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Negative YV/A
AQ Positive* FAY %V0 °Y Q\/y Yo av/o I Q¥/0 AQY
Suspicious Y Y/Y Y Y - - - - Y
Sum QY %AY/Y SA % /Y ¥) %Y /V VY %¢ [V )-Q¥
Negative \q¥ YY/# Y ) Y o/Y 'qq
eV Positive* £Yq VY/¥ ¥Y o/ Y \Ez QY¥/A Via
Suspicious \ Y \ YV
Sum AOQ %A\ ¥¥ %Y/ $ ¥ YA %¥ QYo
Negative* Q) av/y Qv %N/ Y 0 Y %N/ Y VoY§
HIV Positive A 1/q \ 0 \ YO
Suspicious A U &

Sum arv YAV OA %0/0 ). &Y %# ) +0Q
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HBSAG METHOD DETECTION

EIA with analytical sensitivity < 0.5 ng/ml or 0.1 TU/ml
Rapid Test

No approved rapid test is currently ayvailable in united states or Europe

None of more than 33 HBsAg rapid tests currently available commercially have meet the
performance requirements for FDA approval or CE marking

The major challenge for HBsAg rapid test is to detect the low levels of the antigens that are prese
in a relatively high preportion of asymptomatic blood donors.

Clinical sensitivity from 50-94% relative to EIAa

Journal of clinical microbiology 2008,vol 46
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No screen Agglutination Dipstick 1 Dipstick 2 EIA NAT

Assay and detection limit

HBsAg IU/ml 30 g 8 1 0.1




S$1/1 Results

HBsAg, HIVAb, HCVAb yiule;T (sl S$1/1 (55009 s0gigasl Jogzeo digas

ol B iuleT pole (51,35

3087 aigas A5

EQAP

C olduljl

1 HIV Ab 51/1 HBs Ag 511 HCV Ab

S1/1 HBs Ag

Count Percent

Intermediate Negative Intermediate Megative

CL g7 3 0 84 %3.45 4%0.00 %06.55

ECL 145 5 0 140 903.45 %%0.00 %%06.55

ELFA 154 3 0 151 %1.95 4%0.00 %08.05

ELISA 1104 73 g 1023 %6.61 %00.72 %092.66
Immunochromatography 13 1 0 12 %769 %a0.00 %92.31
Other 18 0 0 18 0,00 %%0.00 %%100.00
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$1/2 Results

HBsAg, HIVAb, HCVAb (yiulo;T (gly $1/2 (55909 pmwgigasl Jogaro digas

9031 aigai A EQAP- olidulejl

IV Ab 51/2 HBs Ag S1/2 HCV Ab

S1/2 HBs Ag

Count Percent
Total Positive Intermediate MNegative Positive Intermediate

CL a1 g2 2 7 %90.11 %2.20 %7.69

ECL 141 132 1 g 493.62 90,71 U5.67

ELFA 152 150 1 1 %08.68 %%0.56 %%0.66

ELISA 1095 1001 19 73 %01.42 %1.74 006.85
Immunochromatography 13 5 ] B 4538.46 %0.00 4h61.54
Other 14 17 0 2 Go80.47 %e0.00 %%10.53




Count

Your Answe

Mot Reported Megative 1

Mot Reported Positive 3

Abbo Megative 1

Abbo Positive 12

H Lﬁ% A Architect Positive B
8 Dia sorin Megative 1
Dia Sorin Positive a0

Lizison Megative 1

CL Lizison Positive 14
Mindray Indeterminate 1

Mindray Megative 2

Mindray Positive 3

Others Positive 1

Foche Positive 1

Siemens Indeterminate 1

Siemens Megative 1

Siemens Positive 12

Mot Reported Megative 1

Mot Reported Positive 3

Abbo Positive 2

Autobio Dizgnostic Positive 1

Biomerieux Positive 2

Cobas Megative 2

Cobas Positive 7




ELISA

Mot Reported
Mot Reported
Mot Reported
Abbott
Acon
Adaltis
Addcare
Arya Mabna Tashkhis
Arya Mabna Tashkhis
Arya Mabna Tashkhis
Arya Mabna Tashkhis
Autobio Diagnostic
Autobio Diagnostic
Autobio Dizgnostic
EBiomeriewux
Bio-Pharm
Biorad
Biorex
Biotest-Right Sign (Brand)
Dizagnosiic
Diaplus
Dizpro
Diapro
Diapro
Diesse-Tec
Fortress
Ghc
Ghc

Indeterminate
Megative
Positive
Positive
Positive
Positive
Indeterminate
Mot Reported
Indeterminate
Megative
Positive
Indeterminate
Megative
Positive
Positive
Megative
Positive
Positive
Positive
Positive
Positive
Indeterminate
Megative
Positive
Megative
Positive
Megative

Positive

L= ¥ B O N L I R |

142

40



ELTSA

Gbc
Gbc
General Biologicals(GE)
General Biologicals(GE)
General Biologicals(GE)
General Biologicals(GB)
Mindray
Monobind
Moyvan Megin Parsian
Others
Others
Padtan Teb
Fishtaz Teb
Pishtaz Teb
Pishtaz Teb
Pishtaz Teb
Roche
Siemens
Spinreact
Surase B-95(Tmhb)
Surase B-95(Tmb)
Surase B-95(Tmb)
Tosoh
Usa By W.H.P.M
Wanta
Wanta
Wanta

Wanta

Megative
Positive
Mot Reported
Indeterminate
Megative
Positive
Positive
Megative
Positive
Megative
Positive
Positive
Mot Reported
Indeterminate
Megative
Positive
Positive
Positive
Positive
Indeterminate
Megative
Positive
Positive
Positive
Mot Reported
Indeterminate
Megative

Positive

40

@ W

37
406

46



-

Surase B-96(Tmb) Positive 17
Tosoh Positive 2
lUsa By W.H.P.M Positive 1
Wantai Not Reported 1
Wantai Indeterminate 4
Wantai Megative 2
Wantai Positive 46
Wondfo Positive 1
Mot Reported Negative 1
Abon Negative 7
munochromatography Abon Positive 3
| A Biomerieux Positive 1
S EE pishtaz Teb Positive 1
[
Mot Reported Negative 1
Mot Reported Positive 4
Arya Mabna Tashkhis Positive 1
Biomerieux Positive 8
Other
Others Negative 1
Pishtaz Teb Positive 1
Siemens Positive 1
Tosoh Positive 2













$1/2 Results

HBsAg, HIVAb, HCVAb yiule;T (sl $1/2 (55009 mogigasl Jogzeo digai

9031 digas A5 EQAP- _ o eBliolel
Ab  S12HBsAg  S1/2HCVAb

S1/2 HIV Ab

E ; ¢ .
B I e e E_-'_«__-F-F- :._'_F_
- - Pl .
bt B, aded LA L8 i Bt Y o gt B A0l o Ao Tal g Foadll | jaliid [LT] 3
[ - - - - - = - e el

Count Percent
Intermediate iti Intermediate

CL 34 32 0 2 Up04,12 0000 95,

ECL 124 124 0 0 %%100.00 %o0.00 %0,

ELFA 150 148 0 2 Up08.67 0000 %1.

ELISA 1128 1078 11 39 595,57 %00.08 %3
Immunochromatography 15 7 1 7 Ypd6.67 %6.67 Y46
Other 18 14 1 3 %0/77.78 Bb3.06 %16




Biorad
Biorad
Biorex
Dia Sorin
Dizgnostic
Dizplus
Diapro
Diapro
Diesse-Tec
Enzyme
Fortress
Gbc
Gbc
Gbc
General Biologicals(GE)
General Biologicals(GE)
General Biologicals(GE)
General Biologicals(GE)
Monobind
Moyan Megin Parsian
Others
Others
Padtan Teb
Fishtaz Teb
Pishtaz Teb
Pishtaz Teb
Pishtaz Teb

Roche

Megative
Positive
Positive
Positive
Positive
Positive

Megative
Positive
Positive
Positive
Positive

Mot Reported

Megative

Positive
Mot Reported
Indeterminate

Megative
Positive

Megative
Positive

Mot Reported
Positive
Positive

Mot Reported

Indeterminate

Megative

Positive

Positive

W s W

220



Mot Reported Positive 3
Abbott Positive 11
Architect Megative 1
Architect Positive 7
CL Biomerieux Positive 1
Lizison Megative 1
Mindray Positive 5
Others Positive 1
Siemens Positive 4
Mot Reported Mot Reported 1
Mot Reported Positive 2
Abbott Positive 2
Autobio Dizgnostic Positive 1
ECL Biomerieu: Positive 4
Cobas Positive 7
Roche Not Reported 2
Roche Positive 105
Siemens Positive 3
Mot Reported Positive 2
Bio Test Positive 1
Biomerietx Mot Reported 1
ELFA
Biomerieux Megative &
Biomerietx Positive 141
Others Positive 1




Not Reported Negative

Abon Indeterminate

Abon Negative ®
unochromatography Abon Positive \ \

Biomerieux Positive
Pishtaz Teb Positive
5d Negative
Not Reported Negative
Not Reported Positive
Arya Mabna Tashkhis Positive
Blomeriet Negative
Other Biomerieux Positive

Others Indeterminate
Pishtaz Teb Negative
Pishtaz Teb Positive
Siemens Positive
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Anti HCV

P9y bl mls Slolis « 5o5

S1/2 HCV Ab

i
[#3]
%]
L
ua}
0
=
]

S1/2 HCV Ab

Count Percent
Intermediate Intermediate
36 34 0 2 oDt g %l 00 %5
ECL 121 121 ] a 100,00 %0.00
ELFA 153 10 0 3 F9E.04 %a0.00
ELISA 107 L | 12 13 289,99 %61.11
Immunochromatography 19 14 2 3 27368 %%610.53 Yol:
Other 14 11 o 3 %78.57 %0.00 921
Method Kit Result Cournt Your Answer
t Reported ot Reported 2
ot Reported Positive 3
Abbott Positive 11
Architect Megative 1
Architect Positive ]
CL
Biomerieux Positive 1
Liaison Megative 1
Mindray Paositive &
Others Positive 1




PRUL PEpU e FusDILveE a
Abbott Positive i
Autobio Diagnostic Positive 1
Biomeriewux Positive 5
ECL
Cobas Positive 9
Roche Mot Reported 2
‘( C \/ Roche Positive 99
Siemens Positive 3
Mot Reported Positive 6
Biomerieux Megative 3
ELFA Biomerieux Positive 142
Others Positive 1
Roche Positive 1
Mot Reported Mot Reported 1
Mot Reported Megative 10
Mot Reported Positive 41
Abbott Positive 2
Abon Megative 1
Acon Positive 1
Adaltis Megative 1
Adaltis Positive 7
&i De Mot Reported 1
Arya Mabna Tashkhis Mot Reported 2
Arya Mabna Tashkhis Megative 1
Arya Mabna Tashkhis Positive 200
Autobio Diagnostic Positive 2
Bio-Pharm Positive i
i mem A Rl b -




\/

ELISA

Biorex
Dia Sorin
Diaplus
Diapro
Diapro
Diapro
Diesse-Tec
Enzyme
Fortress
Ghc
Ghc
Ghc
General Biologicals(GB)
General Biologicals(GE)
General Biologicals(GE)
Mon Base
Moyan Megin Parsian
Others
Padtzn Teb
Padtzn Teb
Pars Azmoon
Pishtaz Teb
Fishtaz Teb
Pishtaz Teb
Pishtaz Teb
Roche
Surase B-95(Tmb)

Usa By W.H.P.M

Positive
Positive
Positive
Indeterminate
Megative
Positive
Positive
Positive
Positive
Mot Reported
Megative
Positive
Not Reported
Megative
Positive
Positive
Positive
Positive
Megative
Positive
Positive
Mot Reported
Indeterminate
Megative
Positive
Positive
Positive

Positive

10
31

g0
12

11
6B
416
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S51/1 Results

HBsAg, HIVAb, HCVAb (jiule;T (sl $1/1 (55009 swgigasl Jogmo digas

3087 aigas A5 EQAP- aliiiulo

1 HIV Ab 511 HBs Ag 5$1/1 HCV Ab

S1/1 HCV Ab

Count Percent

Intermediate Intermediate Negative

L 37 33 ] 4 %80.19 %0.00 %10.81

ECL 122 122 ] 0 %e100.00 %0.00 %e0.00

ELFA 152 149 ] 3 %a08.03 %0.00 %1.97

ELISA 1090 1047 5 38 %06.06 %0.46 %%3.49
Immunochromatography 18 15 ] 3 %683.33 %a0.00 %16.67
Other 17 14 0 3 82,35 %000 %17.65
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Anti-Rubella (IgG)

Anti-CMV (1gG)

& o & 3 3 5

L e e s
o . . ) -
e S e e B B e e T el

Count Percent
Intermediate Intermediate
CL 49 44 ] 0 %%100.00 %%00.00 20,
ECL 33 33 ] 0 %%100.00 %0.00 20,
ELFA 35 34 0 1 4p07.14 %50.00 Yo,
ELISA 44 42 1 1 %095.45 Uh2.27 o2,
Immunachromatography 0 0 0 0 %0.00 %a0.00 %ol
Other 2 2 0 0 %100.00 %0.00 %0,
Method Kit Result Count Your Answer
lot Reported Positive 3
Abbott Positive 3
Architect Positive 3
Dia Sorin Positive 19
CL
Dizgnostic Positive 1
Lizison Positive 10
Others Positive 1
Siemens Positive 9
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Fe T

xoplasma (lgG) Anti-Rubella (1gG) Anti-CMV (1gG) Anti-HSV1 (Anti-Herpes Type1 1gG)

Anti-Toxoplasma (IgG)

- L .
cRa g el s B s gt Bbos g g e gD A
eahed pns e * T R FRFRAL IR R SRR R i P L R T Fody omile 30 b gb gap el

Count Percent

Intermediate iti Intermediate

CL 45 43 1 1 %095.56 %02.22 Y2

ECL a1 30 0 1 496,77 %000 %3,

ELFA 40 39 0 1 %9750 %a0.00 Y2

ELISA 38 36 0 2 %094, 74 %000 %5,

Immunochromatography 0 0 0 0 200,00 %a0.00 %0,

%100.00 %a0.00 %0.

Ll
(%]
=]
=]

Other

Method Kit Result Coumnt Your Answer

Ll

Mot Reported Positive
Abbott Megative 1
Abbott Positive 2
Architect Positive 1
Dia Sorin Indeterminate 1
CL
Dia Sorin Positive 16

Diagnostic Paositive 1

Liaison Positive 12

Others Positive 1




xoplasma (lgG Anti-Rubella (19G)

Anti-CMV (IgG)

n,

Anti-H3WV1 (Anti-Herpes Typel 19G)

Anti-CMV (IgG)

Hadeil geits  ofmm Culio lyleds)

Count

Intermediate

. ¢ -
gy el GBANR CR il gtk 8 g R e Bl g B e

& .- . -
Lel st s g sal il gl aaih Sad s g Fed a3l owb gl a2

Percent

Intermediate

CL

46

45

©97.83 %%2.17 Yel.L

ECL

25

24

%096.00 % 0.00 VoL

ELFA

20

29

%100.00 %a0.00 Y00

ELISA

40

38

%095.00 %0.00 Yol

Immunochromatography

0

%a0.00 %a0.00 Y00

Other

]

%Y100.00 %0.00 Yo0.(

Method

CL

Kit Result

Leported Positive

Abbott Paositive

architect Positive

Dia Sorin Positive

Lizison Positive

Others Paositive

eported Indeterminate

Count Your Answer

]

20
11

Siemens Positive B
Cobas Positive 3 s




Anti-Rubella (10G) Anti-CMV (1gG) Anti-HSV1 (Anti-Herpes Type1 1gG)

L=
=]
o
in
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[

Anti-HSV1 (Anti-Herpes Type1 IgG)

F o

P o QRATR CA ph o gh sl D 1

3 - o " S PR ] - P - et 45 - . rgoaT [
el arh pas T * Foodo L laf o Sda e o ghia Tl Jlan B8 Tl md g Fooddy ; mde 3 et o eb g g g g

Count Percent

Intermediate 1] Intermediate

CL 22 22 ] ] %%100.00 %00.00 Yo0.(

ECL 4 4 ] ] 4%100.00 %0.00 0.0

26100.00 %a0.00 0.

L

L

=
=

ELFA

ELISA 36 32 ] 3 Go88.80 %a2.78 %e8.2

Immunochromatography ] 0 0 0 %a0.00 %0.00 4o0.(

Other & B 0 0 3e100.00 %a0.00 3e0.(

Method Kit Result Count Your Answer

Mot Reported Positive 1

Dia Sarim Positive 13
CL
Ligison Positive 7

Others Positive 1

Dia Sorin Positive 1
ECL Roche Mot Reported 1

Roche Positive 3

Biomerieux Positive 1

EIEA rhoec Dincitiveg 1
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53 Results
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Standard Reports for Wright Test {In Titer As Unit Mon-Standard Reports for Wright Test (In Titer As Unit
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