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SUBJECT Bioelisa HBsAg 3.0
Product Replacement

Dear Customer,

Biokit is in the process of replacing the existing Bioelisa HBsAg Colour
Tests, Ref. 3000-1130 96T and Ref. 3000-1131 480T with a new
product:

Bioelisa HBsAQ 3.0 96 Tests, Ref. 3000-1158
Bioelisa HBsAg 3.0 480 Tests, Ref. 3000-1159

Bioelisa HBsAg 3.0 and Bioelisa HBsAg Colour have exactly the
same product performance and the same product protocol.

Bioelisa HBsAg 3.0 has recently been cleared by CE mark authorities.

The only difference is the way of producing the guinea pig polyclonal
capture antibody used in the coating of the microplates. Sourcing this
antibody was a limitation factor for increasing production capacity. Two
years ago Biokit decided to develop a new production method to avoid
this inconvenience.

As a CE Mark, Class IlA blood screening product of critical importance,
a change in a main component involves new registration and a new

part number.

Bioelisa HBsAg 3.0 can be commercialized in the European Union
without restrictions. European distributors can place orders with the
new part number. Please contact your area manager for further
information

For other countries, which require dedicated registration, the previous
Bioelisa HBsAg Colour test will continue to be produced until the
registration process is concluded worldwide. To receive the complete
registration package, kindly contact your area manager and Mrs
Sonia_Pablo of the Biokit Regulatory Affairs Department at
spablo@biokit.com.

Please find attached the package insert, CE Mark Certificate, the CE
check list for Technical Specifications, Product Performance, External
Evaluation of Specificity and a set of kit and reagent labels. Good
sales!




bioelisa HBsAg 3.0

COMMON TECHNICAL SPECIFICATIONS FOR THE DETECTION OF HBsAg 3.0 IN HUMAN

SPECIMENS.

SPECIFICITY | Unselected 5000 440 VH Blood Bank (Vall F-2 (POPs 38)
donors d'Hebron)
(including 1st time 4871 EFS Tours G-1
donors)
Hospitalised 200 200 samples F-2 (POPs 38-41)
patients
Potentially 100 Total of samples 144

cross-reacting
blood-specimens
(RF+, related
viruses, pregnant
women etc.)

15+ for RPR

15+ for Mononucleosis
18+ for ANA

9+ for RF

32 from pregnhant
women

20+ for HCV
20+ for HIV
15+ for HAV

F-2 (POPs 43)

Comments: As the test is very similar to the reference test (the change is only in the
capture antibody), we have tested 21 seroconversion panels to proof that there are no

signifficant differences
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Aim

The aim of this study is to assess the specificity of the Biokit HBsAg detection assay:
“bioelisa HBsAg 3.0”. An evaluation was made of its ability to discriminate properly true
negative samples and compare this to the results obtained using Abbott Prism HBsAg Assay,
used in routine testing of blood donations in our laboratory.

Material and method

e Samples :
4871 routine fresh samples from unselected donors (including first time donors) were

analyzed in parallel with the Prism HBsAg Assay. The evaluation was performed from
20/04/2006 to 27/04/2006.

o Commercial kits
Bioelisa HBs Ag 3.0
- lot number C6306

- expiration date: 13/05/2006
Abbott Prism HBsAg Assay

- lot number 34015HNO0
- expiration date: 13/09/2006
Both tests were used according to the manufacturers’ instructions.

o Method

- Each testing day during the evaluation, routine samples from blood donors were tested
with the Bioelisa HBsAg 3.0 in parallel with the Abbott Prism HBsAg Assay which
is the routine assay used in the laboratory.

- Samples reporting a negative result were not further studied

- Samples reporting an initial reactive result were retested in duplicate either the same
day or the day after. Samples which became negative after repetition were not further
studied.

- Repeat reactive samples were tested for confirmation by Biorad Monolisa Ultra Elisa
Assay.



¢ Records

Instrument print-outs were sent to Biokit at the end of the study.

Lot numbers and expiration dates of the reagents are recorded on the result reports.

Results

The final specificity of the assay was calculated as following:
Specificity = 100 % - rate of false positive samples

Specificity = (total samples - confirmed positive) — repeat reactive

Data summary

(total samples - confirmed positive)

Table 1: results of HbsAg screening on blood donations with Bioelisa HBs Ag3.0

Date Number Initial Repeat
of Repeat First time | Negative reactive reactive
donation donors donors donations | donations | donations
tested
20/04/2006 1155 960 195 1148 7 2
21/04/2006 611 469 142 611 0 0
24/04/2006 1157 957 200 1156 1 0
25/04/2006 798 640 158 796 2 0
26/04/2006 708 580 128 707 1 1
27/04/2006 442 318 124 442 0 0
TOTAL 4871 3924 947 4860 11 3
Table 2. Initial reactive supplemental testing
Date Sample S/CO S/CO S/CO Prism | Biorad New
number ratio # 1 |ratio # 2 [ ratio # 3| S/CO S/CO | donor ?
ratio ratio
20/04/2006 | 47065705748 | 5 319 7,915 | 7,553 0,31 0,109 No
20/04/2006 | 53064101644 | 4,426 1,88 2,94 0,32 0,164 No
20/04/2006 | 53064101716 | 0,936 0,1 0,06 0,33 No
20/04/2006 | 53064101804 | 2,191 0,1 0,04 0,35 No
20/04/2006 | 53064102014 | 4 809 0,2 0,22 0,37 No
20/04/2006 | 53064102081 | 0,894 0,08 0,02 0,36 No
20/04/2006 | 47063072940 | 1 191 0,08 0,02 0,28 No
24/04/2006 | 47063077987 | 1,875 0 0,383 0,37 No
25/04/2006 | 19064414588 | 4 191 -0,021 0 0,4 No
25/04/2006 | 1906404971- 1 0,042 | 0,065 0,35 No
26/04/2006 | 53064068880 | 2 66 3,556 | 4,088 0,34 0,109 No




Specificity rate

Samples | Initial reactive Repeat Confirmed Specificity
Specificity tested reactive positive
study data
4871 11 3 0 99.94 %
Conclusion

The specificity obtained for the bioelisa HBsAg 3.0 assay in routine screening conditions, on
4871 blood unselected donations, is 99.94 %

Tours (France)
03 August 2006

Dr A. ASSAL
Head of the screening platform
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bioelisa HBsAg 3.0
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bioelisa HBsAg 3.0

1x96 TESTS REF| 3000-1158

ELISA test for the detection of hepatitis B surface antigen (HBsAg) in human
serum or plasma / test de ELISA para la deteccién del antigeno de superficie
de la hepafitis B (HBsAg) en suero o plasma humano / ELISA-Test
Bestimmung  des  Oberfldchenantigens der Hepatitis B (HBsAg) in
Humanserum oder-plasma / test d'ELISA pour la détection de |'antigéne
de surface de I'hépatite B (HBsAg) dans le sérumou e plasma humain / test
ELISA per la determinazione dell'antigene di superficie dell'epatite B (HBsAg)
nel siero o nel plasma umano / teste de ELISA para a detecgdo do antigeno de
superficie da hepatite B (HBsAg) em soro ou plasma humano.
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