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= Abstract =

Annual Report on External Quality Assessment in Immunoserology in Korea (1999)

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, Hye-Rim Lee, Young-Joo Cha, Jung-Sook Ha

Immunoserology Subcommitlee,
The Korean Association of Quality Assurance for Clinical Pathology,

Seoul, Korea

The followings are the results for quality assessment in immunoserology for 1999 :

L. Evaluation of external quality assessment was done in 2 trials, the first was partici-
pated by 89.0% and the second by 87.8%.

9 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 changed but
slightly increased EIA method comparing with last year.

4. Concordance with the recommended result was highest for anti-HIV, and lowest for
HBs Ag, STS-nontreponemal and ASO test.

Key words : Immunoserology, External quality assessment

dalab s AR, (700-712) oA T FAME 1o Alvdieba Skl slab ek 7l & { (p3-250-T221)



—ZAAE o HAIHAA ANEzAL A7 (1999) —

M 2

IMF A A o]l F F7}A Aol AlLal4 o1 F
199K s diR-E9 YIRS A FI
FSdd e gy A" 18y 7
AUV EL o AgAFAAE YEYR
Ae oty Axgte] Aglel $43 Fdsigdg
I Az

1999 HAFALH L3 AP eA
42 ASO, CRP, RF, anti-HCV, STS, HBs Ag, Wi-
dal, anti-HBs % anti-HIVE 9F 2o disjia] AA
g9en Agaye A WY FFolHdch 4
HE ZAA7IE 793 1149 Z2 3ER 23
Al Egden, A JFAXIYE ol &3 &
AAL 52 2714 F& bA AHAAE wEo] A
43k

H4Fe 19999 949 3d AgF YA ANF
g FHYUdAA allergyRAAlel digk FAZ AA
%At} (Table 1).

Mz o di
1. Eofoj

A1z AME FaAldlE 3767]F e AAS wF
3to 3357131 (89.0%) cl 4 AR E 3 Alstgx, A2
2} ZAM A= 384713 dol 337712 (87.8%) 9
3] 4lo] 2ddth(Table 2).

Table 1. The workshop of immunoserology sub-
committee in 1999
AlE- 1 Allergy 7 A
dA] 119994 99 3¢
g 1. Allergye} A}
2. Mast-CLAZALe] AY
3. Allergy ZAs} el e] 87

Table 2. Number of participating laboratories and
reply rate

Trial - First Second

Specimen sent

Reply received

No. of lab. specimens sent
No. of participating lab.
Reply rate

2 HAESE

Futelx QIzl (RF), C w29 (CRP), Strep-
tolysin O (ASO), WidalZ A}, o 5uk-¢ 7 A}H(STS), B
HNAF VA HBs Ag), B 73 A 7 A} anti-
HBs), C¥Z & A A @nti-HCV) 2 IHIVAA}
T 9SS Uiz g

3. dxle =]

AR FAE, ALy, ddoEy
A, AF7HEHEY, FoldgEd, yAdEgHY,
FALAd G L, 2AHGEA L shejop )
dd el AAE AT Ao e ¥
g AAFFEE FA%d AL YFIA(-707) 9
wastgieizt 4o wet AFAA EFF F @
AAZ £F712 A3 ImLA 24 {2 viald
TFste] YEAxz A

AARE 2ol w2t AATHE ZA A 1§

[

22 EF3E g4 & 1§52 1NN HAAE
Eo atg} ABC 3%F &2 A B 2572 234
AE A B, C 3%3%=E Yo HAEZ Azstgc
(Table 3).

4 2N 2 SRz

Az ol FUd =2 RL o]Lstgdct. 7 /)
ol IF ARA Y Wy, AR, AtAzd ¢
71712 &5 MS-Access 97 (Microsoft, USA) & o] &
o] AR Zaadd JHY F 74 J9d 3
f BIAE 293t nustgcl. A4 Z AA
We Agury, A3 9 AGAzdel g $XE
M3t B3t 74 7|l BlodA A=
ghol Aoldtd AAF e FRRIANZE ¥
Fol B ApsHel ool UL A2z AR
Hol Z+ 7@ 71F THBIAATS 45314

Table 3. List of test items according to sample

Trial No. Sample No. Iterns
1 99-S-1 ASO, CRP, RF, Anti-HCV
99-S-2 STS, HBs Ag
99-S-3 Widal, Anti-HBs, Anti-HIV
2 99-S-4 ASO,CRP, RF, Anti-HCV
99-S-5 STS, HBs Ag
99-56 Widal, Anti-HBs, Anti-HIV
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Table 4. Reply rate of each test item

First trial (335) Second trial (337)
Number Rate (%) Number Rate (%)
290 77.1 298 88.4
298 79.3 304 90.2
253 67.3 258 76.6
246 65.4 248 73.6
325 86.4 330 97.9
219 58.2 216 64.1
334 88.9 337 100
266 70.7 268 79.5
242 64.4 248 73.6
161 42.8 160 475
157 418 159 47.1
326 86.7 329 97.6
256 68.1 254 75.4
335 89.1 337 87.8
376 384

& 1
1. &0

22U ZAbe A WG EFET AP zA F
oAzt e 7@ AF RS FIA F
37671@ e A1 AWE A AAE HEskAch
% 33B7|FoA FHARQD ol AIT 244}
Fodg 90.7%l wl&| cha A zF 89.0%F et
ek A2z Aol AE AR7E7I#S FaE
Hol} 2R L ALY F 3847 HAE
waslgon] 3A7|RPLE 3377IFHew 23 FAL
Fod gL 878% = tha FAskdd).

AANEEHaE 1, 23 8t HBs Ag A4}
HA 719 100%7F Feistd Adxe el 73
e FogS el ’

1 ulo]l STS-nontreponemal 97.6%, anti-HBs
97.6%, RF 89.6%, CRP 87.5%, Widal O 79.5%,
ASO 762%9 %oz AYLe} FdF £H4E 7
Z3gc}. 123, ant-HCVSH anti-HIV 3«73
= Adzo] uls) o7kd Frhstel 4z 73.5%9
75.9% < © ] STS-treponemale 74 3do] 64.9% <]
Fo$S ¥ g (Table 4).

2. AL " B3 (2% S4)

1) CRP (Table 5)

A3z w3 laexs AW AT 3l
7t 147713 (50.0%), 18713 (6.1%) 2.2 FrAa 34
I, TIAZ} 367]1% 04 4671% (166%) 22 7173 &
o] Z7}st4it}l. Nephelometryt: 71713 (24.19%) 2
2 97t astgen, FPIAS At 7R 2
713 0.6%) At

2) RF (Table 6)

Latex €32 Ade] ol 196713 (656.3%) 2
2 7}A35 929 nephelometry® 87]3 %143 60
7134 (20.0%) o1}t vk TIAE 371% F7Hg 32
71% (10.7%) N A APt ATk

3) ASO (Table 7)

A5 o] vl3 Latex S3W-2 154713 (60.4%)
o2 Z7}393 Nephelometry:s 667]% (25.9%)
2 7tastgon, TIA 23718 (9.0%)°o= wWsi7t
slslch. '

4) Anti-HCV (Table 8)

EIA Wo] 13271#(634%)o 2 F5& o°olF3
MEIAYE 697)%(27.9%) 14 A&s ALdch
Q% RIAY (1.8%) & A &stE 7ol U PA ¥

41 -



Table 5. Distribution of the reagent company according to CRP method
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Method

‘Company

Nivmhar

1st

Latex agglutination

4 (Eiken)
ob At

4 &34 (IRC)
2 4= (Nissui)
Avitex
Behring
BioMerieux
Biotechnology
BM

Denka seiken
Human
Humatex
Tatron
Nissan
Omega
RANDOX
seimen
7)€k
Total

O M= DN OO

o
Q=

O Ot

Capillary

Total

21(7.3%)

18(6.1%)

Mephelometry

& g ifiken)
ol 4= (Nissui)
ol 2o A
Beckman
Behring

BM

Denka seiken
Roche

7|}

u

1
22
41

]

1

1

W i

Total

76 (26.3%)

TiA

ol Al

ol ool

al = (Missuil
DAICHI
Denka seiken
Difco
Dupont
Fiken
Human
Fandox
Roche

.r] (=3

Tg__t.ial
Abbott
Denka Seiken

e I

e s

R T

Total

1(0.3%)

2(0.7%)

7 e}

pecKman

4 ¥ (Eiken)
Denka seiken
Mitsul
ROCHE

7] e}

1
4

2

DND bt bt Nt}

To%al

7(2.4%)

10(3.4%)

m_._1

980

294

42 —
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Table 6. Distribution of the reagent company according to RF methods

Number
] Method | Company st .
' = A= - ' 3 2
St 1 2
7] 1
4 ¥ (Eiken) 17 16
oAk 12 16
dE=A 38 40
< 4= (Nissui) 1 1
Avitex 1 1
Behring 7 6
BioMerieux 1 i
Biokit 1
Latex agglutination Biotechnology 1
BM 1
Denka seiken 2 4
Human 9 8
Humatex 3 3
Iatron 59 57
Mitsui 1
Omega 6 4
Ortho 1
RANDOX 8 10
7V e} 22 20
Total ' 191 (65.0%) 196 (65.3%)
49t (Eiken) ' 10 6
Beckman 22 17
Behring 34 33
Nephelometry BM 1 2
Denka seiken 1
ROCHE ‘ ' _ 1 2
Total ' ‘ 69(23.5%) 60(20.0%)
ol 1
o}t 1 1
4 4= (Nissui) 5
Beckman 1
Behring 3 2
TIA DAICHI 1 1
Denka seiken 10 11
Eiken 2 3
ROCHE 3 3
7)€} . 4 5
Total : ' 31(10.5%) 32(10.7%)
bt § 1
d4 1 4
Beckmn 1
4B (Eiken) 1
71 Denka seiken 1 3
ROCHE 1 11
71g
. Total 3(1.0%) 12(4%)
Total Lzl . 294 i 300
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Table 7. Distribution of the reagent company according to ASO methods

Company

Number

1st

2nd

Latex agglutination

Blue ASO

AR

4 (Eiken)
oAt

A B3 A (IRC)
Avitex
Behring
BioMerieux
Biotechnology
BM

Denka seiken
Fujirebio
Human
Humatex
iatron

Mitsui

Omega

UK

RANDOX
7)€t

Total

- Q) =] e e

14

31

:Egoor—-:;—-wcncﬁ

3(1.2%)

Nephelometry

£ (Eiken)
< 4= (Nissui)
Beckman
Behring

BM

Denka seiken
Roche

71}

Total

-0 J8

. 73(292%)

TIA

4 it (KS1ken)
4= (Nissui)
Denka seiken
Roche

7)€}

Total

7t

Denka seiken
Roche

Total
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Table 8. Distribution of the reagent company according to anti-HCV methods

Company

).\ FEPRUY AR

AR
o}
7]

4 ¥ (Eiken)
Abbott
Behring
BM
Clone
Nissan
Ortho
Radim
Roche
71k

Ist

w N W

(‘.«')8‘?*—‘«1

16

(o2 B VY

39

RIBA

Abbott
General biologicals
Ortho
Radim
Total

[T

PA

R
ob 4t

A ¥ A (IRC)
Fujirebio

Total

6(2.5%)

META

67

7e}

45 —
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Table 9. Distribution of the reagent company according to STS-nontreponemal test methods

Method v Company

Nnmhan

I1st 2nd
AR )
ot
& B (Eiken) 3
o4k 140
bactor 2
BBL 8
BD 53
Beckman 2
Biokit 8 5
RPR card BM
Diagast 2
Diagnostic biotecnology 1 2
Human 4 5
Tatron 14 17
Macro-vue 10 9
Radim 1
RANDOX 1 2
7| €} 11 8
Total
1
1 1
46 34
VDRL 1
2 1
8
52(16.0%)
71

o] AYE 107)F A 1471 ETI%) 28 T4 F
7+ g}

5) STS (Table 9, 10)

Nontreponemal ZAH= RPR 3 VDRL o] %
7} 250713 (85.4%), 4571#(137%) 22 A5 4
2 o] Rolx 9k, Treponemal ZAME
ZZo] TPHA Heo=z 2107]#(977%) ol
FTA-ABS ¥& 47]%alA 571% 22 F718tdldt.

6) HBs Ag (Table 11)
Za F44 9% RPHA®H RIA= 76713 (228
%), 3713 (09%) ez Ao s chi 7HAad)

493, 271 $A49 EIA: 119713 G35.7%) o2 A
dx (327%) 2t ki Frlstqdch wbde] Fo
Z Aol MEIA:= 99719 (20.7%) o2 433 24
s}t opg2] CIAY} 257|R (75%) o2 HAL9
1% (22%) o vl&l 433 FrrEodc

7) Widal ZA}l (Table 12)

R B ol 25271 (95.5%) 0] £olo S ol&
#32 glslew AR U microtitration o] 471
F(15%), 871 (3.0%) o1t

8) Anti-HBs (Table 13)
AL 7r23lgl PHAE 75713 (229%) o2 (=B

46 —



—gageel Axde - A2F Als 20009 -

Table 10. Distribution of the reagent company according to STS-treponemal test methods

C RT‘I ™™ }\O r
Method o ompany & “ond
= A= h
of 4t
Behring
BM
Fujirebio
[atron
TPHA Murex 16
Omega 2
RANDOX 4
UK
7€} 4 4
2
FTA-ABS 3

ZAastdr #AaFAel 7 ElAE Ad:E (301
%) o vld tta Z2719(339%) 4l MEIA: A
A(39.2%) Boh A3 Zasgd. CIAR Adx
T71% 23%) ANA 25718 (7T6%) o2 233 37t
stged RIAE 9% s 12%E A3t 3
et

9) Anti-HIV (Table 14)

AIx o] wldtod EIA7} 464% A 482% =2 ¢
2 Z7}89 3 MEIAE 73713 (30.5%) ol A 64713
(265.3%) 22 ca Zastgch. PAE 174%2 A
dx 16.7%9F fAHsE o

3. Recommended resutt?}2| XIS

7 AAGEoi ol&HE Aok Azel U
2o gy 2y S7b A7) W6l o Ao
ol QAge AAE AL Felst w2oz 7
AgEEz ABA BAE WL S9l sidch
39 st Aol AR ARS Fuste] I
Aetdd e s Aol wEAstn <A
(Table 15-44).

1) CRP, RF, ASO
b ge 71dSe] o431 Sl Latex $4
gol Autdoz 94 2 AFAEel 4 A4

o] u]sf ¥ov RFe} ASOe] glel+l+= recom-
mended resulte] u)3le] 53] -5AdE&o] Esioh
Nephelometryoll 1% 33 d¥-o 3Apzke] A
ol ngou ol Al oEel J|dF
Aoz A s

2) Anti-HCV

23 ANEzA AF A AR 4L 71RS
A A hee Bole AAES AAEY £
A&l

3) STS

Nontreponemal 7 A}ell 4] recommended result$}
o] vl3r}l Bol5d AxE deksiAl ZAssp £4
HA971e AAY AxE $¥gozA PR E
o] #3135 % 3t¢c}. Treponemal 7 A}l A= no-
ntreponermal Ao AR} recommended resultel
g & dX$L oy d48A 9 FFAe
282 vl 7S] Addh

4
2

~—

HBs Ag

} AWE zAtejA= A wte} EIA, RPHA,
9 ClAoIA G4 2 sle4de 2AFE nd
o] tha UYolA ¥& EFUAEE detidTh

RI
o

un >

5) Anti-HBs
A Ao we} PHA, EIA 2 MEIAGIA] <FfA ¥
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Table 11. Distribution of the reagent company according to HBs Ag test methods

Number
Method ; Company ; Ist o
sAR 28 L
4 ¥ (Eiken) 1 1
o} 4k ; 27 28
dEFA 7 7
A A A 1
Fujirebio 4 3
RPHA Human 1
Kallested 1 1
Radim 1
Roche 1
Sanofi 1
7)€t 4 4
AR 4 5
%o} 1 2
% 7 2 1
Abbott 1 28
Beckman 2 1
Behring 33 29
Biokit 1 1
BM 2 1
Mitsui 2 1
Organon 1 1
Ortho 1
Radim 7 4
Roche 39 42
Sanofi 1 2
71e | 1
Total 97(29.2%) 119(35.8%)
Abbott 128 98
Beckman 1
Roche 1
129(38.9%)
3
2
1
7 10
6 8
3 1
3 1

7e}
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Table 12. Distribution of the reagent company according to Widal test methods

Method

Company

219l A

1st

4 A

ol4k

4K (Eiken)
bactor

BBL

BD

Behring
Cambridge

Diagnostic biotechnology

Difco
Gamma
Iatron
Murex
Omega
Seimen
Sorin
UK
71gk

o N o

NI

12

Total

249(93.9%) 252(95.5%)

BBL
BioMurex
Murex

Tube

- I

4

Total

6(2.3%) 4(1.56%)

BBL
Difco

Microtitration
Murex

1
1

8 8

Total

103.8%) 8(3.0%)

Total

Ae4Y) A% B ASe) doid hael ¥
Ag¢ ek,

6) Anti-HV

12 A 170 7198 A =E Foq7|3ds
23 RE Fo7|RE]A recommended resulte}
dAsto] & dAEE B

7) Widal
A, B, H O 254 e 3A Alolols EE 2
& Al AEDANE g A3l v3HT Qo

ot

a et

1999 IMFA A 9] ootz g2 IYUr|AS

265

264

9 oY Al A FAHAE FUD A
zroke}. olAx 1997 wiEs FrHr1R SO Aa
HAd Hel 1& dstdR d¥-e] JNBAAE
IMF A A o]Anc} AT xAle] FAg3t: FFof
£9E A+: stk 187 shededAe A
EZRAMgE Fdsidd @ VAELS FEI
YHE L5 LAt

A PgEel AT EAAIGE FolideE
Aede) g AAALAS ARAHEs A A9 BE
71%e] $£4¢ BYEAL FSIEAQ AHE3AE
4L AQatoz Adstd ErhEd A2 ARHI
227 AAAAA o]4HT G IAFAAZYH
z34 vol dAFE FAs ool At o] FHA
2] ool Axwe AYTFAAY T o
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Table 13. Distribution of the reagent company according to anti-HBs test methods

Method C Number
€ ompany 1st 2nd
Az 26 26
4 ¥ (Eiken) 1 1
o} At 28 29
dEZA 7 8
A QA3 1 1
Fujirebio 5 4
Roche 1
Sanofi 1
Kallested 1
7)€} 4 4
1
1
21
1
2
2
1
1
7 4
41 24
1 22
1
85(26.3%)
v
- 129(40%)
- =A% -
Abbot
Beckman 2
Behring
BM
Difco 1
Ortho 7 10
Roche 6 8
Sanofi 3 1
7€} 3 1
71t
1




A lel Aee : 249 ALE 20008 —

Table 14. Distribution of the reagent company according to anti-HIV test methods

Number
Method Company Ist 5
AR
ot
A LA F
Abbott
Beckman
Behring 14
BioMerieux 4
BM 1
Clone 2
EIA Fujirebio 1
Kallested 1
Macro-Vue 1
Organon 3 2
Ortho 1 1
Radim 1
Roche 35 37
Sanofi 3
7€} 1
' 109 (43%)
4
2
4(1.6%)
Western blot
PA
44(17.49%)
V6!
MEIA 1
64(25.3%)
6
1

51 —



Table 15. The quality assessment results of CRP test(lst trial)
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Weak . Strong Quantitation
Posie | U | positive <65 205
A B C|A BC|A B C|A B C
1
111
4 11 3 2 1 1
1 1l 2
8 4 8|5 7 7
2 1 1
1
1 1
1 12 1 1
1 3 1
1 3 2
1 3 1 1
1 21
11 |
1
2 o4 2
1
3 6 8|7 4 7
2 0 2|8 B B T 2
1 1
| 3
2 2 3|3 4 2
2 2 3|4 4 6
1 1 2 5
1
1 4 9 8
1 2 7 17
1
1
1
1 1 3 B % 2
1
1
5 6 3
11 1
3 4
1
1
2
2 2
41
1 7 4 7
1
1
1
3 1
1 1
1
B 2 2|8 N B
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Table 16. The quality assessment results of CRP test(2nd trial)

Weak . Strong Posi- Quantitation
Posive | OO tive <05 205
B C/A B C|A BC|ABC|A BC|a B G
; - ~
1 1
1 .
1 3 2 3 2 1
1 111
1 7 7 3{2 7 6
1 2 2
1
1 1 1
1 11 1
11 1 1
1
| 2 2
1 3 1
1 3 |
11 11 1
1
2 1 1 5
2 1 1 6 7/5 5 5
1[4 1 1(31 20 2|10 7 21| 3 2
1 1
3|
6 2 4
1
1 6 .6 1 1
1 2
1
6 5 3
1 1 nmn 8 7
11
1
1
1 3| 2 14 1
4 6 4
1 1
1 3 2 1
1
1
1
1 3
1 3
1 2|1 8 12 10
1
1
1
1 11
& 1
1
1 1
6 1 1|3 B 2|1 2 2
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Table 17. The quality assessment results of RF test(1st trial)

Weak Positive Strone
Positive Positive <160 2150
A B A B C|{A B C|A B Cc|aA B c|lA B ¢
201
1
5 5 2 3 1 1
2 4 2| 2 2
16 8 7|4 4 8
1
1
1 38 1 2
1
1 1
1 2 4 2
1 1 1
10 8 12{11 9 9
1 1 3 1
1
1 4 2 1
18 3 6/2 1 2
137 39 00[2 20 =8 3 1
1 1
1] 4 2 5
1 1 6 3 5
1 4
1
1 2 1 1 11 10 10
11
1 1
2 3
1 2
2
1 6 5 4
: -
1
1 1
138 39 $3[2 21 2 2 16 15




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

Aol Hxde) 0 A23A Als 20000 —

Weak .. Strong
Posive | 00 | pogitive <160 =150
A C|A B C|A B C|A B C|A B C|a B C
' "1 ; 1
1 1
1|
5 1 1 1 3 4|1
6 2 2 2 4
3 5 4 5 8 8 7
1
1
2 2 1 1
1
1
1
1
1 2
2 1 2
1 11
19 8 6 5 9
1
2 1 1
2 2 4 2
9 1 3 1 4 2
53 9 7 2 B 5 2|1 1 3
1 2
5 1 4 3
1 9 1 5 6
1
1
2 1 8 1 3 10 9
1
2 3
1
1 1)1 4 1
1 1
2
1|1 2
1 3] 2 2 7 8
1
11 2
1
1
1
2 1 3 2
9 7 29 % 20 |28 1 7 23 19
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Table 19. The quality assessment results of ASO test(lst trial)

Weak » Strong
Positive Pusitroe Positive <200 20?0 |
A B C|A B C|A B C ’
1 1 2 1
1 1 1
7 1}1 1 1|7 6| 3 2
11 '
3 3 2|1 2 2 1
5 8 4| 2 2 3
1
1
1 3 1 1|1
2 1|1 1 1
1
4 2 2| 2 1| 2 1
5 2 :
1 4 5|4 2 2|5 4] 2 1
n 9 2|8 4 7/2 1 19|9 4 2 1
1 1
1 1
1 2
4
1 1 5 7
1
1 1
1 2 12 9
2
1 1
3 1
1
1
1 40 4|8 4 7(2 1 2|9 4 16 12 1






