BBL
Beckman
Behring
BioMerieux
cenogenics
Denka seiken
Diagnostic biology
Human
Humatex
Pulse
Omega
Orgenics
Randox
Shield
spinreact
TECO

7|Et

— N~ — O1 O DD O

2

N Oy =

D D —

Total

64

34

Blue ASO

Beckman
Behring
latron

Total

W (Eiken)
Beckman
Behring

Nephelometry Biomerieux

Renz-
Randal

Denka seiken
Roche-BM

~lool— = Sl

13
15

.
o O

Total

33 | 21

Behring

Total

TIA

£ (Eiken)
24=(Nissui)
Denka seiken
latron

Nittobo
Roche-BM

7|E

Total

7|E}

Eiken
7|E}

Total

Total

64

35

34 1

37
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Table 20. The quality assessment results of Anti-HCV test(1st trial)

59

Method

Company

Negative

Weak Positive

Positive

B

A B C

x>

B

EIA

SNAL
=0}

7

oAt
Abbott
Behring
Clone
Orgenics
Ortho

Roche-BM
7|Et

2

N
o

- = O — W

13
6
3

N — v —

N
O

N ol o | O

15

Total

48

45

35

RIA

Abbotte

General biologicals
Ortho

Radim

Total

RIBA

PA

S0¢

=P

Total

=4t
ot
0fak

Fujirebio

Total

PHA

YA

OpAl

Total

D= =~ |o| = w

MEIA

=4t
Sof

Abbott

21

23

25

Total

21

24

20

1=

=R}

Ortho

Total

Total

84

85

75
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Table 21. The quality assessment results of Anti-HCV test(2nd trial)

CHIMES .
=l

N - QN - Ol - ASF - 5

A
=

Negative Weak Positive Positive =
Method Company
A B A B A B A B
SISNS 1 12 24
S0t 10 10
27| 3 5
i 1
Abbott 8 9
EIA Behring
Clone 2
Orgenics 1
Ortho 4 3
Roche-BM 1 15 21
7|EF 2
Total 1 1 52 78
General biologicals 1
Ortho 1 1
RIA ,
Radim 1
Total 1 2 1
S0t 1
RIBA Abbott 1
SN 1 1
Total 1 2 1
AR 2
S0t
PA
U 3 7
Fujirebio
Total 5 7
=4A} 1 1 2 3
PHA OfAt 1
Total 1 1 3 3
&R 1
=0t 1
MEIA i 1
Abbott 38 34
Total 39 36
AR 3 1 14
7|Et Abbott 1
Ortho 2 8
Total 3 3 23
Total 2 7 106 149
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Table 22. The quality assessment results of STS-nontreponemal test(1st trial)

61

Method Company Non reactive Weak reactive Reactive Strong reactive
A B A B A B A B
=L 5
S0t 1
it (Eiken) 4 1
OfAF 3 99 8 10 13 5 2
olst 2 1
Ampcor 1 4
BBL 8
BD 48 4
Biokit 6 1
Denka seiken 1
DIAGAST 1
APR card Diagnostic biotecnology 2
France 2
Human 3 2
latron 6 1
Macro-vue 11
Omega 1
Pulse 1
Randox 2 1
TECO 1
= 1
Total 4 208 12 10 21 5 2
OFAH 1 1
Bactor 1
BD 2
VDRL Difco 9 5
RANDOX 1
SAS 11 1 1 3
Total 23 1 2 9 1
BD 1
I g DIAGAST 1
France 1
Total 3
Total 7 231 13 12 30 5 3
Table 23. STS-nontreponemal test(1st trial) &7 Zn}
107 1:2 1:4 1:8 116
Method reagent A 3 A 5 A A A 5
Difco 2
VDRL SAS 1 1
Total 1 3 1
OpAt 1 1 1 2 6
RPRoard e 1 1
BD 1 1
Total 1 1 2 2 1 6
Total 1 2 5 3 2 1 6
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Table 24. The quality assessment results of STS-nontreponemal test(2nd trial)

Method Company Non reactive Weak reactive Reactive Strong reactive
A B A B A B A B

SIS 1 o
=
A (Eiken) 2 3
OfAt 6 79 7 4 40 1 2
2l 4 1 2
Ampcor 4 ]
BBL o ] 5 :
BD 34 2 16 5
Beckman 1 ]
Biokit 3 ]
DIAGAST 1

RPR card Diagnostic biotecnology 1
France 2 ]
Fujirebio 1
Human 3 ]
latron 9 1 1
Macro-vue 4 1 2 5
Pulse 1
RANDOX 1
Shield 1
TECO 1
UK
Total 9 155 9 9 69 1 11
Ofat P
BBL 1 ] 1
5D 1 1

VDRL  Difco 8 o ] )

RANDOX 1
SAS 12 2 3 1
Total 23 4 6 6
Total 9 178 13 15 75 1 11

Table 25. STS-nontreponemal test(2nd trial) %7+ A1}
1

N
N
no

1:4

Method reagent

VDRL SAS
Total

Ofat

BD 1

RPRcard Eiken
SAS

Total 1 7 5 1

Total 3 10 1 5 1

A

Difco 1 1
1
2

— N M |W|W
N
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Table 26. The quality assessment results of STS-treponemal test(1st trial)
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Method

Company

Non reactive

Weak reactive

Reactive

strong reactive

A B

A

B

A

A

B

TPHA

Abbott
BD
Behring
Biokit

Denka seiken

Fujirebio
Murex

Omega

RANDOX

SAS
Shield

7|E}

1
7

16
11

1
14
1
1

Tota

119

25

FTA-ABS

Zeus

7|E}

Tota

NI o

7|Ef

Abbott
Fujirebio

Murex

Tota

Tota

125

25

Table 27. STS-treponemal test(1st trial) 7} Z1}

Method

reagent

1:160

)1:160

1:320

1:640

1:1280

»1:1280

1:56120

A B

A B

A B

A B

A B

TPHA

oAk
Fujirebio

Murex

1

1

Tota
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Table 28. The quality assessment results of STS-treponemal test(2nd trial)

(=} (=]

0

27z - ==

s

=
2 - 2

T_'IL .

7I%X

i}

lo

gt up

. HIAMZ . HI)

k=4
o T =

Sl

- oAl - AfEF - Bl

Method

Company

Non reactive

Weak reactive

Reactive

strong reactive

A

B

A

B

B

A B

TPHA

=8A
Ot
Abbott
Behring
Fujirebio
Murex
Omega
Sheid

7|E}

1
;

10

1
41

[©> NN I ]

Tota

19

FTA-ABS

Fujirebio

Zeus

7|E}

Tota

7|E}

=i
Biokit

Fujirebio

Tota

20

56

64

Table 29. STS-treponemal test(2nd trial) %7} Z1}

Method

1:80

1:160

1:320

1:640

1:1280

»1:1280

1:5120

»1:5120

reagent
A

B

A

B

A

B

A

B

A

B

A B

A

B| A B

TPHA

OAk
Abbott
Behring

Fujirebio

Murex

4

5

3

4

4

2

1

1

2

1 1

Total
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Table 30. The quality assessment results of HBsAg test(1st trial)

Negative Weak Positive strong al Quantiiative
Method Company . Positive positive Negative Positive
A B A B A B A B A B A B A B

=AA 2 2 11 8 1

S0t 3 1

4 (Eiken) 1

OFAH 1 6 13 3 1

o1t

oK

HIYH S 1

Fujirebio 2 1 2

Roche-BM 1

7|Et 1

Total 2 1 9 38 1 17 1 1 1

=AA 2 4 1 2

=0} 2 1 1 1

2lst

22=(Nissui)

Abbott 1 5 1 1 1 3 5 4

Beckman 1 1

Behring 2 3 7 1 1 2

Biokit 1

Cambridge

DPC 1
EIA Fujirebio

Mitsui 1 1

Organon 1

Ortho 1

Radim 1 1 1

Randox

Roche-BM 4 12 2 9 1 2 13

Sanofi 1

7|t

Total 9 27 3 22 3 7 12 25

21t

Abbott 5 24 2 4 2 7 6 52
MEIA Denka seiken 1

Total 5 25 2 4 2 7 6 52

Abbott 1 1

DPC 1
RIA Radim 1 1 1

7|t

Total 2 1 3

=R 1

Abbott

Beckman 1 2

Behring 1

DPC 2 1
CIA Ortho 1 2 2 1 1 4

Roche-BM 2 3 3 1 1 1 1 12

Sanofi 1 1

7|Et 1

Total 3 6 6 1 6 1 3 20

=R} 1 1 2 1

Ofat 1

Abbott 1
7] Ef DPC 1

Roche-BM 1 1

7|E}

Total 1 3 2 1 3

Total 2 1 27 99 6 51 6 24 1 23 104
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Table 31. The quality assessment results of HBsAg test(2nd trial)
, Weak - strong 9 7t Quantitative
Method Company Negative Positive Posilive positive Negative Positive Negative Positive
A B A B A B A B A B A B A B A B
=4} 6 1 8 7 1
S0t 1
FHt(Eiken)
(3 6 1 14 5 1
k) 1
d=2=H (IRC) 2 1
FPHA asanpeess | 1 5 w
MY 1
Fujirebio 1 1
Roche-BM
7|E} 1
Total 17 2 2 30 13 2
=AX} 2 2 1 1 1
S0t 2 1 2
k) 1
2=(Nissui) 1
Abbott 1 2 5 4 6 7
Beckman 2 2 1
Behring 1 5 5 2 1 1 1
Biokit 1 1
Cambridge 1
DPC 1 1
EIA Fujirebio 1
Mitsui 1
Organon 1
Ortho 1
Radim 1 2 1
Randox
Roche-BM 12 1 11 8 1 1 4 3 4
Sanofi 1
7|E} 1
Total 17 4 9 29 17 3 5 5 5 10 17
ol 1
VIEIA Abbott 1 12 17 3 3 11 20 27
Beckman 1
Total 1 12 17 3 3 I 20 29
Abbott 1
DPC 1
RIA Radim 1 2
7|} 1
Total 2 1 1 2
SHA 1
Abbott 1 1
Beckman 1 1
Behring
DPC 1 1
CIA Ortho 1 1 2 1
Roche-BM 2 2 3 1 2 3
Sanofi 1 2 2 6
7|E}
Total 2 4 2 4 1 1 1 5 4 12
SNA 3 1 1
OFAK 1
Abbott 1 1 1
7IEt - DPC 1
Roche-BM 1 2 2 3
7|E} 1
Total 5 2 4 1 3 4
Total 43 " 27 84 35 9 25 34 66
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Table 32. The quality assessment results of Anti-HBs test(1st trial)

67

Method

Company

Negative

Positive

Positive

strong

positive

[eZ]
=

7t

Quantitative

7|E}

Negative

Positive

Negative

Positive

A

B

A

B

A

B

A B

A

B

A

B

A

B

RPHA

=R

S0t
FHt(Eiken)
Ot

k)

L2=H (IRC)
L2 HHAA A
Mg
Fujirebio
Roche-BM
7|E}

7

1

2

1

7
2

3
1

1

1

Total

EIA

=R
S0t

k]
Abbott
Beckman
Behring
Biokit
DPC
Fujirebio
Mitsu
Organon
Ortho
Radim
Randox
Roche-BM
Sanofi
7|E}

Tota

28

MEIA

k)

A
Abbott
Beckman

52

Total

52

RIA

Abbott
DPC
Radim
7|E}

Total

CIA

=R
Abbott
Beckman
Behring
DPC
Ortho
Roche-BM
Sanofi
7|E}

o —

Tota

7

=R
Ot
Abbott
DPC
Ortho
Roche-BM
7|E}

Tota

Total

47

52

40

47

2

105
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Table 33. The quality assessment results of Anti-HBs test(2nd trial)
strong A7t Quantitative

Negative ~ Weak Positive  Positive ‘ o ‘ "
Method Company ¢ positive Negative Positive Negative Positive

A B A B A B A B A B A B A B A B

=4A 9 2 1 8 2 1
S0t 2
A (Eiken)
OpAt 10 1 9 4 1
o1&t 1
L2=ZH(IRC) 3
2T HHAATA 3 3
MRS 1

Fujirebio 2 1
Roche-BM
7|Et 1
Total 26 3 2 25 7 2

RPHA

=X 2 1 1
S0t 1 1
013t 1
Abbott 2 5 3 2 2 10 5
Beckman 1
Behring 5 2 1 5 3
Biokit 1 1
DPC 1 1
Fujirebio 1
Mitsui 1
Organon 1
Ortho 2
Radim 3 1
Randox
Roche-BM 13 4 8 1 1 8 9
Sanofi 1
7|Et 1
Total 25 14 13 5 6 29 1 19

EIA

013t 1
B 1
MEIA  Abbott 13 4 6 3 7 32 30
Beckman 1
Total 13 4 6 3 8 32 1 31

Abbott 1
DPC 1
RIA Radim 2
7|Et 1
Total 2 3

SHA 1
Abbott 2
Beckman 2
Behring 1 1 1 1
DPC 2 1 2 2
Ortho
Roche-BM 1 1 1 2 2 7 5
Sanofi
7|Et

Total 1 3 2 4 3 12 10

CIA

=4A 3 2 1 2
Ofat 1
Abbott 1 1 1
DPC 1
Ortho 1
Roche-BM 1 3 1 3
=
Total 5 1 3 1 1 3 5 1 3
Total 72 3 3 49 27 13 20 78 1 2 68

7|Ef
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Table 34. The quality assessment results of Anti-HIV test(1st trial)
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Method

Company

Negative

Positive

B

A

EIA

=R}

S0t

OpAl

ki
Abbott
Beckman
Behring
Biokit
Cambridge
Clone
Fujirebio
Organon
Ortho
Roche-BM
Sanofi
7|E

10
2

22
10
1

N - D — — O W

Total

RIA

=R}
0}

Abott
Roche-BM

Total

Western blot

Abbott

Total

PA

=R}

S0t

Ofk
Abbott
Dupont
Fujirebio
Roche-BM
7|E}

Total

MEIA

S0t
Abott
Ortho

20

Total

20

7

S0t

ki
Abbott
Beckman
Biomerieux
Ortho
Roche-BM
Sanofi

Total

Total
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Table 35. The quality assessment results of Anti-HIV test(2nd trial)

Negative Positive 7| Ef
Method Company A B A 5 A B
=R} 8 20
=0t 6 8
OpAE
Olst 1
Abbott 9 7
Beckman 2
Behring 9 4
Biokit
EIA Cambridge
Clone 1 1
Fujirebio
Organon 1 1
Ortho 2
Roche-BM 20 14
Sanofi 1
7|E} 1 1
Total 60 57
SR 1 2
=0} 1
RIA Abott 1 2
Roche-BM 1
Total 4 4
Abbott 3 1
Western blot Total 3 1
=R}
S0t
OFA 2 1
Abbott
PA Dupont
Fujirebio 17 18 1
Roche-BM
7|E
Total 19 19 1
S0t 1
Abott 32 38
MEIA Ortho
Total 32 39
S0t 1 2 1
ki
Abbott 2 2
Beckman 1
7|Et Biomerieux
Ortho 4 4
Roche-BM 1
Sanofi 1
Total 7 10 1 1
Total 125 130 2 1
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Table 36. The quality assessment results of Widal O test(1st trial)

71

Method

Company

(1:20

1:20

1:40

1:80

1:160

1:320

1:640

A

B

B

A B

A

B

A

B

A

B

Slide

=S8R
4Ht(Eiken)
Oat
Abbott
Bactor
BBL

BD
Biomurex
Cambridge
Cenogenics
DIAGAST
Difco
Mitsui
Murex
Nissan
Omega
Ortho
Sheild

Spinreact

TECO

21

10

Total

41

57

23 83

24

22

Tube

Murex

Total

Microtitration

BBL

Murex

Total

Total

43

60

26 b4

25

23
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Table 37. The quality assessment results of Widal O test(2nd trial)
(1:20 1:20 1:40 1:80 1:160 1:320 1:640

Methoo comeany A B|A B|A B|A B|A B|A BJ|AB
=8AL 1
Ak 1
Abbott 1
Bactor 1 1
BBL 1 2 6 |1 313 8|5 3|3 3
BD 1 1
Biomurex 1
Cenogenics 2 2 1 2 1 2
Diagnostic biotechnology 1
Difco 4 2017 9114 1814 111 6 |3 1
Slide
Micro-vue 1
Mitsui 1
Murex Mmo1mj12 1618 94 1519 7|2 2|1
Omega T 213 1 2 1 1 5 1
Sheild 1 3 2 2 112
Spinreact 1 2 |1 1 1
TECO 1
UK 1
7|Et 1
Total 18 20128 39|17 30|16 34|19 26| 8 8 | 1
Murex 1 1 1 1 1
Tube
Total 1 1 1 1 1
BBL 1
Microtitration Murex 1 1 1 1 4
Total 1 1 1 2 4
Murex 1
71 Ef
Total 1
Total 20 21|80 42|18 30|17 38|19 27| 8 8 | 1




HASIZAL A EZRAL AR T(200)

Table 38. The quality assessment results of Widal H test(1st trial)
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Method

Company

(1:20

1:20

1:40

1:80

1:160

1:320

1:640

1:1280 )1:1280

A

B

A

B

A

B

A

B

A B

A

B

A

B

A B|]A B

Slide

=8AL

it (Eiken)
OAk
Bactor
BBL

BD
Biomeriex
Cambridge
cenogenics
DIAGAST
Difco
Mitsui
Murex
Nissan
Omega
Ortho
Shield

Spinreact

11

23

2

24

Total

15

30

39

Tube

Murex

Total

Microtitration

BBL

Murex

Total

Total

15

30

48
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Table 39. The quality assessment results of Widal H test(2nd trial)

BT - ol - RSF - B

Method

Company

(1:20

1:20

1:40

1:80

1:320

1:640 1:1280 )1:1280 7|Et

A B

A B

A B

A B

A

B

A B

A B

A B

A B

Slide

Abbott
Bactor

BBL

BD
Biomurex
Cenogenics
Diagnostic biotechnology
Difco
Micro-vue
Mitsui
Murex
Omega
Sheild
Spinreact
UK

7IE}

1

15

22

M 3

Total

16 39

26 4

Tube

Murex

Total

BBL

Microtitration Murex

Total

7|

Murex

Total

Total

67

26 4
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Table 40. The quality assessment results of Widal A test(1st trial)
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(1:20 1:20 1:40 1:80 1160 1:320
Method Company
A B A B B B A B
S}
Ofat 1 1
Bactor 1
BBL 1 2 2 8 1 1
BD 1
Biomerieux 1
cenogenics 2 3 1
DIAGAST 1
Slide Difco 4 7 6 9 4
Murex 13 28 7 18 3
Nissan 1
Omega 1 4 5 3 2
Ortho
Shield 1 2
Spinreact 1
Teco 1
Total 21 47 21 46 11
Murex 3
Tube
Total 3
Murex 2 3 1
Microtitration
Total 2 3 1
Total 26 50 21 47 11
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Table 41. The quality assessment results of Widal A test(2nd trial)

(=] (=]

0

s

7IXH%.7I = ag;aﬂ%ng

(= i)

TLER

2

o

CHIMES .

k=4
oo

HE - 0Pl - KT - 51

A
=

Method

Company

(1:20

1:20

1

40

1:320

7|E}

A B

A

B

A

B

A

B

A

B

Slide

OAt

bactor

BBL

BD
cenogenics
Diagnostic biotechnology
Difco
Micro-vue
Mitsui
Murex
Omega
Shield
Spinreact
TECO

UK

7|E}

—

20

w  ©

N

10

Total

28 30

28

34

Tube

Murex

Total

Microtitration

Murex

Total

7|E}

Murex

Total

Total

29 35

29

37
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Table 42. The quality assessment results of Widal B test(1st trial)

77

Method

Company

(1:20

1:20

1:40

1:320

A

B

A

B

A

B

Slide

=HAL

Ol
Bactor
BBL

BD
Biomerieux
cenogenics
DIAGAST
Difco
Murex
Nissan
Omega
Ortho
Shield
Spinreact

Teco

1

12

Total

13

33

45

19

Tube

Murex

Tota

Microtitration

Murex

Tota

Tota

17

34

46

20
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Table 43. The quality assessment results of Widal B test(2nd trial)

27z - ==

o
2 UsE - 4y

0

=
ES

iR - gew

TLER

=

A
=

Method

Company

(1:20

1:20

A B

A

B

Slide

Oat

bactor

BBL

BD
cenogenics
Diagnostic biotechnology
Difco
Micro-vue
Mitsui
Murex
Omega
Shield
Spinreact
TECO

UK

7|}

Total

29

17 3

Tube

Murex

Total

Microtitration

Murex

Total

7| El

Murex

Total

Total

34

30

17 3




