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WHAT YOU CAN EXPECT FROM MDA EVALUATION REPORTS
The Device Evaluation Service (DES) aims to provide independent and
objective evaluations of medical devices available on the UK market.
Specialist centres, mainly in NHS Trusts, do the evaluations under long-term
contract to, and in accordance with protocols approved by, the MDA. The
evauations are usually of a unit supplied by the manufacturer. We would
expect this unit to be representative of the product on the market but cannot
guarantee this. Prospective purchasers should satisfy themselves with respect
to any modifications that might be made to the product type after MDA's
evaluation. The reports are intended to supplement, not replace, information
aready available to prospective purchasers.
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Summary

The Medical Devices Agency funds an ongoing programme of virology kit evaluations at
MiDAS. These evaluations generate large quantities of comparative performance data which
were previously published in cumulative form as an appendix to each evaluation report. To
avoid duplication of information and reduce the bulk of individual evaluation reports, detailed
performance data are now published separately.

This document represents the second publication of HBSAgQ seroconversion data and also
includes data for two performance panels. Included are data from the first publication® in this
HBsAg series and also that from seven further evaluations that have since
been undertaken at MiDAS (AXSYM® HBsAg (V2), Bioelisa HBsAg colour, ETI-MAK-4,
Labsystems HBsAg EIA Plus, Monolisa Ag HBs Plus, Murex HBsAg (version 3) and Vitros
ECi HBsAQ).

Other publications in this series present data on kits for the detection of anti-HIV*® and anti-
HCV*® evaluated up to 2002.
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Introduction

B Background

The joint Medical Devices Agency/Public Health Laboratory Service series of virology kit
evaluations, performed at MiDAS, commenced in the summer of 1985 when the first five
commercia anti-HIV (then called anti-HTLV |1I/LAV) enzyme immunoassay kits became
available®”. In the ten years between 1987 and 1996 an average of four anti-HIV kits per
annum, mostly 96-well microplate-based EIAs, were evaluated. In 1995, the first report on
HBsA(g screening kits was published® which contained comparative data on 15 kits. Thesekits
used anti-HBs bound to a solid phase to capture HBsAg from the specimen and a second
labelled anti-HBs reagent to detect the captured antigen. However, during the last few years
the market has broadened greatly such that, in addition to new and modified HBsAg EIA kits,
a wide range of automated, semi-automated and simple/rapid test devices are now available,
many of which have been examined by MiDA S,

In early evaluations only a small number of commercial seroconversion panels, comprising
consecutive bleeds spaced several days apart from a seroconverting plasma donor, were
available. In recent years, the number of commercially available seroconversion and other
panels has increased enormously. The much more substantial data now generated enable us to
draw more precise conclusions about real differences between screening kits in the detection
of early hepatitis B infection. These data and those generated by testing related performance
panels, have been assembled in the collection of reference tables presented in thisreport. Itis
anticipated that readers will use these comprehensive data in conjunction with the MDA
evaluation reports for specific assay kits.
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Reference tables

B Information on commercial panels and tables

Comparative data from microbiology diagnostic products previously published in currently
available Medical Devices Agency (MDA) evauation reports are presented for twenty-nine
HBsAg seroconversion panels (pages 7 — 31) and two low-titre performance panels (pages 40
— 41) supplied by Boston Biomedica Inc (BBI), USA and sixteen HBSAQg seroconversion
panels (pages 31 — 39) supplied by BioClinical Partners Inc (BCP), USA. Results are
expressed as specimen absorbance to cut-off ratios or an appropriate equivalent. Ratios equal
to or greater than 1.00 are considered reactive, whereas ratios less than 1.00 are considered
unreactive. Where possible we have included additional information relating to polymerase
chain reaction (PCR) detection and HBsAg concentration. These results were generated by
other reference centres and provided to us by BBI.

All negative values have been shaded and are presented in bold typeface, whereas all positive
values are presented in normal typeface. Each table shows the *days since first bleed” which
represents the number of days each serial bleed was taken following the initial plasma
donation during hepatitis B seroconversion.

Each seroconversion panel comprises a set of undiluted plasma samples, containing no
preservatives, that were maintained in a frozen state, except when they were dispensed into
vials prior to shipping to MiDAS. The panels are comprise a series of samples collected from
asingle donor at the time of seroconversion for HBsAg and may also show seroconversion for
other hepatitis B markers, ie HBeAg, anti-HBe, anti-HBcore and anti-HBs.

L ow-titre panels PHA 103 and PHA 105 were prepared from the repository of frozen serum and
plasma units at BBI. Specimens that were included in both panels were those that gave
reactivities close to the sensitivity limits of five HBSAg screening tests currently licensed by
the US Food and Drug Administration (FDA). The samples selected for panel PHA103 had an
HBsAg concentration of < 3.5ng/mL and those for PHA 105 had a concentration of < 1 [U/mL.
One specimen in each panel (PHA103-09 and PHA105-11), negative by all five screening
methods, was included in each panel as an internal control.

° Notes for tables

Neg negative

Ind indeterminate

POS positive

NT not tested

NK not known

NR no result

*1  Datataken from BBI data sheet
*2 PRISM failed to aspirate this specimen. No result was issued
*3  Datataken from BCP data sheet
*4 Lot number F107710

*s Lot number F107810
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Reference tables

B Index of commercial panels

BBl HBsAg seroconversion panels Page
PHM901 7
PHM902 8
PHM903 9
PHM904 10
PHM907 11
PHM908 12
PHM909 13
PHM910 14
PHM911 15
PHM912 16
PHM913 17
PHM914 18
PHM915 19
PHM916 20
PHM917 21
PHM918 22
PHM919 23
PHM920 24
PHM921 25
PHM922 26
PHM923 27
PHM 924 28
PHM 925 29
PHM926 29
PHM927 29
PHM928 30
PHM929 30
PHM930 30
PHM931 31

BBl HBsAg low-titre performance panels

PHA103 40
PHA105 41

BCP HBsAg seroconversion panels

HBV 6271 (Donor no:61248) 31
HBV 6272 (Donor no:61291) 32
HBV 6273 (Donor no:61042) 33
HBV 6274 (Donor no:61799) 33
HBV 6275 (Donor no:61066) 34
HBV 6276 (Donor no:60409) 34
HBV 6277 (Donor no:63291) 35
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Reference tables

BCP HBsAg seroconversion panels cont’'d Page
HBV 6278 (Donor no:63426) 35
HBV 6279 (Donor no:63701) 36
HBV 6280 (Donor no:61832) 36
HBV 6281 (Donor no:62433) 37
HBV 6282 (Donor no:62675) 38
HBV 6288 (Donor no:63568) 38
HBV 6291 (Donor no:64121) 39
HBV 6292 (Donor no:64006) 39
HBV 6293 (Donor no:64132) 39
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Reference tables

BBI HBsAg seroconversion panel PHM901 (subtype ad)

Product name Product Panel ID PHM901- | PHM901- | PHM901- | PHM901- | PHM901- | PHM901- | PHM901-
number 01 02 03 04 05 06 07
Days since 0 2 8 10 16 21 23
first bleed

Access® HBs Ag 34220 S/CO 0.55 0.86 13.30 15.79 159.93 246.47 578.81
Amerlite HBsAg Il LAN.2212 S/CO 0.28 0.62 8.31 30.30 358.75 566.30 1023.90
Auszyme monoclonal 1980-24 OoD/CO 0.58 2.28 15.73 22.29 38.82 18.02 4255
AXSYM © HBsAg (V2) 7A40-22 S/CO 151 1.80 1.57 26.36 112.45 158.61 188.42
Bioelisa HBsAg 3000-1080 OoD/CO 0.69 148 16.58 28.86 56.27 49.27 54.39
Bioelisa HBsAg colour 3000-1130 OoD/CO 0.84 181 12.40 20.46 44.26 43.86 44.16
COBAS Core HBsAg Il 07/5350/5 OoD/CO 0.56 1.20 7.83 29.24 68.30 68.30 68.30
Enzygnost HBsAg monoclonal II |OQC110/11| OD/CO 0.83 121 10.63 24.03 51.42 48.98 51.59
Enzymun-Test HBSAg 1288989 OoD/CO 0.29 0.33 1.82 10.13 87.49 112.41 112.41
ETI-MAK-3 P3142 OoD/CO 0.85 134 16.75 39.77 186.56 184.93 186.56
ETI- MAK-4 (Procedure B) N0019 OoD/CO 1.59 3.07 33.00 66.48 $111.11 $111.11 | 11111
Hepanostika HBsAg Uni-Form Il ]6019/6023 ob/co 0.66 0.81 414 7.14 21.29 29.06 21.29
Heprofile HBsAg M450 ob/co 0.73 127 11.21 13.98 101.57 91.51 101.57
IMx HBsAg 2228-20 Rate/CO 0.74 0.98 0.99 11.00 41.21 56.33 70.78
:‘;22;51“;) HBSAg EIA Plus 6110802 | ODI/CO 0.64 0.90 6.51 9.91 NT 2815 | @ 2857
Microtrak Il HBsAg 8HB29 ob/co 0.20 0.23 2.59 3.74 23.96 20.83 23.96
Monolisa Ag HBs 2nd Gen 72204 OoD/CO 1.25 247 16.52 45.50 217.37 277.75 243.81
Monolisa Ag HBs Plus (Method 3) |72314 ob/CO 0.80 2.00 19.87 28.26 3 54.55 3 5455 3 54.55
Murex HBsAg GE14/15/16 OD/CO 0.80 122 9.00 12.59 27.03 25.86 26.01
Murex HBsAg (version 2) GE14/15/16 OD/CO 0.83 1.28 8.09 14.33 24.79 24.79 24.79
Murex HBsAg (version 3) GE34/36 OoD/CO 1.82 352 25.21 25.21 25.21 25.21 2521
Ortho HBsAg Test System 3 931801 OoD/CO 1.03 141 19.84 42.75 91.24 81.08 91.24
PRISM™ HBsAg 3A4748 S/CO 1.88 325 4.63 45.50 ERROR*?| 22253 288.41
VIDAS HBsAg 30 300 S/CO 0.58 119 11.00 28.31 97.73 115.00 124.85
VITROS ECi HBsAg 843 5307 S/CO 1.41 4.71 53.2 108 779 1540 2580
PCR Detection*! POS POS POS POS POS POS POS
HBsAg concentration* ng/mL 0.3 0.6 >2.5 >2.5 >2.5 >2.5 >2.5
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Reference tables

BBI HBsAg seroconversion panel PHM902 (subtype ad)

Product name Product | " o [PHM902[PHM902[PHMI02]PHM902[PHM902[PHM902[PHMZ02[PHM902]PHMI02[PHM902 [PHM902 [PHM02 [PHMI02[PHM902
number oL | -02 | 03 | 04 | 05 | -06 | 07 | -08 | 09 | -0 | -1 | -12 | -13 | -14
payssnl o 2 8 10 | 57 | s9 | 64 | 66 | 70 | 73 | 78 | 80 | 8 | 88
[Access® HBs Ag 34220 sico J 025 [ 025 [ 027 [ 037 [ 025 | 028 | 040 | 039 | 088 | 097 | 230 | 350 | 518 | 13.3
Amerlite HBSAGg I LAN2212 | sico | 006 | 006 | 007 | 016 | 007 | 006 | 012 | 007 | 077 | 105 | 470 | 778 | 2360 | 30.50
Auszyme monoclonal 108024 | op/co | 005 | 005 | 003 | 005 | 018 | 008 | 025 | 044 | 173 | 228 | 7.3 | 868 | 2464 | 2258
AXSYM® HBsAg (V2) 7a4022 | sico | 070 | 086 | 094 | 098 | 081 | 078 | 108 | 107 | 205 [ 237 | 451 | 584 | 1483 | 1812
Bioelisa HBSAg 3000-1080 | ob/co | 046 | 016 | 019 | 010 | 019 | 024 | 036 | 025 | 094 | 113 | 261 | 388 [ 1150 | 1405
Bioelisa HBsAg colour 30001130 | ODICO | 025 | 044 | 032 | 032 | 035 | 035 | 047 | 063 | 161 | 214 | 514 | 837 | 1295 | 16.70
COBAS Core HBsAg |l b7/5350/5 | opico | 007 | 007 | 007 | 008 | 012 | 015 | 028 | 040 | 148 | 174 | 492 | 736 | 1622 | 2431
Enzygnost HBsAg monoclonal Il [oqc110/11] obico | 174 | 195 | 275 [ 178 | 112 | 128 | 130 | 112 [ 155 | 153 | 287 [ 350 | 730 | 871
Enzymun-Test HBsAg 1288080 | OD/CO | -0.04 | 0.03 | 0.04 | -0.08 | 0.09 | -0.07 | 002 | 001 | 058 | 066 | 267 | 369 | 874 | 12.04
ETI-MAK-3 P3142 ob/co | 026 | 009 | 003 | 002 | 009 | 008 | 017 | 022 | 140 | 182 | 479 | 611 | 1678 | 21.08
ETI- MAK-4 (Procedure B) NO019 op/co | 007 | 015 | 004 | 011 | 019 | 030 | 089 | 085 | 289 | 350 | 1010 | 1615 [ 35.44 [ NT
Hepanostika HBsAg Uni-Form Il [6019/6023 | oD/CO | 0.61 | 052 | 049 | 065 | 062 | 057 | 0.74 | 063 | 092 | 101 | 289 | 215 | 562 | 531
Heprofile HBSAg M450 obico | 054 | 052 | 064 | 0.70 | 042 | 030 | 052 | 067 | 092 | 067 | 151 | 290 | 445 | 613
IMx HBSAg 222820 | Raterco| 049 | 043 | 056 | 045 | 050 | 051 | 054 | 058 | 075 | 086 | 131 | 185 | 282 | 415

Labsystems HBsAg EIA Plus

6110 802 oD/CO 0.51 0.46 0.45 0.45 0.54 0.55 0.51 0.70 0.92 0.92 1.78 2.52 5.67 void
(Procedure A)

Microtrak Il HBsAg 8HB29 OD/CO 0.15 0.17 0.14 0.18 0.15 0.17 0.15 0.18 0.24 0.30 0.56 0.78 2.03 2.74
Monolisa Ag HBs 2nd Gen 72204 OD/CO 0.33 0.35 0.30 0.37 0.50 0.48 0.65 0.52 2.26 2.36 5.52 7.01 21.09 | 25.09
Monolisa Ag HBs Plus (Method 3) [72314 OD/CO 0.31 0.26 0.20 0.09 0.11 0.27 0.29 0.36 1.26 1.49 2.47 3.53 8.11 12.53
Murex HBsSAQ GE14/15/16| OD/CO 0.49 0.53 0.51 0.57 0.68 0.48 0.62 0.63 1.33 1.49 341 4.39 9.42 12.23
Murex HBsAg (version 2) GE14/15/16| OD/CO 0.63 0.59 0.53 0.53 0.48 0.51 0.57 0.66 0.88 1.01 2.09 2.60 4.65 8.96
Murex HBsAg (version 3) GE34/36 OoD/CO 0.57 0.57 0.58 0.50 0.56 0.64 0.89 1.18 2.98 3.90 | 1040 | 13.24 | 24.46 | 25.21
Ortho HBsAg Test System 3 931801 OD/CO 0.27 0.11 0.09 0.16 0.17 0.25 0.32 0.44 1.89 2.55 7.57 1475 | 24.28 | 41.57
PRISM™ HBsAg 3A4748 S/CO 1.08 1.53 1.01 1.14 1.16 1.34 1.41 1.85 4.22 5.46 9.60 16.55 | 33.17 | 44.72
VIDAS HBsAg 30 300 S/CO 0.08 0.12 0.15 0.15 0.19 0.15 0.31 0.31 1.08 1.35 3.27 4.96 9.27 | 15.04

ITROS ECi HBsAg 843 5307 S/CO 0.13 0.13 0.17 0.14 0.18 0.24 0.52 0.79 4.6 3.8 11.2 20.5 57.3 55.9
PCR Detection* Neg Neg Neg Neg POS POS POS POS POS POS POS POS POS POS
HBsAg concentration* ng/mL <0.1 <0.1 <0.1 <0.1 <0.1 <0.1 <0.1 <0.1 0.5 0.5 1.2 2.2 >2.7 >2.7
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Reference tables

BBl HBsAg seroconversion panel PHM903 (subtype ad)

Product name ELO;:SZE Panel ID JPHM903-01 | PHM903-02| PHM903-03 | PHM903-04 | PHM903-05 | PHM903-06
'?I‘Zts |:||:ecj 0 3 6 10 14 17

Access® HBs Ag 34220 S/CO 0.25 0.26 0.33 0.52 1.10 2.81
Amerlite HBsAg Il LAN.2212 S/CO 0.10 0.12 0.11 0.20 2.30 3.63
Auszyme monoclonal 1980-24 OD/CO -0.03 0.07 0.20 0.64 2.29 6.09
AxSYM ® HBsAg (V2) 7A40-22 S/ICO 0.83 0.89 1.00 1.22 245 5.43
Bioelisa HBsAg 3000-1080 OD/CO 0.53 0.45 0.63 1.26 2.13 5.85
Bioelisa HBsAg colour 3000-1130 OD/CO 0.39 0.46 0.60 0.91 2.09 4.21
COBAS Core HBsAg Il 07/5350/5 OD/CO 0.10 0.14 0.31 0.68 2.34 5.97
Enzygnost HBsAg monoclonal [1JOQC110/11| OD/CO 0.43 0.42 0.68 0.85 1.64 3.23
Enzymun-Test HBsAg 1288989 OD/CO -0.13 -0.25 -0.06 0.08 0.61 1.88
ETI-MAK-3 P3142 OD/CO 0.02 0.06 0.34 1.02 2.29 6.20
ETI- MAK-4 (Procedure B) NO019 OD/CO 0.30 0.56 0.70 1.26 4.41 9.59
Hepanostika HBsAg Uni-Form Il |6019/6023 OD/CO 0.53 0.55 0.60 0.91 1.08 4.06
Heprofile HBsAg M450 OD/CO 0.55 0.47 0.61 0.77 1.44 2.07
IMx HBsAg 2228-20 Rate/CO 0.53 0.46 0.54 0.68 1.07 1.83
'(-:‘22?52‘2)”35’*9 BIAPlus 16170802 | opico 0.53 0.45 0.62 0.67 118 215
Microtrak Il HBsAg 8HB29 OD/CO 0.16 0.15 0.14 0.15 0.27 0.72
Monolisa Ag HBs 2nd Gen 72204 OD/CO 0.41 0.37 0.64 1.16 3.55 8.84
g"?g”;gsfifgo'ﬁz;'us I Method |75314 oD/CO -0.07 0.11 0.22 0.53 153 4.98
2"?3”7‘§gsfiffzg?nsin2')us I'Method 175314 0D/CO 0.09 0.22 0.49 133 451 10.56
Murex HBsAg GE14/15/16 | ODI/CO 0.52 0.59 0.61 0.96 1.37 342
Murex HBsAg (version 2) GE14/15/16 | ODI/CO 0.61 0.71 0.70 0.69 0.86 0.95
Murex HBsAg (version 3) GE34/36 OD/CO 0.57 0.65 1.06 1.93 447 9.73
Ortho HBsAg Test System 3 931801 oD/CO 0.22 0.16 0.28 0.83 273 6.16
PRISM™ HBsAg 3A4748 S/CO 0.72 0.96 2.00 237 5.83 12.39
VIDAS HBsAg 30 300 S/CO 0.08 0.12 0.19 0.50 1.69 7.04
VITROS ECi HBsAg 843 5307 S/ICO 0.15 0.14 0.48 1.23 4.90 15.3
PCR Detection* POS POS POS POS POS POS
HBsAg concentration** ng/mL <0.1 <0.1 <0.1 0.1 1.0 1.4
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Reference tables

BBl HBsAg seroconversion panel PHM904 (subtype ad)

Product name ELOH?ES Panel ID IPHM904-01 PHM904-02 | PHM904-03
iroees] © | 7 | 8

Access® HBs Ag 34220 S/ICO 0.28 0.37 1.79
Amerlite HBsAg Il LAN.2212 S/ICO 0.14 0.48 2.52
Auszyme monoclonal 1980-24 OD/CO 0.08 0.49 4.46
AXSYM® HBsAg (V2) 7A40-22 s/CcO 0.95 1.12 1.10
Bioelisa HBsAg 3000-1080 OD/CO 0.24 0.29 2.66
Bioelisa HBsAg colour 3000-1130 oD/CO 0.33 0.49 291
COBAS Core HBsAg Il 07/5350/5 oD/CO 0.14 0.37 3.28
Enzygnost HBsAg monoclonal I |OQC110/11 OD/CO 0.46 0.61 3.14
Enzymun-Test HBsAg 1288989 OoD/CO -0.26 0.03 1.58
ETI-MAK-3 P3142 OD/CO 0.08 0.52 3.94
ETI- MAK-4 (Procedure B) NO0019 OD/CO 0.26 0.89 13.00
Hepanostika HBsAg Uni-Form 1l |6019/6023 OD/CO 0.62 0.68 1.26
Heprofile HBsAg M450 oD/CO 0.66 0.63 1.42
IMx HBsAg 2228-20 Rate/CO 0.57 0.62 1.46
(Lpargiﬁtf?i)”BSAg EIA Plus 6110 802 OD/CO 0.48 0.65 1.41
Microtrak Il HBsAg 8HB29 OD/CO 0.13 0.15 0.38
Monolisa Ag HBs 2nd Gen 72204 oD/CO 0.51 1.05 6.34
Monolisa Ag HBs Plus (Method 3) |72314 OD/CO 0.35 0.49 2.94
Murex HBsAg GE14/15/16 OoD/CO 0.55 0.63 2.28
Murex HBsAg (version 2) GE14/15/16 OD/CO 0.59 0.68 2.96
Murex HBsAg (version 3) GE34/36 oD/CO 0.76 1.53 9.89
Ortho HBsAg Test System 3 931801 OD/CO 0.27 0.68 9.79
PRISM™ HBsAg 3A4748 S/CO 1.06 1.90 90.88
VIDAS HBsAg 30 300 S/CO 0.15 0.31 2.35
VITROS ECi HBsAg 843 5307 S/ICO 0.25 1.00 10.6
HBsAg concentration** ng/mL I <0.1 0.1 1.5

MDA Evaluation Report: HBsAg commercial panel data

10



Reference tables

BBI HBsAg seroconversion panel PHM907 (subtype ad)

Product name Product | Panel ID JJPHM907-PHM907-|PHM907-]PHM907-]PHM907-|PHM907-] PHM907-| PHM907-| PHM907-] PHM907-
number 01 02 03 04 05 06 07 08 09 10
[f)ifgtsbf'e”ecde 0 3 7 10 43 50 52 57 62 64

Access® HBs Ag 34220 sico 024 | 024 | 0.24 024 | 0.29 1.82 | 3.26 | 18.56 | 280.64 | 469.82
Amerlite HBsAg |l LAN.2212 SICO 0.16 012 | 011 011 | 0.08 1.94 | 476 | 37.45 | 671.70 | 1053.50
Auszyme monoclonal 1980-24 oDICO 004 | 008 | -006 [ -0.01 | 0.10 299 | 542 | 3029 | 26555 | 27.88
AXSYM® HBsAg (V2) 7A40-22 sico 0.67 0.74 | 0.69 071 | 077 1.95 | 3.49 | 1954 | 111.11 [ 112.02
Bioelisa HBsAg 3000-1080 | OD/CO 0.11 022 | 017 004 | 011 1.58 271 | 24.66 | 51.43 | 53.25
Bioelisa HBsAg colour 3000-1130 | OD/CO 0.28 018 | 0.25 026 | 0.39 140 | 360 | 2325 | 4372 | 45.12
COBAS Core HBsAg I 07/5350/5 | ODICO 0.11 0.10 | o0.11 007 | 018 | 3.39 755 | 50.96 | 68.62 | 68.30
Enzygnost HBsAg monoclonal Il 0OQC110/11| OD/CO 0.45 0.44 0.47 0.41 0.45 1.35 2.21 19.49 50.63 53.33
Enzymun-Test HBsAg 1288989 oDICO 020 | 019 | -019 | -024 | -011 | o064 1.93 | 1547 | 112.41 | 112.41
ETI-MAK-3 P3142 oDICO 0.02 0.03 | 0.05 005 | 017 230 | 5.82 | 33.09 | 5456 | 56.62
ETI- MAK-4 (Procedure B) N0019 ODICO 003 | 010 | 007 007 | 072 6.00 | 13.07 | 82.31 |2103.45 |2103.45
Hepanostika HBsAg Uni-Form Il 6019/6023 | OD/CO 0.63 060 | 055 061 | 042 110 | 363 | 11.82 | 2547 | 24.34
Heprofile HBsAg M450 oDICO 050 | 055 | 0.54 068 | 0.65 1.21 155 | 1015 | 29.71 | 27.90
IMx HBSAg 2228-20 Rate/CO § 0.46 0.47 | 048 052 | 048 1.15 148 | 558 | 30.67 | 32.63
(Llj‘r%igtsr“;SA';BSAg EIA Plus 6110 802 oDICO 051 | 053 | 053 | 043 | 060 | 130 | 236 | 12.02 | 27.08 |3 2857
Microtrak Il HBsAg 8HB29 oDICO 014 | 015 | 0.13 013 | 016 | 044 | 080 | 502 | 2069 | 22.00
Monolisa Ag HBs 2nd Gen 72204 ODICO 0.39 025 | 0.33 035 | 046 | 387 9.24 | 5353 | 8221 | 76.55
Monolisa Ag HBs Plus (Method 3) 72314 oDICO 020 | 014 | 0.14 022 | 039 3.18 6.65 | 34.14 |2 58.82 35882
Murex HBSAg GE14/15/16 | ODI/CO 0.57 0.68 | 0.59 048 | 054 170 | 3.89 | 1959 | 24.90 | 25.79
Murex HBsAg (version 2) GE14/15/16 | ODI/CO 054 | 050 | 053 055 | 058 1.27 2.18 | 9.34 | 2479 | 24.79
Murex HBsAg (version 3) GE34/36 oDICO 0.52 056 | 0.52 052 | 076 | 466 | 908 | 2521 | 2521 | 25.21
Ortho HBsAg Test System 3 931801 oDICO 0.25 030 | 0.9 044 | 040 | 3.28 7.01 | 54.19 | 95.26 | 93.75
PRISM™ HBsAg 3A4748 SICO 0.68 068 | 0.44 063 | 072 562 | 13.11 | 69.07 | 246.56 | 280.83
VIDAS HBsAg 30 300 sico 004 | 004 | 0.08 0.00 | 0.08 146 | 392 | 26.69 | 105.08 | 119.88
VITROS ECi HBsAg 843 5307 sico 0.18 017 | 0.19 017 | 0.39 7.79 16.6 130 1390 | 2450
PCR Detection** Neg Neg Neg Neg POS POS POS POS POS POS
HBsAg concentration** ng/mL I <0.1 <0.1 <0.1 <0.1 <0.1 1 >2.6 >2.6 >2.6 >2.6
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Reference tables

BBl HBsAg seroconversion panel PHM908 (subtype ad)

Product name Product | panel 1o [PHME08-[PHMZ08-{PHMg08-{PHMZ08- [PHMZ08- | PHMI08- | PHMI0E-| PHMOOE-
number 01 02 03 04 05 06 07 08
'?Iar“s’ts ;:‘ecde 0 5 7 13 15 20 33 36
Access® HBs Ag 34220 sico 025 | 028 | 024 | o028 | 035 | 066 | 220 | 763
Amerlite HBsAg Il LAN.2212 sico 017 | 021 | 009 | o008 | 010 [ 025 | 769 | 1665
Auszyme monoclonal 1980-24 oDICO 004 | 002 | 000 | 016 | 020 | 097 | 1080 | 1768
AXSYM ® HBsAg (V2) 7A40-22 sico 072 | 069 | 068 | 189 | 102 | 119 | 579 | 2157
Bioelisa HBsAg 3000-1080 oD/co 015 | 009 | 016 | 027 | 023 | o079 | s52 | 17.16
Bioelisa HBsAg colour 3000-1130 oDICo 042 | 033 | 035 | 040 | 046 | 093 | 718 | 1097
COBAS Core HBsAg II 07/5350/5 oD/co 009 | 008 | 009 | 018 | 025 | 08 | 866 | 2356
Enzygnost HBsAg monoclonal Il |0QC110/11 | obIcO 037 | 042 | 041 | 032 | 061 | 076 | 360 | 1083
Enzymun-Test HBsAg 1288989 ooco | o012 | 016 | 018 | 012 | 011 | 010 | 298 | 1083
ETI-MAK-3 P3142 oDICO 002 | 015 | 003 | 002 | 02t | o056 | 615 | 2182
ETI- MAK-4 (Procedure B) N0O19 oDIco 038 | 017 | 04 | 072 | 059 | 18 | 1155 | 30.76
Hepanostika HBsAg Uni-Form Il [6019/6023 OoD/CO 0.71 0.82 0.52 0.70 0.65 0.91 2.43 6.18
Heprofile HBsAg M450 oDICo 054 | 052 | o059 | o066 | 063 | 057 | 337 | sa40
IMx HBsAg 2228-20 Ratelco | o060 | 049 | 044 | 050 | 049 | 078 | 219 | 4s9
:-;giijh‘i?i)HBSAg EIA Plus 6110 802 oDICo 055 | 055 | 056 | 049 | 070 | 073 | 214 | 7.06
Microtrak Il HBsAg 8HB29 oDICo 014 | 014 | o016 | 014 | 039 | 019 | 066 | 233
Monolisa Ag HBs 2nd Gen 72204 oDICO 027 | 035 | 030 | 042 | o051 | 156 | 873 | 4187
g‘;?é"fi;f‘g)gm“if;mus I'Method 3 |53, oDICco 014 | 026 | 031 | o026 | 041 | 096 | 514 | 2022
?g;’?co 'f'sra 12% :?:S';'”S I Method 479314 0oDICo 002 | -005 | 014 | 044 | 072 | 302 | 1291 | 37.95
Murex HBsAg GE14/15/16 | oD/CO 052 | 049 | os6 | o060 | 052 | 098 | 508 | 792
Murex HBsAg (version 2) GE14/15/16 | OD/CO 054 | 055 | o056 | 055 | 060 | 081 | 345 | 831
Murex HBsAg (version 3) GE34/36 oDICo 053 | 054 | o056 | 077 | 094 | 160 | 1505 | 2521
Ortho HBsAg Test System 3 931801 oD/co 018 | 015 | 019 | 025 | 026 | o061 | 1079 | 2283
PRISM™ HBsAg 3A4748 sico 056 | 090 | o052 | 0724 | 100 | 291 | 1646 | 4049
VIDAS HBsAg 30 300 sico 015 | 012 | 012 | 015 | 015 | o065 | 488 | 1515
VITROS ECi HBsAg 843 5307 sico 008 | 008 | 008 | 013 | 021 | 120 | 156 | 480
PCR Detection* nd | pos | pos | Pos | Pos | Pos | pPos | Pos
HBsAg concentration* ng/mL <0.1 0.1 <0.1 0.1 <0.1 0.2 1.7 >2.7

MDA Evaluation Report: HBsAg commercial panel data 12



Reference tables

BBl HBsAg seroconversion panel PHM909 (subtype ad)

Product name Product | panel 1o [PHM909- |PHM909-|PHM909-|PHM909- |PHM909-|PHM909- [PHM909-
number 01 02 03 04 05 06 07
[f)i?s’ts s:zgs 0 4 7 9 14 18 21
Access® HBs Ag 34220 s/co 025 | 027 | 030 | 033 | 140 | 409 | 970
Amerlite HBsAg Il LAN.2212 S/CO 009 | 010 | 005 | 027 | 236 | 608 | 2125
Auszyme monoclonal 1980-24 OD/CO 0.00 -0.03 0.09 021 2.97 8.04 19.61
AxSYM® HBSAG (V2) 1A40-22 s/co 075 | 081 | 091 | 154 | 340 | 872 | 1847
Bioelisa HBSAG 3000-1080 ooco | 027 | 034 | 021 | 048 | 193 | 794 | 183:
Bioelisa HBsAg colour 3000-1130 | opico | 082 | 030 | 042 | 075 | 230 [ 595 | 1475
COBAS Core HBsAg I 07/5350/5 opco | 918 | 041 ] 017 ] 043 ] 264 | 1136 | 2267

Enzygnost HBsAg monoclonal Il |OQC110/11 OD/CO 0.56 0.45 0.60 059 1.80 562 11.60

Enzymun-Test HBSAg 1288989 op/co | 0138 | 007 ] 003 | 017 | 108 | 394 | 860
ETI-MAK-3 P3142 oojco | 009 | 002 | 004 | 094 | 250 | 1743 | 2985

ETI- MAK-4 (Procedure B) 0.10 0.10 0.90 3.07 8.03 30.14 62.35

N0019 OD/CO

Hepanostika HBsAg Uni-Form Il 0.64 0.50 0.46 0.69 1.28 255 4.89

6019/6023 OD/CO

Heprofile HBsAg M450 oD/CO 0.82 0.83 0.59 0.93 1.56 3.83 4.97
IMx HBsAg 2298-20 Rate/CO 0.45 0.52 0.56 0.79 1.47 2.86 5.63
Labsystems HBsAg EIA Plus

(Procedure A) 6110 802 oDICO 0.54 0.44 0.58 0.62 1.02 2.88 5.76
Microtrak Il HBsAg 8HB29 oD/CO 0.14 0.14 0.16 0.15 0.36 0.93 2.45
Monolisa Ag HBs 2nd Gen 72204 oDICO 0.48 0.30 0.32 0.52 2.86 14.01 32.03

Monolisa Ag HBs Plus (Method 3) 72314 0.33 0.14 0.18 0.22 2.35 7.26 17.24

OD/CO

Murex HBsAg 0.51 0.54 0.64 0.94 171 4.02 11.29

GE14/15/16 oD/CO

Murex HBsAg (version 2) GE14/15/16 0oDICO 0.55 0.59 0.63 0.88 1.64 314 5.06
Murex HBsAg (version 3) GE34/36 oDICO 0.50 0.66 1.01 241 6.63 14.80 25.21
Ortho HBsAg Test System 3 931801 oDICO 0.28 0.06 0.20 0.45 3.33 13.33 23.26
PRISM™ HBsAg 3A4748 s/co 0.65 1.05 1.58 3.52 8.43 23.66 44.86
VIDAS HBsAg 30 300 s/CO 0.08 0.08 0.12 0.31 1.04 5.46 13.31
VITROS ECi HBsAg 843 5307 S/CO NR 0.14 0.16 0.51 5.97 24.0 58.0
PCR Detection*! POS POS POS POS POS POS POS
HBsAg concentration® ng/mL <0.1 <0.1 0.1 0.3 1.1 >2.7 >2.7
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Reference tables

BBl HBsAg seroconversion panel PHM910 (subtype ad)

Product name Product o | PHM910- [PHM910- [ PHMO10- | PHMO10- | PHM910- | PHMO10-
number 01 02 03 04 05 06
'fjl‘zts bsli:ecg 0 18 35 42 46 49
Access® HBs Ag 34220 S/CO 0.25 0.29 0.70 2.56 4.15 6.56
Amerlite HBsAg Il LAN.2212 S/CO 0.04 0.09 0.68 8.78 23.70 36.25
Auszyme monoclonal 1980-24 OD/CO 0.03 0.20 2.30 9.74 19.20 33.32
AXSYM® HBsAg (V2) 7TA40-22 S/CO 0.78 0.77 2.35 7.53 16.48 22.14
Bioelisa HBsAg 3000-1080 OD/CO 0.17 0.08 1.51 5.98 15.65 22.58
Bioelisa HBsAg colour 3000-1130 OoDb/CO 0.21 0.40 1.30 4.74 10.77 18.35
COBAS Core HBsAg Il 07/5350/5 OD/CO 0.09 0.13 1.74 7.60 16.36 25.29
Enzygnost HBsAg monoclonal Il |OQC110/11 OD/CO 0.45 0.44 1.24 4.95 13.71 15.53
Enzymun-Test HBsSAg 1288989 OD/CO -0.20 -0.16 0.53 4.64 9.73 13.82
ETI-MAK-3 P3142 OoDb/CO 0.02 0.09 1.97 9.96 21.87 33.99
ETI- MAK-4 (Procedure B) N0019 OD/CO 0.10 0.21 331 16.38 31.00 61.00
Hepanostika HBsAg Uni-Form Il |6019/6023 OD/CO 0.58 0.68 0.86 2.74 5.09 5.61
Heprofile HBsAg M450 OoD/CO 0.52 0.61 0.84 2.65 6.29 10.22
IMx HBsAg 2228-20 Rate/CO 0.53 0.55 0.98 3.27 4.92 6.80
:'Part;izzf?i)”BSAg EIA Plus 6110 802 opico | o056 | o058 090 | 394 | 680 | 931
Microtrak 1l HBsAg 8HB29 OD/CO 0.18 0.16 0.20 0.81 1.67 3.14
Monolisa Ag HBs 2nd Gen 72204 OoD/CO 0.32 0.26 1.89 11.92 20.64 37.45
Monolisa Ag HBs Plus (Method 3) [72314 OoD/CO 0.14 0.37 1.43 4.90 7.90 16.78
Murex HBsAg GE14/15/16 OD/CO 0.56 0.54 1.09 4.46 7.97 12.52
Murex HBsAg (version 2) GE14/15/16 OD/CO 0.49 0.51 1.08 3.01 6.34 7.93
Murex HBsAg (version 3) GE34/36 OD/CO 0.58 0.68 297 12.04 25.21 25.21
Ortho HBsAg Test System 3 931801 OD/CO 0.17 0.16 1.50 11.44 23.94 33.81
PRISM™ HBsAg 3A4748 S/CO 1.27 1.22 4.15 20.86 45.10 51.52
VIDAS HBsAg 30 300 S/CO 0.08 0.15 1.04 4.73 11.15 16.50
VITROS ECi HBsAg 843 5307 S/CO 0.11 0.16 2.54 17.0 394 56.3
PCR Detection*! Neg Ind POS POS POS POS
HBsAg concentration* ng/mL 0.2 0.2 0.9 >2.7 >2.7 >2.7
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Reference tables

BBI HBsAg seroconversion panel PHM911 (subtype ad

Product name Product panel ID Formoralprmoralprmor]prmor{pHMor]PHMO1 ]PHMOLIPHMO1 ]PHMO1 1]PHMO1 ]PHMO1 {PHMO1 {PHMO1 {PHMO1 JPHMO1 JPHMO1 JPHMO1 JPHMO1 {PHMO1 PHMO1 {PHMO PHMO1 JPHMO1 ]PHMO1 ]PHMO1 1]
number -01 -02 -03 -04 -05 -06 -07 -08 -09 -10 -11 -12 -13 -14 -15 -16 -17 -18 -19 -20 21 -22 23 -24 25
Days
since first 0 7 14 16 21 23 30 35 37 42 44 49 51 56 58 63 65 70 72 77 79 84 86 91 93
bleed
IAccess® HBs Ag 34220 S/ICO 0.26 | 0.24 | 0.24 | 0.22| 0.29| 0.26 | 0.24 | 0.29 | 0.23 | 0.24 | 0.26 | 0.24 | 0.23 | 0.24 | 0.22 | 0.25 | 0.24 | 0.27 | 0.27 | 0.43 | 0.52| 0.86 | 1.29 | 1.61 | 4.16
IAmerlite HBsAg Il LAN.2212 S/CO 0.12 | 0.25 | 0.11 | 0.12| 0.14 | 0.07 | 0.05| 0.08 | 0.10 | 0.07 | 0.05| 0.26 [ 0.25 | 0.05| 0.06 | 0.04 | 0.18 | 0.08 [ 0.10 | 0.27 | 0.23 | 0.42 | 2.17 | 3.99 | 8.69
lAuszyme monoclonal 1980-24 oD/CO -0.04 | -0.01 | 0.00 [ 0.03 | -0.01 | 0.03| 0.05| 0.01 | 0.02 | 0.06 | 0.03 [ -0.04 [ -0.03 [ -0.03 | 0.07 | 0.05 | -0.02 | 0.09 | 0.06 [ 0.58 [ 0.90 | 1.79 | 2.49 | 7.18 | 1411
JAXSYM® HBsAg (V2) 7A40-22 S/ICO 0.80 | 0.83 | 0.81| 0.74| 0.77| 0.71| 0.86| 0.79 | 0.78 | 0.84 | 0.83 | 0.81 | 0.90 | 0.78 | 0.71 | 0.75 | 2.25 | 1.04 | 1.02 | 2.08 | 1.58 | 2.24 | 2.43 | 4.98 | 11.41
Bioelisa HBsAg 3000-1080 OoD/CO 0.08 | 0.16 | 0.13 | 0.14 | 0.07 | 0.02| 0.21 | 0.08 | 0.10 | 0.09 | 0.28 | 0.15| 0.03 | 0.12 | 0.08 | 0.08 | 0.16 | 0.27 | 0.17 | 0.64 | 0.70 | 1.56 | 1.87 | 4.22 | 11.02
Bioelisa HBsAg colour 3000-1130 oD/CO 0.26 | 0.26 | 0.19 | 0.26 | 0.27 | 0.19 | 0.19| 0.26 | 0.32 | 0.34 | 0.27 | 0.31| 0.34| 0.23| 0.24 | 0.32 | 0.29 | 0.40 | 0.32 | 0.71| 0.98 | 1.55| 3.19 | 5.16 | 12.87
ICOBAS Core HBsAg I 07/5350/5 OoD/CO 0.16 | 0.17 | 0.18 | 0.26 | 0.25| 0.15| 0.51| 0.21 | 0.13 | 0.18 | 0.12 | 0.12 | 0.14 | 0.14| 0.15 | 0.13 | 0.14 | 0.19 | 0.29 | 0.78 | 1.05| 1.62 | 2.84 | 4.77 | 13.43

Enzygnost HBsAg monoclonal Il JOQC110/11 | OD/CO 0.45 | 0.40 | 0.58 | 0.44 | 040 0.46| 0.37 | 0.39 | 0.58 | 0.33 | 0.94| 0.50 | 0.48 | 0.45| 0.45 | 0.33 | 0.40 | 0.48 | 0.44| 0.70 | 0.92 | 1.22| 1.72 | 2.72 | 6.81

Enzymun-Test HBsAg 1288989 OoD/CO -0.21 | -0.21 | -0.20 | -0.23 | -0.20 | -0.21 [ -0.21 | -0.20 | -0.22 | -0.22 | -0.23 | -0.22 | -0.21 | -0.23 | -0.22 | -0.23 | -0.20 | -0.21 | -0.02 | -0.01 | 0.18 [ 0.38 | 0.98 | 1.88 | 4.36
ETI-MAK-3 P3142 OD/CO 0.06 | 0.03 | 0.02 | 0.02 | 0.03 | 0.02 | 0.08 | 0.19 | 0.03 | 0.02 | 0.02 | 0.06 | 0.02| 0.05| 0.05 | 0.10 | 0.02 [ 0.13 | 0.55| 0.73 | 0.99 | 2.00 | 2.91 | 5.95 | 18.29
ETI- MAK-4 (Procedure B) N0019 OD/CO 0.17 | -0.14 | 0.03 | 0.07 | 0.00 | 0.35( 0.35| 0.10 | 0.24 | 0.07 | 0.10 | 0.21 | 0.03 | 0.31| 0.35 | 0.14 | 0.17 [ -0.03 | 0.31 | 0.55( 1.35| 1.97 | 1.83 | 5.14 | 12.90

Hepanostika HBsAg Uni-Form Il 16019/6023 OoD/CO 0.61 [ 0.56 | 0.58 | 0.57 | 0.51| 0.66 | 0.62 | 0.59 | 0.55 | 0.76 | 0.51 | 0.49 | 0.60| 0.76 | 0.63 | 0.52 [ 0.66 [ 1.04 | 0.59 | 0.75| 0.87 [ 1.07 | 1.66 | 1.44 | 4.14

Heprofile HBsAg M450 opico | 0.50 | 0.47 | 0.63 | 0.47 | 0.45| 0.55| 0.57 | 0.67 | 0.46 | 0.46 [ 0.23 | 0.29 | 0.59| 0.50 | 0.61 | 0.58 | 0.42 | 0.55 | 0.62 | 0.40 | 0.87 | 0.86 | 1.51 | 1.94 | 4.96
IMx HBSAg 202820 Rate/cO J| 0.49 | 0.45 | 0.49 | 0.45 | 0.45| 0.45| 0.49 | 0.52 | 0.47 | 0.72 | 0.46 | 0.47 | 052 | 0.44 | 0.43 | 0.54 | 0.51 | 051 | 068 0.63| 0.79| 0.92| 1.26 | 1.01 | 3.80
'(-PargscgfgsA';BSAg ElA Plus 6110 802 opico | 0.43 | 0.46 | 051 | 053 0.42| 051 0.49| 051 | 0.44 | 0.46 | 0.41 | 0.43 | 0.68| 050 | 0.47 | 0.39 | 0.56 | 0.55 | 0.45 | 0.62 | 068 | 1.04| 1.27 | 1.98 | 4.32
Microtrak Il HBsAg BHB29 opico | 0.16 | 017 | 013 | 0.3 | 0.12| 0.20| 0.14| 0.18 | 0.12 | 0.16 [ 0.15 | 0.24 | 0.23| 0.20| 0.15 | 0.18 | 0.23 | 0.16 | 0.15| 0.27 | 0.18 | 0.24 | 0.35 | 0.43 | 1.17
Monolisa Ag HBs 2nd Gen 72204 opico 034 | 030|047 031 0.34] 027 029 0.42 | 0.33 | 0.38 [ 0.33| 0.49 | 0.33| 0.32] 0.28 [ 0.34 | 0.35 | 0.45 | 0.37 | 0.62 | 1.01| 1.75| 3.61 | 668 | 17.41
Monolisa Ag HBs Plus (Method 3) [72314 opico | 0.20 | 0.20 [ 0.14 | 0.28 | 0.28| 0.14| 0.18| 0.08 | 0.18 | 0.20 [ 0.24 | 0.26 [ 0.28 | 0.12| 0.18 | 002 | 0.18 | 0.26 | 0.24 | 0.59 [ 0.84 | 0.88 | 1.78 | 2.35 | 7.55
Murex HBsAg GE14/15/16 | opico || 0.54 | 0.53 | 0.49 | 058 | 051 | 0.48| 0.46 | 0.52 | 0.49 | 0.43 [ 0.55 [ 0.43 | 0.48 | 0.48| 0.53 | 0.50 | 0.50 | 0.61 | 0.42 | 058 | 091 1.30| 153 | 2.88 | 4.87
Murex HBSAg (version 2) GE14/15/16 | opico | 0.53 | 057 | 0.49 | 0.52 | 0.49 | 0.40| 0.42 | 055 | 0.47 | 0.47 | 0.42 | 0.41| 0.46 | 0.39| 0.57 | 0.49 [ 056 | 0.72 | 0.50 | 0.58 | 0.69 | 0.80 | 1.04 | 1.56 | 3.92
Murex HBSAg (version 3) GE34/36 opico || 058 | 0.54 | 057 [ 051 | 050 056 | 0.51| 0.55 | 0.66 | 0.57 [ 0.61 | 0.50 | 0.52 | 0.56 | 0.56 | 0.61 | 0.65 | 0.68 | 0.72 | 1.40 | 2.21| 365| 470 | 7.72 | 2171
Ortho HBsAg Test System 3 031801 opico || 0.14 | 0.23 [ 0.26 [ 0.03| 0.22| 0.16| 0.08| 0.10 | 0.16 | 0.27 [ 0.18 | 0.26 | 0.29 | 0.13| 0.07 | 0.20 | 0.11 | 0.00 | 0.30 [ 0.73 | 1.14| 1.37| 3.30 | 6.10 | 1411
PRISM™ HBsAg 34748 sico | o086 | 107 | 074 0.73| 052 | 0.66| 1.0 | 0.78 | 0.55 [ 0.83 | 054 | 07 | 0.91| 0.81| 07 | 1.08 | 09 | 073 0.84| 1.90| 279 | 4.20| 6.11 | 13.04 | 27.60
VIDAS HBsAg 30 300 sico J| 008 | 004 | 0.08| 0.04| 0.04| 0.08| 0.04| 0.08 [ 0.08 [ 0.08 | 0.00| 0.04| 0.08]| 0.04| 0.08 | 0.08 | 0.04 [ 0.12 | 0.29| 0.46| 0.73| 088 | 1.73 | 2.73 | 7.23

ITROS ECi HBsAg 843 5307 sico f 016 | 017 | 0.26| 0.18| 0.15| 0.16 | 0.17 | 0.20 [ 0.16 | 0.18 | 0.28 | 0.27 | 0.26 | 0.27 | 0.15 | 0.15 | 0.18 | 0.29 | 0.38| 1.52| 1.99 | 3.88 | 8.26 | 12.6 | 28.3
PCR Detection** Neg | Neg | Neg | Neg | Neg | Neg | Neg | Neg | Neg | Neg | Neg | POS | Neg | POS | Neg | POS | POS | POS | POS | POS | POS | POS | POS | POS | POS
HBSAg concentration** ng/mL <0.1 | <01 | <01 | <01 | <01 | <01 | <0.1| <01 | <01 | <01 ] <01 | <01 | <0.1| <0.1| <01 | <0.1 | <0.1 | <0.1 | <0.1 0.2 04 0.7 12 >2.7 | >2.7
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Reference tables

BBl HBsAg seroconversion panel PHM912 (subtype ad)

Product name Product | - [PHMO12-|PHMO12- [PHMOL2- | PHMO12- [PHMI12- | PHMI12- [PHMIL2-[PHMI12- [PHMO12-
number o1 02 03 o4 05 06 o7 08 09
'?f:’s’f sl'gecs 0 5 7 12 17 20 24 42 &
Access® HBs Ag 34220 sico 0.23 0.25 0.26 0.28 0.30 031 035 8.84 | 34.90
Amerlite HBsAg Il LAN.2212 sico 0.06 0.06 0.20 0.06 0.09 0.24 011 | 2460 | 8810
Auszyme monoclonal 1980-24 oDIco 0.03 -0.02 0.00 0.02 0.06 0.10 028 | 2497 | 3884
AXSYM® HBsAg (V2) 7A40-22 sico 114 171 130 125 1.50 336 280 | 1868 | 5168
Bioelisa HBsAg 3000-1080 oDIco 0.12 0.07 022 0.02 0.22 017 029 | 1616 | 4065
Bioelisa HBsAg colour 3000-1130 oDICO 0.32 0.49 0.26 033 0.33 051 0.42 9.79 | 33.40
COBAS Core HBsAg I 07/5350/5 oDIco 0.6 0.13 0.14 015 0.19 0.24 038 | 2218 | 6830
Enzygnost HBsAg monoclonal Il |0Qc110/11 | obico 0.38 0.39 051 0.48 0.44 047 057 | 1086 | 3384
Enzymun-Test HBsAg 1288989 oDICO 021 | 021 | 021 | 020 | 008 | -014 | -007 854 | 3183
ETI-MAK-3 P3142 oDIco 0.06 0.02 0.04 0.04 0.13 017 043 | 2280 | s57.19
ETI- MAK-4 (Procedure B) NO0019 oDICO 033 015 | -015 | o011 -0.07 033 074 | 3996 |311111
Hepanostika HBsAg Uni-Form Il |6019/6023 oDICo 0.65 0.47 052 058 0.49 0.65 0.47 464 | 17.32
Heprofile HBsAg M450 oDIco 0.41 0.57 0.42 054 0.52 042 050 771 | 2172
IMx HBSAg 222820 Rate/cO | 071 0.57 0.76 054 0.74 057 0.65 586 | 17.31
:—Fﬁgigj{ﬁg‘i)HBSAg EIA Plus 6110 802 oDIco 050 0.58 0.48 0.46 0.52 055 051 6.38 | 16.21
Microtrak Il HBsAg 8HB29 0oD/Co 0.19 0.14 013 0.16 0.15 0.14 0.16 2.05 7.80
Monolisa Ag HBs 2nd Gen 72204 oDICo 0.25 0.17 0.34 0.25 0.41 0.44 061 | 2812 | 6519
Monolisa Ag HBs Plus (Method 3) |72314 0oD/Co 0.24 0.18 031 028 0.20 022 008 | 1543 | 4322
Murex HBsAg GE14/15/16 | 0OD/CO 056 0.47 0.44 053 0.49 053 0.65 8.88 | 24.95
Murex HBsAg (version 2) GE14/15/16 | 0ODICO 0.46 0.45 0.44 0.45 0.42 050 051 567 | 14.46
Murex HBsAg (version 3) GE34/36 0oD/Co 0.82 0.73 0.70 057 0.69 073 100 | 2419 | 2419
Ortho HBsAg Test System 3 931801 oDICo 0.09 0.03 0.18 011 0.15 036 045 | 2592 | 75.30
PRISM™ HBsAg 3A4748 sico 104 0.79 1.00 092 0.92 120 129 | 3419 | 11452
VIDAS HBsAg 30 300 sico 0.04 0.08 0.08 0.08 0.08 0.27 042 | 1073 | 3996
VITROS ECi HBsAg 843 5307 sico 0.10 0.10 0.09 0.10 0.12 015 0.26 50.8 185
PCR Detection*! POS pos | Pos POS pos | Pos POS pos | Pos
HBsAg concentration** ng/mL <0.1 <0.1 <0.1 <0.1 <0.1 <0.1 0.1 >2.6 >2.6
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Reference tables

BBl HBsAg seroconversion panel PHM913 (subtype ad)

Product name Product number Panel ID PHM913-01 |PHM913-02
Daysbsllgé:de first 0 28
Access® HBs Ag 34220 S/CO 1.20 1016.65
Amerlite HBsAg Il LAN.2212 S/CO NT NT
Auszyme monoclonal 1980-24 OoD/CO NT NT
AXSYM® HBsAg (V2) 7A40-22 S/CO 1.73 220.25
Bioelisa HBsAg colour 3000-1130 oD/CO 1.46 39.13
COBAS Core HBsAg I 07/5350/5 OD/CO 6.15 68.24
Enzygnost HBsAg monoclonal Il |OQC110/11 OD/CO NT NT
Enzymun-Test HBsAg 1288989 OD/CO NT NT
ETI-MAK-3 P3142 OD/CO NT NT
Hepanostika HBsAg Uni-Form Il |6019/6023 oD/CO NT NT
Heprofile HBsAg M450 OoD/CO NT NT
IMx HBsAg 2228-20 Rate/CO NT NT
(Lpﬁk;iijzer;"z)HBSAg EIA Plus 6110 802 ODICO 0.97 s 28.85
Microtrak Il HBsAg 8HB29 oD/CO NT NT
Monolisa Ag HBs 2nd Gen 72204 OoD/CO NT NT
Monolisa Ag HBs Plus (Method 3) |72314 oD/CO 2.82 8 58.82
Murex HBsAg GE14/15/16 oD/CO NT NT
Murex HBsAg (version 2) GE14/15/16 oD/CO 1.04 24.79
Murex HBsAg (version 3) GE34/36 OoD/CO 431 22.06
Ortho HBsAg Test System 3 931801 OD/CO NT NT
PRISM™ HBsAgQ 3A4748 S/ICO 291 535.02
VIDAS HBsAg 30 300 S/ICO NT NT
VITROS ECi HBsAg 843 5307 S/CO 3.55 6330
PCR Detection*! POS POS
HBsAg concentration** ng/mL 0.6 >2.7
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Reference tables

BBl HBsAg seroconversion panel PHM914 (subtype ad)

Product name EL‘;:;‘E: Panel ID | PHM914-01 |PHM914-02| PHM914-03| PHM914-04| PHM914-05 |PHM914-06

Days since 0 146 151 153 158 160

first bleed
Access® HBs Ag 34220 sICO 0.26 0.37 0.44 0.48 0.79 121
Amerlite HBsAg Il LAN.2212 SICO 0.08 0.07 0.13 0.19 0.51 272
Auszyme monoclonal 1980-24 ob/CO -0.05 0.40 0.63 0.90 2.04 2.83
AXSYM® HBsAg (V2) 7A40-22 SICO 0.67 0.94 1.25 1.62 2.26 2.85
Bioelisa HBsAg 3000-1080 oD/CO 0.26 0.29 0.76 0.81 1.38 2.34
Bioelisa HBsAg colour 3000-1130 oD/CO 0.28 0.33 0.68 0.51 1.33 2.28
COBAS Core HBsAg i 07/5350/5 oD/co 0.17 0.48 0.67 0.85 175 3.26
Enzygnost HBsAg monoclonal Il |JOQC110/11 ob/cOo 0.47 0.51 0.60 0.72 1.06 1.46
Enzymun-Test HBsAg 1288989 oDI/CO -0.15 -0.07 0.02 0.14 0.45 0.89
ETI-MAK-3 P3142 oDICO 0.06 0.29 0.44 1.00 215 2.95
ETI- MAK-4 (Procedure B) NOO19 oD/co 0.00 0.79 121 1.97 3.66 6.48
Hepanostika HBsAg Uni-Form Il [6019/6023 oD/co 0.51 0.74 0.75 0.92 1.09 115
Heprofile HBsAg M450 oD/CO 0.58 0.77 0.86 0.91 1.06 1.96
IMx HBSAg 2228-20 Rate/CO 0.46 0.59 0.69 0.61 1.01 1.23
(Lpﬁgiif:&er’e”i)HBSAg EIA Plus 6110 802 oDICo 0.48 0.72 0.73 0.83 1.10 132
Microtrak Il HBSAg 8HB29 oDI/Co 0.15 0.19 0.14 0.15 0.23 0.32
Monolisa Ag HBs 2nd Gen 72204 oD/CO 0.37 0.69 0.97 111 2.20 4.34
?g‘;fg'fizf‘g)gn'ji::)m”s IMethod 3 177314 oDICO 0.12 0.57 0.68 0.80 153 2.47
?g‘;?g'f';ffz% ';?:S)P'”S I Method 4 75514 op/co 0.12 0.58 1.02 161 391 5.33
Murex HBsAg GE14/15/16 | ODICO 0.47 0.65 0.73 0.89 131 173
Murex HBsAg (version 2) GE14/15/16 | oDICO 0.40 0.49 0.52 0.68 0.66 0.97
Murex HBsAg (version 3) GE34/36 oDI/Co 0.41 0.87 1.36 2.08 2.97 4.04
Ortho HBsAg Test System 3 931801 oD/CO 0.04 0.35 0.67 0.94 1.82 332
PRISM™ HBsAg 3A4748 SICO 0.60 161 1.90 2.63 432 6.54
VIDAS HBsAg 30 300 sico 0.04 0.23 0.39 0.54 1.00 192
VITROS ECi HBsAg 843 5307 SICO 0.07 0.43 0.69 1.40 3.60 542
PCR Detection* Neg POS POS POS POS POS
HBsAg concentration* ng/mL <0.1 0.2 0.3 0.5 0.9 1.5
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Reference tables

BBI HBsAg seroconversion panel PHM915 (subtype undefined)

Product name Product [ oo [[PHM915 [PHMOI5 [PHMI15 [PHMI15 [PHMII5{PHMI15]PHMII5{PHMI15{PHMII5{PHMI15{PHMII5{PHMI15{PHMITS
number -01 -02 -03 -04 05 06 07 08 09 10 11 12 13
Days since 0 7 12 14 19 21 26 28 33 40 42 54 56
first bleed
IAccess® HBs Ag 34220 S/CO 0.30 0.24 0.31 0.38 0.34 0.33 0.39 0.39 0.43 0.54 0.47 0.76 0.76
IAmerlite HBsAg Il LAN.2212 SICO 0.10 0.12 0.17 0.23 0.18 0.06 0.09 0.16 0.25 0.38 0.52 1.55 1.64
lAuszyme monoclonal 1980-24 oD/CO 0.32 0.00 0.14 0.39 0.47 0.45 0.38 0.60 0.86 1.41 1.33 2.24 2.93
IAXSYM® HBSAg (V2) 7A40-22 S/CO 0.79 0.60 0.78 0.84 0.85 0.84 1.09 0.98 1.09 1.22 1.25 2.14 2.00
Bioelisa HBsAg 3000-1080 [ OD/CO 0.27 0.14 0.07 0.25 0.41 0.12 0.50 0.44 0.72 0.85 0.85 1.81 1.46
Bioelisa HBsAg colour 3000-1130 [ OD/CO 0.63 0.31 0.48 0.73 0.69 0.63 0.86 0.84 1.00 1.08 1.10 2.58 2.02
COBAS Core HBsAg |l 07/5350/5 | OD/CO 0.45 0.37 0.39 0.47 0.46 0.43 0.56 0.62 0.76 0.97 1.03 2.32 2.07
Enzygnost HBsAg monoclonal Il |[OQC110/11| OD/CO 0.71 0.54 0.61 0.81 0.77 0.55 0.87 0.81 0.58 0.87 0.84 1.55 1.34
Enzymun-Test HBsAg 1288989 oD/CO 0.31 0.20 0.23 0.26 0.28 0.22 0.29 0.31 0.40 0.58 0.63 1.51 1.20
ETI-MAK-3 P3142 oD/CO 0.08 0.02 0.16 0.45 0.14 0.11 0.53 0.67 0.83 0.99 0.86 2.65 1.69
ETI- MAK-4 (Procedure B) N0019 0oD/CO 0.55 0.14 0.14 0.97 0.90 0.86 1.21 1.28 1.17 1.62 1.31 424 414
Hepanostika HBsAg Uni-Form Il [6019/6023 | OD/CO 0.62 0.72 0.66 0.70 1.08 0.76 0.74 0.92 0.77 1.23 1.19 1.28 1.08
Heprofile HBsAg M450 oD/CO 0.58 0.57 0.54 0.73 0.63 0.57 0.57 0.63 0.63 0.78 0.69 1.08 0.88
IMx HBsAg 2228-20 Rate/CO § 0.5 0.42 0.49 0.67 0.54 0.52 0.50 0.62 0.66 0.70 0.64 1.01 0.98
'(-F?r%scf(jﬁ[gsA'?BSAg BIAPlus 6110802 | opico | o058 | 053 | o055 | 056 | 065 | 058 | 060 | 061 | 074 | 084 | 082 | 114 | 115
Microtrak 1l HBsAg 8HB29 oD/CO 0.17 0.14 0.15 0.15 0.16 0.17 0.16 0.18 0.15 0.19 0.21 0.30 0.24
Monolisa Ag HBs 2nd Gen 72204 oD/CO 0.40 0.46 0.57 0.75 0.54 0.42 0.63 0.55 0.66 1.22 0.94 2.02 1.68
Monolisa Ag HBs Plus (Method 3) [72314 oD/CO 0.36 0.20 0.44 0.49 0.31 0.33 0.27 0.44 0.47 0.71 0.73 1.62 1.15
Murex HBsAg GE14/15/16| OD/CO 0.66 0.49 0.58 0.63 0.65 0.66 0.75 0.76 0.84 0.61 0.88 1.36 1.33
Murex HBsAg (version 2) GE14/15/16| OD/CO 0.62 0.52 0.61 0.62 0.60 0.67 0.64 0.66 0.69 0.83 0.68 1.02 0.93
Murex HBsAg (version 3) GE34/36 oD/CO 0.85 0.45 0.71 1.26 1.10 1.02 1.21 1.26 1.57 1.98 2.01 4.07 3.52
Ortho HBsAg Test System 3 931801 oD/CO 0.28 0.15 0.33 0.56 0.41 0.46 0.51 0.77 0.90 1.55 1.15 2.79 2.10
PRISM™ HBsAg 3A4748 SICO 1.04 0.59 0.99 1.32 1.24 1.32 1.55 1.87 2.14 2.69 2.69 5.87 5.23
\VIDAS HBsAg 30 300 SICO 0.15 0.00 0.12 0.27 0.23 0.23 0.31 0.31 0.46 0.54 0.58 1.42 1.12
VITROS ECi HBsAg 843 5307 SICO 0.55 0.16 0.34 0.79 0.64 0.56 1.11 1.20 1.64 2.32 2.81 6.82 5.16
PCR Detection* POsS | Pos | Pos | Pos | Pos | Pos | Pos | Pos | Pos | Pos | Pos | Pos | Pos
HBsAg concentration* ng/mL <0.1 <0.1 0.2 <0.1 0.1 0.1 0.2 0.2 0.3 0.4 0.6 1 0.8
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Reference tables

BBI HBsAg seroconversion panel PHM916 (subtype ay)

Product name Product Panel ID PHM916-{PHM916-PHM916-[PHM916-PHM916-{PHM916-PHM916-{PHM916-PHM916-{PHM916-PHM916-
number 01 02 03 04 05 06 07 08 09 10 11
Dayssincel| o 7 41 43 48 50 55 57 62 65 69
irst bleed
[Access® HBs Ag 34220 S/ICO 0.25 0.27 0.24 0.24 0.25 0.27 0.27 0.30 0.48 0.83 2.87
IAmerlite HBsAg Il LAN.2212 S/ICO 0.11 0.13 0.10 0.06 0.05 0.10 0.07 0.06 0.09 1.73 6.37
IAuszyme monoclonal 1980-24 OD/CO -0.09 -0.06 -0.02 0.06 -0.05 -0.02 0.07 0.09 0.50 1.96 21.91
AXSYM® HBsAg (V2) 7A40-22 S/ICO 0.65 0.59 0.67 0.66 0.63 0.78 0.70 0.79 1.04 1.66 5.74
Bioelisa HBsAg 3000-1080 OD/CO 0.08 0.05 0.20 0.14 0.13 0.14 0.22 0.12 0.24 0.90 3.43
Bioelisa HBsAg colour 3000-1130 OD/CO 0.32 0.36 0.32 0.36 0.29 0.37 0.36 0.40 0.71 1.66 6.05
COBAS Core HBsAg Il 07/5350/5 OD/CO 0.13 0.12 0.16 0.18 0.17 0.17 0.23 0.33 0.77 2.04 8.62
Enzygnost HBsAg monoclonal li 0QC110/11 OD/CO 0.42 0.53 0.40 0.63 0.47 0.44 0.60 0.48 0.59 1.00 3.31
Enzymun-Test HBSAg 1288989 OD/CO 0.04 0.11 -0.04 0.07 -0.04 -0.05 0.03 0.01 0.16 0.60 2.80
ETI-MAK-3 P3142 OD/CO 0.04 0.06 0.02 0.02 0.02 0.08 0.10 0.07 0.16 1.20 6.23
ETI- MAK-4 (Procedure B) N0019 OD/CO 0.00 0.28 0.31 0.17 0.21 -0.17 0.21 0.48 0.75 4.04 9.68
Hepanostika HBsAg Uni-Form I 6019/6023 OD/CO 0.71 0.54 0.59 0.99 0.69 0.69 1.15 0.61 0.69 1.58 2.12
Heprofile HBsAg M450 OD/CO 0.63 0.55 0.51 0.30 0.57 0.50 0.46 0.50 0.72 1.05 2.49
IMx HBsSAg 2228-20 Rate/CO 0.42 0.45 0.45 0.45 0.41 0.64 0.49 0.46 0.53 0.70 1.79
'('S‘r%ifdtfr”;SA';BSAQ EIA Plus 6110 802 obico | o051 | 045 | 044 | 047 | 056 | 053 | 046 | 063 | 065 | 073 | 263
Microtrak Il HBsAg 8HB29 OoD/CO 0.15 0.14 0.15 0.18 0.15 0.16 0.16 0.15 0.14 0.23 0.71
Monolisa Ag HBs 2nd Gen 72204 OoD/CO 0.31 0.40 0.51 0.28 0.33 0.33 0.33 0.34 0.96 2.34 10.11
Monolisa Ag HBs Plus (Method 3) |72314 OoD/CO 0.20 0.09 0.20 0.16 0.18 0.31 0.33 0.26 0.62 1.44 4.86
Murex HBsAg GE14/15/16 OoD/CO 0.47 0.47 0.50 0.56 0.45 0.51 0.52 0.54 0.61 1.27 3.57
Murex HBsAg (version 2) GE14/15/16 OD/CO 0.53 0.50 0.55 0.53 0.55 0.56 0.53 0.58 0.67 1.25 3.69
Murex HBsAg (version 3) GE34/36 OoD/CO 0.43 0.43 0.37 0.43 0.43 0.38 0.43 0.52 2.52 3.28 12.09
Ortho HBsAg Test System 3 931801 OD/CO 0.21 0.20 0.15 0.09 0.22 0.63 0.24 0.20 0.45 2.22 10.09
PRISM™ HBsAg 3A4748 S/CO 0.90 0.67 0.62 0.85 0.73 0.68 0.98 0.52 1.76 3.97 15.71
VIDAS HBsAg 30 300 S/CO 0.00 0.04 0.00 0.12 0.00 0.00 0.08 0.08 0.31 1.12 4.27
\VITROS ECi HBsAg 843 5307 S/ICO 0.13 0.13 0.14 0.13 0.14 0.16 0.20 0.26 1.25 4.32 21.9
PCR Detection* " Neg Neg | Neg Neg | Pos | Pos | pos | pos | pPos | pos | Pos
HBsAg concentration** ng/mL I <0.1 <0.1 <0.1 <0.1 <0.1 <0.1 <0.1 <0.1 0.2 05 2.3t
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Reference tables

BBl HBsAg seroconversion panel PHM917 (subtype undefined)

Product name Product | ponel 1D IPHM917-01 PHM917-02| PHM917-03
number
oess] | % |
Access® HBs Ag 34220 S/ICO 0.50 0.52 242
Amerlite HBsAg Il LAN.2212 S/CO 0.15 0.08 2.03
Auszyme monoclonal 1980-24 oD/CO 0.00 0.27 3.27
AxSYM® HBsAg (V2) 7A40-22 SICO 0.85 1.21 2.76
Bioelisa HBsAg 3000-1080 OD/CO 0.09 0.19 2.03
Bioelisa HBsAg colour 3000-1130 oD/CO 0.34 0.50 2.36
COBAS Core HBsAg Il 07/5350/5 OD/CO 0.24 0.43 2.53
Enzygnost HBsSAg monoclonal Il |OQC110/11 OD/CO 0.42 0.50 1.53
Enzymun-Test HBsAg 1288989 OD/CO 0.00 0.12 1.25
ETI-MAK-3 P3142 OD/CO 0.02 0.23 2.86
ETI- MAK-4 (Procedure B) N0019 OD/CO 0.04 0.57 5.36
Hepanostika HBsAg Uni-Form 1l |6019/6023 oD/CO 0.67 0.71 1.82
Heprofile HBsAg M450 OD/CO 0.59 0.68 1.53
IMx HBsAg 2228-20 Rate/CO 0.66 0.54 0.93
%PﬁEiZZEfZ‘f\)HBSAg EIA Plus 6110 802 ODICO 0.43 0.54 1.30
Microtrak Il HBSAg 8HB29 oD/CO 0.13 0.20 0.41
Monolisa Ag HBs 2nd Gen 72204 OD/CO 0.35 0.45 4.97
Monolisa Ag HBs Plus (Method 3) |72314 ob/CO 0.26 0.51 3.35
Murex HBsAg GE14/15/16 OD/CO 0.48 0.71 2.35
Murex HBsAg (version 2) GE14/15/16 oD/CO 0.43 0.51 1.01
Murex HBsAg (version 3) GE34/36 OD/CO 0.44 0.90 5.10
Ortho HBsAg Test System 3 931801 oD/CO 0.18 0.36 451
PRISM™ HBsAgQ 3A4748 S/ICO 0.88 1.41 6.45
VIDAS HBsAg 30 300 S/CO 0.15 0.23 1.96
VITROS ECi HBsAg 843 5307 S/ICO 0.27 0.67 8.42
PCR Detection** I Neg POS Neg
HBsAg concentration** ng/mL I <0.1 <0.1 1.0
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Reference tables

BBl HBsAg seroconversion panel PHM918 (subtype ad)

Product name Product | o hel ID | PHM918-01 | PHM918-02 | PHM918-03
number
i I

Access® HBs Ag 34220 S/CO 0.23 0.39 1.19
Amerlite HBsAg Il LAN.2212 S/ICO 0.18 0.05 0.44
Auszyme monoclonal 1980-24 OD/CO 0.66 0.10 0.76
AXSYM® HBsAg (V2) 7A40-22 SICO 1.13 1.24 4.28
Bioelisa HBsAg 3000-1080 OD/CO 0.17 0.73 4.23
Bioelisa HBsAg colour 3000-1130 OD/CO 0.40 0.82 3.63
COBAS Core HBsAg Il 07/5350/5 OD/CO 0.17 0.43 0.84
Enzygnost HBsAg monoclonal Il |OQC110/11 oD/CO 0.46 0.62 1.19
Enzymun-Test HBsAg 1288989 oD/CO -0.03 0.27 2.00
ETI-MAK-3 P3142 OD/CO 0.17 0.14 0.76
ETIl- MAK-4 (Procedure B) NO0019 OoD/CO 0.00 1.11 7.25
Hepanostika HBsAg Uni-Form Il |6019/6023 oD/CO 0.41 0.77 0.71
Heprofile HBsAg M450 oD/CO 0.42 0.62 0.78
IMx HBsAg 2228-20 Rate/CO 0.64 0.57 0.68
(Lpargzzf?i)”BSAg EIA Plus 6110802 | obico | 0.59 0.72 1.80
Microtrak Il HBsAg 8HB29 oD/CO 0.15 0.20 0.16
Monolisa Ag HBs 2nd Gen 72204 oD/CO 0.28 0.42 1.25
Monolisa Ag HBs Plus (Method 3) |72314 OD/CO 0.36 0.53 2.27
Murex HBsAg GE14/15/16 OoD/CO 0.48 0.55 0.78
Murex HBsAg (version 2) GE14/15/16 oD/CO 0.43 0.45 151
Murex HBsAg (version 3) GE34/36 oD/CO 0.53 1.97 6.22
Ortho HBsAg Test System 3 931801 OD/CO 0.14 0.17 0.63
PRISM™ HBsAg 3A4748 S/CO 0.93 2.33 10.73
VIDAS HBsAg 30 300 S/ICO 0.08 0.08 0.54
VITROS ECi HBsAg 843 5307 SICO 0.16 1.38 9.62
PCR Detection*' I POS POS POS
HBsAg concentration*! ng/mL I <0.1 0.1 0.9
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Reference tables

BBl HBsAg seroconversion panel PHM919 (subtype ad)

Product name Product | panel 1 [PHM919|PHMI19 | PHMI19 | PHME19 |PHMO19 | PHMI19 [PHMO19 |PHMI19 | PHMO1S
number 01 -02 -03 -04 -05 -06 07 -08 -09
[zﬁifsl':;f 0 5 7 12 14 19 21 26 28
Access® HBs Ag 34220 sico 024 | 024 | 027 | 035 | 036 | 102 | 161 | 580 | 676
Amerlite HBSAG Il LAN.2212 sico 008 | 006 | 006 | 020 | 023 | 056 | 128 | 1430 | 1605
Auszyme monoclonal 1980-24 oprco | 003 | 002 | 021 | 020 | 046 | 173 | 305 | 1686 | 1898
AXSYM® HBsAg (V2) 7A40-22 Sico 074 | 083 | 063 | 114 | 100 | 179 | 261 | 1003 | 1633
Bioelisa HBsAg 3000-1080 | opbico [ 002 | 026 | 029 | 019 | 0538 | 145 | 256 | 1244 | 1450
Bioelisa HBsAg colour 3000-1130 | opb/co [ 039 | 031 | 032 | 042 | 050 | 153 | 198 | 626 | 1313
COBAS Core HBsAg Il 07/5350/5 oprco | o015 | 017 | 019 | 034 | 060 | 200 | 313 | 1361 | 1646

Enzygnost HBsAg monoclonal Il |OQC110/11 oD/COo 0.36 0.39 0.35 0.57 0.77 1.46 244 9.01 10.35

Enzymun-Test HBsAg 1288989 oD/CO -0.04 -0.03 -0.01 0.01 0.09 0.60 1.08 6.60 7.78
ETI-MAK-3 P3142 oD/COo 0.08 0.03 0.02 0.30 0.26 1.88 3.52 24.37 21.00
ETI- MAK-4 (Procedure B) NO019 oD/CO 0.32 0.29 0.04 0.46 0.21 2.04 4.79 28.14 38.36

Hepanostika HBsAg Uni-Form Il |6019/6023 OD/CO 0.57 0.63 0.75 0.64 0.62 1.08 1.45 3.16 5.39

Heprofile HBsAg M450 opico | o048 | o051 | os1 | os8 | 078 | 113 | 171 | 552 | 609
IMx HBsAg 222820 Rateico | 050 | 046 | 047 | 054 | o061 | 084 | 098 | 340 | 395
Labsystems HBsAg EIA Plus 6110 802 obico | o044 | 044 | 046 | 064 | 065 | 098 | 166 | 464 | 574
(Procedure A)

Microtrak Il HBsAg 8HB29 ooico | o017 | 015 | 016 | 021 | 014 | 028 | 041 | 154 | 179
Monolisa Ag HBs 2nd Gen 72204 opico | 033 | 038 | 033 | 047 | 075 | 240 | 444 | 2355 | 2220
Monolisa Ag HBs Plus / Method 31,5, , opbico | 031 | 035 | 026 | 039 | 045 | 206 | 277 | 908 | 1355
(37°C for 60 mins)

Monolisa Ag HBs Plus / Method 41,5, , obico | 030 | 009 | 023 | 040 | 091 | 442 | 744 | 2788 | 3695
(37°C for 120 mins)

Murex HBsAg Ge14/15/16 | obico | o058 | 044 | o056 | o061 | oes | 147 | 175 | 740 | 7e1
Murex HBsAg (version 2) Ge14/15/16 | obico | 044 | o042 | 043 | 054 | 049 | o089 | 113 | 288 | 412
Murex HBsAg (version 3) GE34/36 ooico | o060 | o048 | o056 | 090 | 106 | 324 | 562 | 2006 | 1963
Ortho HBsAg Test System 3 931801 ooico | o190 | 017 | 014 | 030 | 061 | 165 | 321 | 1844 | 2167
PRISM™ HBsAg 3A4748 sico [ <200 | 113 | 113 | 108 | 147 | 440 | 575 | 2353 | 3267
VIDAS HBsAg 30300 sico 004 | 012 | oo8 | 019 | 019 | 119 | 181 | 760 | 973
VITROS ECi HBsAg 843 5307 sico 019 | 016 | 015 | 039 | 053 | 371 | 736 | 390 | 490
PCR Detection* nd | Pos | Pos | Pos | pos | Pos | Pos | Pos | Pos
HBsAg concentration* ng/mL <0.1 <0.1 <0.1 <0.1 0.1 0.5 0.9 >2.7 >2.7

MDA Evaluation Report: HBsAg commercial panel data 23



Reference tables

BBl HBsAg seroconversion panel PHM920 (subtype ad)

Product name ELC:T?E;:: Panel ID §PHM920-01 |PHM920-02| PHM920-03| PHM920-04| PHM920-05 |PHM920-06
?I"’r‘)s’ts ;;223 0 5 26 35 37 42
Access® HBs Ag 34220 S/CO 0.22 0.24 0.87 14.07 28.77 188.12
Amerlite HBsAg Il LAN.2212 S/CO 0.09 0.08 0.61 35.95 81.70 469.65
Auszyme monoclonal 1980-24 ob/co -0.03 -0.01 1.98 36.32 40.51 40.14
AXSYM® HBsAg (V2) 7A40-22 SICO 0.63 0.66 1.92 20.74 37.53 103.54
Bioelisa HBsAg 3000-1080 ob/CO 0.14 0.04 0.42 24.12 43.11 55.44
Bioelisa HBsAg colour 3000-1130 ob/COo 0.32 0.34 1.19 15.74 30.37 40.61
COBAS Core HBsAg Il 07/5350/5 ob/co 0.16 0.14 1.60 34.04 68.62 68.62
Enzygnost HBsAg monoclonal Il |OQC110/11 ob/cO 0.41 0.39 1.58 20.61 44.68 48.81
Enzymun-Test HBsAg 1288989 ob/CO -0.09 -0.06 0.69 12.69 30.40 121.56
ETI-MAK-3 P3142 OoD/CO 0.02 0.02 1.29 33.99 58.82 56.62
ETI- MAK-4 (Procedure B) N0019 ob/co 0.18 -0.07 2.39 50.14 81.18 3107.14
Hepanostika HBsAg Uni-Form Il |6019/6023 ob/CO 0.71 0.56 0.96 6.81 18.26 24.29
Heprofile HBsAg M450 ob/CO 0.41 0.47 1.00 13.49 22.45 27.90
IMx HBsAg 2228-20 Rate/CO 0.51 0.52 1.08 6.56 11.39 29.76
(L;giizﬂ‘f’e“i)”BSAg EIA Plus 6110 802 oD/co 0.43 0.45 1.01 10.42 1525 28.85
Microtrak Il HBsAg 8HB29 ob/CO 0.14 0.14 0.26 4.04 9.74 23.19
Monolisa Ag HBs 2nd Gen 72204 ob/CO 0.37 0.40 1.90 53.61 66.70 71.47
Monolisa Ag HBs Plus (Method 3) 72314 OoD/CO 0.11 0.24 1.33 27.66 44.26 3 54.55
Murex HBsAg GE14/15/16 ob/cOo 0.40 0.37 1.00 13.52 24.11 25.79
Murex HBsAg (version 2) GE14/15/16 ob/CO 0.42 0.43 0.81 7.90 13.42 19.23
Murex HBsAg (version 3) GE34/36 ob/CO 0.38 0.46 277 22.06 22.06 22.06
Ortho HBsAg Test System 3 931801 ob/co 0.17 0.17 2.16 47.21 62.00 93.75
PRISM™ HBsAg 3A4748 S/CO 0.65 0.75 4.57 44.46 69.07 167.85
VIDAS HBsAg 30 300 S/CO 0.04 0.04 0.85 17.96 41.92 103.96
VITROS ECi HBsAg 843 5307 S/CO 0.12 0.13 3.55 84.0 218 1250
PCR Detection* Neg IND POS POS POS POS
HBsAg concentration® ng/mL <0.1 <0.1 0.5 >2.7 >2.7 >2.7
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Reference tables

BBl HBsAg seroconversion panel PHM921 (subtype ad)

Product name EL?:E;: Panel ID JPHM921-01|PHM921-02|PHM921-03| PHM921-04| PHM921-05 |PHM921-06
) 0 | s | 1 | e [ we |

Access® HBs Ag 34220 S/CO 1.94 3.71 6.73 31.25 57.49 221.69
Amerlite HBsAg Il LAN.2212 S/CO 2.72 8.32 15.05 78.40 132.55 446.20
Auszyme monoclonal 1980-24 OoD/CO 3.70 10.78 16.89 42.55 38.46 42.55
AxSYM® HBsAg (V2) 7A40-22 S/ICO 2.80 7.09 11.94 43.36 59.02 113.93
Bioelisa HBsAg 3000-1080 ob/CO 2.59 7.57 12.79 34.38 48.28 57.35
Bioelisa HBsAg colour 3000-1130 ob/CO 1.55 6.29 8.02 21.34 34.87 39.89
COBAS Core HBsAg Il 07/5350/5 OoD/CO 3.35 9.37 16.34 58.53 68.62 68.62
Enzygnost HBsAg monoclonal I |OQC110/11 ob/co 1.74 4.48 7.84 30.20 48.63 50.98
Enzymun-Test HBsAg 1288989 ob/CO 1.28 3.71 5.85 23.61 43.86 121.56
ETI-MAK-3 P3142 ob/Cco 3.17 10.44 16.99 44.38 58.82 55.56
ETI- MAK-4 (Procedure B) N0019 oD/CO 4.32 13.54 26.68 82.50 98.00 NT

Hepanostika HBsAg Uni-Form Il |6019/6023 ob/cO 1.35 3.37 531 10.96 16.21 28.63
Heprofile HBsAg M450 ob/CcO 1.61 3.07 4.01 21.92 27.78 26.09
IMx HBsAgQ 2228-20 Rate/CO 1.29 2.46 3.33 11.31 15.00 21.19
:ﬁziz:f?i)HBSAg EIA Plus 6110 802 oD/co 1.49 313 484 14.47 19.02 27.19
Microtrak Il HBsAg 8HB29 ob/cO 0.32 0.91 1.53 6.10 10.85 21.58
Monolisa Ag HBs 2nd Gen 72204 ob/CO 4.64 10.56 16.45 73.43 69.77 73.17
Monolisa Ag HBs Plus (Method 3) 72314 OoD/CO 2.42 5.31 9.11 29.42 46.66 3 5455
Murex HBsAg GE14/15/16 ob/co 1.86 3.95 7.38 21.65 26.79 24.79
Murex HBsAg (version 2) GE14/15/16 ob/CO 111 2.19 3.62 12.53 18.19 19.23
Murex HBsAg (version 3) GE34/36 ob/CO 5.52 13.13 19.30 22.06 22.06 22.06
Ortho HBsAg Test System 3 931801 OoD/CO 5.85 9.05 15.19 73.18 79.60 93.75
PRISM™ HBsAg 3A4748 S/CO 6.50 16.41 27.00 72.85 107.46 207.17
VIDAS HBsAg 30 300 S/CO 2.00 6.19 10.15 3231 56.88 105.96
VITROS ECi HBsAg 843 5307 S/CO 6.83 20.7 37.9 151 238 1100

PCR Detection* POS POS POS POS POS POS

HBsAg concentration* ng/mL 0.7 >2.7 >2.7 >2.7 >2.7 >2.7
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Reference tables

BBI HBsAg seroconversion panel PHM922 (subtype ad)

broduct name Product | " JPAMS22[PHM922[PHM922 PHMS22] PHM922[ PHM922 PHM922] PHM922[ PHM922 PHM922] PHM922[PHM922
number -01 -02 -03 -04 -05 -06 07 .08 -09 -10 11 12
Dayssincel o 2 7 9 14 16 21 24 28 31 35 38

[Access® HBs Ag 34220 sico 021 | 022 | 023 | 024 | 022 | 034 | 200 | 9.93 | 2049 [ 53.82 [ 202.19 [ 443.56
Amerlite HBSAg Il LAN.2212 SICO 0.06 | 0.06 | 005 | 012 | 009 | 026 | 532 | 27.60 | 92.05 | 309.25 |1032.40 |1560.50
/Auszyme monoclonal 1980-24 obico | o000 | -001 | 026 | 020 | 026 | 099 | 7.21 | 29.41 | 38.10 | 38.48 | 30.29 | 40.88
IAXSYM® HBsAg (V2) 7A40-22 sico 088 | 070 | 095 | 086 | 089 | 1.72 | 611 | 17.76 | 49.88 | 98.67 | 163.25 | 201.23
Bioelisa HBSAg 3000-1080 | ob/co | 0.05 | 021 | 012 | 0.10 | 037 | 054 | 7.05 | 20.31 | 41.59 | 51.52 | 59.28 | 56.89
Bioelisa HBsAg colour 3000-1130 | obico | 026 | 026 | 027 | 036 | 042 | 082 | 653 | 17.71 | 32.86 | 39.45 | 41.73 | 40.13
COBAS Core HBsAg Il o7/5350/5 | obico | 017 | 017 | 027 | 031 | 030 | 081 | 7.30 | 25.17 | 68.62 | 68.62 | 68.62 | 68.62
Enzygnost HBsAg monoclonal Il [0QC110/11 | oD/CO || 048 | 0.39 | 0.36 | 0.44 | 050 | 0.84 | 4.61 | 14.03 | 45.30 | 52.30 | 51.95 | 46.37
Enzymun-Test HBsAg 1288989 obico | 003 | 002 | 005 | 012 | 021 | 045 | 315 | 10.25 | 34.87 | 100.86 | 121.56 | 121.56
ETI-MAK-3 P3142 obico | 003 | 014 | 016 | 003 | 008 | 132 | 818 | 26.13 | 56.62 | 57.69 | 57.19 | 58.26
ETI- MAK-4 (Procedure B) N0019 ob/co | 036 | 000 | 029 | 0.18 | 0.89 | 2.39 | 13.61 | 47.36 | 96.64 |2107.14|3107.14 |2 107.14
Hepanostika HBsAg Uni-Form Il [6019/6023 OD/CO 0.65 0.52 0.60 0.70 0.53 0.74 2.55 5.44 20.75 | 19.74 | 24.85 | 18.64
Heprofile HBSAg M450 obico | o060 | 055 | 073 | 066 | 068 | 091 | 251 | 838 | 27.24 | 29.70 | 26.93 | 28.13
IMx HBsAg 2228-20 Rate/CO | 044 | 048 | 055 | 050 | 051 | 0.84 | 242 | 521 | 1352 | 26.25 | 46.60 | 53.27
(LF?rE’)SCﬁS:gS‘A';BSAg BIAPIus 5110802 | opico | 051 | 049 | 049 | 054 | 061 | 089 | 3.18 | 860 | 18.98 | 26.80 | ¢ 28.85|2 28.85
Microtrak Il HBsAg 8HB29 obco | 014 | 014 | 018 | 016 | 024 | 014 | 078 | 279 | 874 | 2003 | 23.72 | 22.89
Monolisa Ag HBs 2nd Gen 72204 ob/co | 031 | 031 | 034 | 043 | 056 | 1.17 | 10.65 | 32.37 | 68.97 | 74.37 | 74.28 | 80.01
Monolisa Ag HBs Plus (Method 3)[72314 obico | 031 | 033 | 024 | 027 | 016 | 075 | 653 | 18.18 | 48.04 | 54.55|3 54.55|3 54.55
Murex HBSAg GE14/15/16 | obico | 053 | 053 | 049 | 057 | 065 | 087 | 355 | 9.42 | 2523 | 24.76 | 25.91 | 23.86
Murex HBSAg (version 2) GE14/15/16 | ob/CO | 058 | 0.47 | 051 | 057 | 050 | 061 | 237 | 442 | 16.92 | 19.23 | 19.23 | 19.23
Murex HBsAg (version 3) GE34/36 obico | 046 | 047 | 067 | 1.04 | 093 | 254 | 11.85 | 22.06 | 22.06 | 22.06 | 22.06 | 22.06
Ortho HBsSAg Test System 3 931801 obico | o011 | 014 | 025 | 031 | 020 | 133 | 866 | 39.21 | 87.42 | 93.75 | 89.73 | 90.99
PRISM™ HBsAg 3A4748 SICO 0.88 | 065 | 087 | 1.08 | 1.13 | 2.60 | 12.53 | 39.10 | 86.53 | 150.67 | 247.18 | 313.95
VIDAS HBSAg 30 300 sico 008 | 023 | 015 | 019 | 015 | 062 | 481 | 16.15 | 47.58 | 83.54 | 125.85 | 129.04
VITROS ECi HBsAg 843 5307 sico 010 | 011 | 020 | 031 | 034 | 186 | 219 | 674 | 241 | 618 | 2230 | 4700
PCR Detection* POS | POS | POS | POS | POS | POS | POS | POS | POS | POS | POS | POS
HBsSAg concentration** ng/mL I <0.1 <0.1 <0.1 <0.1 <0.1 0.3 11 >2.7 >2.7 >2.7 >2.7 >2.7
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Reference tables

BBl HBsAg seroconversion panel PHM923 (subtype ay)

Product name Eﬂonfﬁiﬁ Panel ID IPHM923-01 PHM923-02 | PHM923-03| PHM923-04

tvcoiesa]  © ’ s | 2
Access® HBs Ag 34220 S/CO 0.26 0.26 0.55 0.79
Amerlite HBsAg Il LAN.2212 S/CO 0.07 0.07 0.66 0.47
Auszyme monoclonal 1980-24 oD/CO 0.00 0.08 1.19 1.90
AXSYM® HBsAg (V2) 7A40-22 SJ[ele} 0.71 1.12 1.37 211
Bioelisa HBsAg 3000-1080 OoD/CO 0.13 0.29 0.72 0.90
Bioelisa HBsAg colour 3000-1130 OD/CO 0.30 0.43 1.00 151
COBAS Core HBsAg Il 07/5350/5 OD/CO 0.25 0.32 1.31 1.98
Enzygnost HBsAg monoclonal Il |OQC110/11 OoD/CO 0.55 0.70 1.05 1.34
Enzymun-Test HBsAg 1288989 OD/CO 0.37 0.13 0.58 0.83
ETI-MAK-3 P3142 OD/CO 0.05 0.09 0.85 1.84
ETI- MAK-4 (Procedure B) N0019 OD/CO 0.14 0.39 1.64 2.36
Hepanostika HBsAg Uni-Form Il |6019/6023 oD/CO 0.62 0.71 0.90 1.12
Heprofile HBsAg M450 OD/CO 0.56 0.53 0.79 1.25
IMx HBsSAg 2228-20 Rate/CO 0.55 0.50 0.76 0.71
(Lpargii’jser?;HBSAQ EIA Plus 6110 802 0D/CO 0.43 0.59 0.76 0.85
Microtrak Il HBsAg 8HB29 OD/CO 0.16 0.15 0.23 0.22
Monolisa Ag HBs 2nd Gen 72204 OD/CO 0.43 0.41 1.14 2.10
('\ggfco'f'jf‘ g)gm'?r?ss)m”s I Method 3179314 oD/CO 0.16 0.29 1.06 142
('\g‘;?g'f'jf 1/;% :?:S;D lus [ Method 4 77314 oD/CO 0.07 0.30 2.05 3.56
Murex HBsAg GE14/15/16 OD/CO 0.51 0.56 1.03 131
Murex HBsAg (version 2) GE14/15/16 oD/CO 0.50 0.67 0.80 1.44
Murex HBsAg (version 3) GE34/36 OoD/CO 0.54 0.74 1.63 2.34
Ortho HBsAg Test System 3 931801 OD/CO 0.06 0.23 1.37 2.58
PRISM™ HBsAg 3A4748 S/CO 112 1.25 3.32 521
VIDAS HBsAg 30 300 S/CO 0.12 0.19 0.92 1.19
VITROS ECi HBsAg 843 5307 S/CO 0.15 0.27 2.36 4.35
PCR Detection* I POS POS POS POS
HBsAg concentration* ng/mL I <0.1 <0.1 0.2 05
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Reference tables

BBl HBsAg seroconversion panel PHM924 (subtype ad)

Product name ELOn:‘tL)JZtr Panel ID JPHM924-01|PHM924-02 | PHM924-03 | PHM924-04 | PHM924-05
'z‘:‘;'ts;':ec; 0 23 29 35 43

Access® HBs Ag 34220 S/CO 0.23 0.36 0.51 0.85 3.12
Amerlite HBsAg Il LAN.2212 S/CO 0.08 0.07 1.24 1.17 7.90
Auszyme monoclonal 1980-24 OoD/CO 0.00 0.33 0.77 2.33 9.24
AXxSYMP® HBsAg (V2) 7A40-22 S/CO 0.73 1.10 1.34 2.39 6.91
Bioelisa HBsAg 3000-1080 OoD/CO 0.40 0.66 1.25 2.34 8.16
Bioelisa HBsAg colour 3000-1130 OoD/CO 0.26 0.56 0.81 1.23 6.35
COBAS Core HBsAg Il 07/5350/5 OoD/CO 0.26 0.53 1.05 243 8.77
Enzygnost HBsAg monoclonal Il |OQC110/11 OoD/CO 0.43 0.46 0.73 1.48 4.62
Enzymun-Test HBSAg 1288989 OoD/CO -0.05 0.10 0.36 0.99 3.70
ETI-MAK-3 P3142 OoD/CO 0.02 0.30 0.74 2.84 10.00
ETI- MAK-4 (Procedure B) NO0019 OoD/CO -0.29 0.43 1.29 4.18 15.43
Hepanostika HBsAg Uni-Form Il |6019/6023 OoD/CO 0.46 0.63 0.69 111 297
Heprofile HBsAg M450 OoD/CO 0.33 0.57 0.89 1.09 3.32
IMx HBsAg 2228-20 Rate/CO 0.48 0.68 0.84 1.05 246
:'P"":)iizz‘i?i)”BSAg EIA Plus 6110 802 0D/CO 0.45 0.70 0.85 1.32 353
Microtrak 1l HBsAg 8HB29 OoD/CO 0.15 0.15 0.18 0.24 0.89
Monolisa Ag HBs 2nd Gen 72204 OoD/CO 0.37 0.55 1.09 243 9.71
Monolisa Ag HBs Plus (Method 3) |72314 OoD/CO 0.11 0.58 111 1.69 6.78
Murex HBsAg GE14/15/16 OoD/CO 0.56 0.56 0.77 1.42 442
Murex HBsAg (version 2) GE14/15/16 OoD/CO 0.49 0.71 0.88 1.33 477
Murex HBsAg (version 3) GE34/36 OoD/CO 0.49 0.88 1.68 341 11.30
Ortho HBsAg Test System 3 931801 OoD/CO 0.19 0.57 0.94 2.46 9.48
PRISM™ HBsAg 3A4748 S/CO 0.70 1.19 221 4.60 15.39
VIDAS HBsAg 30 300 S/CO 0.00 0.23 0.54 1.35 5.38
VITROS ECi HBsAg 843 5307 S/CO 0.10 0.39 1.36 4.26 17.2
PCR Detection*! Ind POS POS POS POS
HBsAg concentration** ng/mL <0.1 <0.1 0.2 0.5 21
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Reference tables

BBl HBsAg seroconversion panel PHM925 (subtype indeterminate)

Product name ELC:;‘E;: Panel ID JPHM925-01| PHM925-02 | PHM925-03| PHM925-04 | PHM925-05
trarbiced | ° ; ° “ il
AXSYM® HBsAg (V2) 7A40-22 S/ICO 0.67 0.85 121 242 2.50
ETI- MAK- 4 N0019 OoD/CO 0.38 0.81 1.56 2.81 4.59
Hepanostika HBsAg Uni-Form Il 6019/6023 OoD/CO 0.58 0.07 0.08 1.52 1.07
Murex HBsAg (version 2) GE14/15/16 OD/CO 0.43 0.41 0.63 0.94 0.93
Murex HBsAg (version 3) GE34/36 OoD/CO 0.65 1.04 1.89 3.82 4.39
Roche Amplicor HBsAg PCR*! copies/ml <4x10° <4x10? 2x10° 5x10° 1x10*

BBI HBsAg seroconversion panel PHM926 (subtype indeterminate)

Product name Product | panel i RPHM926 -[PHM926 -[PHMI26 -] PHM926 - TPHMO26 - [ PHM926 -[PHM926 -[PHME26 -
number 01 02 03 04 05 06 o7 08

Days since 0 2 9 13 15 20 3 27
first bleed

AxSYM © HBsAg (V2) 7A40-22 sico 0.56 0.61 0.95 1.12 1.42 264 4.33 10.25

ETI- MAK- 4 N0019 oD/CO -0.03 0.34 0.97 2.09 3.44 7.84 10.66 26.44

Hepanostika HBsAg Uni-Form I 6019/6023 |OD/CO 0.38 0.04 0.56 0.78 1.03 1.59 1.93 4.08

Murex HBsAg (version 2) GE14/15/16 |ODICO 0.38 0.37 0.50 0.57 0.75 121 172 3.50

Murex HBsAg (version 3) GE34/36 oDICO 0.56 0.56 1.18 2.24 3.74 9.40 15.16 32.58

Roche Amplicor HBV Monitor™+ ‘copies/mll <4 x 10 <4x102| 2x10° | 6x10 ‘ 1x10* | 6x10* | 1x10° | 6 x 10°

BBl HBsAg seroconversion panel PHM927 (subtype indeterminate)

Product name ELOrT?ll)Jgtr Panel ID JPHM927-01|PHM927-02| PHM927-03| PHM927-04 | PHM927-05| PHM927-06
Days since 0 4 7 11 14 18
first bleed
AXSYM® HBsAg (V2) 7TA40-22 S/CO 0.76 1.10 2.06 6.47 14.22 53.27
ETI- MAK- 4 N0019 OoD/CO 0.38 2.00 3.91 16.22 37.97 93.75
Hepanostika HBsAg Uni-Form || 6019/6023 OD/CO 0.63 0.86 1.34 4.60 10.90 30.15
Murex HBsAg (version 2) GE14/15/16 |OD/CO 0.46 0.60 0.81 2.29 5.21 18.30
Murex HBsAg (version 3) GE34/36 ob/CO 0.82 2.00 4.15 14.07 3157 33.71
Roche Amplicor HBV Monitor ™+t copies/ml 8 x 10° 4x10° 2 x10* 5x 10 2% 10° 8x10°
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Reference tables

BBl HBsAg seroconversion panel PHM928 (subtype ad)

Product name :[lon‘:sgtr Panel ID JPHM928-01| PHM928-02PHM928-03| PHM928-04 |PHM928-05| PHM928-06 [ PHM928-07
S o 0 2 7 9 14 16 21
AXSYM ® HBsAg (V2) 7A40-22 SICO 0.53 0.46 0.68 1.18 3.52 4.32 36.45
ETI- MAK- 4 N0019 oD/CO 0.00 0.22 0.44 1.03 5.84 9.75 71.88
Hepanostika HBsAg Uni-Form I 6019/6023 OD/CO 0.41 0.45 0.54 0.79 2.22 2.78 21.66
Murex HBsAg (version 2) GE14/15/16 OD/CO 0.39 0.42 0.46 0.51 1.25 150 11.24
Murex HBsAg (version 3) GE34/36 oD/CO 0.42 0.52 1.18 1.25 6.34 7.84 33.71
Roche Amplicor HBV Monitor ™+ copies/ml I <4 x10° 6x10° ‘ 5 x 10° | 1x10* ‘ 2x10° | 2x10° ‘ 8x10°

BBl HBsAg seroconversion panel PHM929 (subtype ad)

Product

Product name panel ID JPHM929 -] PHM929 - | PHM929 - | PHM929 - [ PHM929 -| PHM929 -| PHM929 - | PHM929 - [ PHM929 -
number 01 02 03 04 05 06 07 08 09
Days since
first bleed 0 4 7 11 14 18 21 25 29
AxSYM® HBsAg (V2) 7A40-22 SICO 0.48 0.67 0.61 0.73 117 161 2.80 7.25 18.93
ETI- MAK- 4 NO0019 OD/CO 0.13 0.06 0.38 0.44 125 3.28 5.72 16.06 42.16
Hepanostika HBsAg Uni-Form Il 6019/6023 OD/CO 0.35 0.35 0.44 0.51 0.58 1.02 161 3.60 9.91
Murex HBsAg (version 2) GE14/15/16 OD/CO 0.37 0.39 0.45 0.44 0.50 0.74 1.09 210 5.75
Murex HBsAg (version 3) GE34/36 OD/CO 0.43 0.47 0.60 0.75 138 2.90 4.98 11.94 29.69

Roche Amplicor HBV Monitor™ *

| copies/ml I <4x10°

<4x102‘ 4x10° ‘ 1x10° | 4x10° | 1x10° | 3x10° ‘ 8x 10" ‘ 3x10° |

BBl HBsAg seroconversion panel PHM930 (subtype ad)

Product name EL?:;)‘;: Panel ID JPHM930-01 | PHM930-02| PHM930-03| PHM930-04 | PHM930-05
el 3 8 12 15
AXSYM® HBsAg (V2) 7A40-22 S/efe) 0.76 154 10.76 31.10 54.96
ETI- MAK- 4 N0019 oD/CO 0.19 1.75 16.06 42.94 93.75
Hepanostika HBsAg Uni-Form Il  [6019/6023 oD/CO 0.39 1.10 6.97 17.81 37.95
Murex HBsAg (version 2) GE14/15/16 oD/CO 0.37 0.72 3.36 9.07 22,57
Murex HBsAg (version 3) GE34/36 oD/CO 0.60 3.02 19.45 33.71 33.71
Roche Amplicor HBV Monitor™ *1 copies/ml 1x10* 6x10* 2x10° 3x10° 1x10°
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Reference tables

BBl HBsAg seroconversion panel PHM931 (subtype indeterminate)

Product name Product | oo i [ PHME31- | PHME31- | PHMS3L- | PHMI31- | PHMOS1- | PHMI31- | PHM931- | PHMES1-
number 01 02 03 04 05 06 07 08
Days since
o load 0 5 12 14 19 21 26 28
AxSYM® HBsAg (V2) 7A40-22 S/ICO 0.61 0.59 0.74 0.83 1.75 2.62 7.31 12.96
ETI- MAK- 4 NO0019 OoD/CO 0.25 0.19 0.56 0.72 2.22 3.22 14.75 29.66
Hepanostika HBsAg Uni-Form Il 6019/6023 OoD/ICO 0.37 0.40 0.49 0.50 0.82 1.25 3.76 7.73
Murex HBsAg (version 2) GE14/15/16 OoD/CO 0.43 0.41 0.42 0.48 0.66 0.83 2.27 4.04
Murex HBsAg (version 3) GE34/36 OoD/CO 0.48 0.56 0.80 0.99 2.24 3.45 12.97 26.82
Roche Amplicor HBV Monitor™ * copies/ml || <4x10% | <4x1¢ | 3x10° | 7x10® | 2x1¢ | 5x10* | 1x10° | 2x10°

BCP HBsAg seroconversion panel HBV 6271 (Donor no. 61248)

Product name ELon?SZtr panel ID | 6271-01 | 627102 | 6271-03 | 6271-04 | 6271-05
Days since 0 3 7 12 18
first bleed
ACCESS HBsAg 34220 SICO 0.26 0.29 0.44 1.02 7.54
AXSYM® HBsAg (V2) 7A40-22 S/CO 0.58 0.77 0.97 2.84 17.09
ETI- MAK-4 N0019 OD/CO 0.04 0.36 1.25 8.36 53.93
Hepanostika Uniform Il HBsAg |6019 OD/CO 0.49 0.52 0.70 2.49 14.08
Labsystems HBsAg EIA Plus 6110 802 OoD/CO 0.46 0.49 0.70 1.62 8.84
Monolisa Ag HBs Plus 72314 OD/CO 0.22 0.24 0.40 2.02 12.09
Murex HBsAg version 2 GE/14/15/16 OD/CO 0.51 0.57 0.69 231 12.28
Murex HBsAg version 3 GE/34/36 OD/CO 0.60 0.81 171 7.75 23.26
VITROS ECi HBsAg 843 5307 SICO 0.14 0.20 0.80 8.37 68.6

MDA Evaluation Report: HBsAg commercial panel data 31



Reference tables

BCP HBsAg seroconversion panel HBV 6272 (Donor no. 61291)

Product name Product | o\ M6272- [6272-(6272- [6272-6272-|6272-|6272-|6272-|6272-(6272-|6272-|6272-(6272- (6272- |6272- [6272- |6272- [6272- |6272- (6272-(6272-|6272-(6272-|6272-(6272-|6272-
number 01|02 |03 |04 |05 06|07 08|09 10f120]22]|23 |24 (15|16 |27 |18 |19 [20] 21| 22| 23| 24| 25| 26

'?Ifsyfbfégge 0 2 7 | 23| 25| 30| 32| 37| 3 | 44| 46| 51|53 |58 |60 |65)|67 | 72|74 ]|94]| 97| 101]|104] 108]( 111 115

IACCESS HBsAg 34220 s/ico [0.27 (0.30 (0.30|0.27 | 0.26| 0.27 [ 0.30 [ 0.27 0.26 | 0.29 | 0.30 [ 0.42|0.29 | 0.32 | 0.29 [0.33 [0.27 | 0.22 | 0.25 [ 0.30 [ 0.29| 0.33] 0.31 | 0.35| 0.35 [ 0.50
IAXSYM® HBsAg (V2) 7A40-22 s/co [§0.53|0.55(0.62 [0.60 |0.49| 0.57 | 0.63 [ 0.52 | 0.53 | 0.64 | 0.71 | 0.56 [ 0.56 | 0.55 | 0.60 | 0.59 [0.64 [0.52 |0.62 | 1.06 [ 1.31 | 1.56 | 2.00 | 2.84 | 3.46 [ 5.57
ETI- MAK-4 N0019 obD/cO [§0.18 | 0.00 |-0.07-0.39(-0.04| 0.00 | -0.04| 0.32 | 0.18 | -0.11| 0.00 | -0.36( 0.00 | 0.04 |-0.07|0.29 | 0.18 [0.11 [0.11 |0.29| 0.79  1.25( 1.55| 3.28| 7.8312.31
Hepanostika Uniform Il HBsAg [6019 obp/co [0.48 |0.47 |0.52 [0.50 [0.49 | 0.49]| 0.51| 0.44 [ 0.48| 0.51| 0.57 | 0.44 |0.48 [0.49 | 0.52 | 0.45 | 0.48 [0.56 [0.52 | 0.53| 0.59 [ 0.69 | 0.75| 1.03| 1.88| 3.44
Labsystems HBsAg EIA Plus [6110 802 oD/cO [0.55 |0.48 | 0.44 |0.45 [0.45| 0.50| 0.51 0.45 [ 0.57 | 0.51 | 0.45| 0.44 | 0.45 [0.52 | 0.51 | 0.44 | 0.59 [0.46 |0.45 | 0.45| 0.47 [ 0.56 [ 0.59 | 0.61 | 0.96 | 0.90
Monolisa Ag HBs Plus 72314 obn/co [§0.29 |0.02|0.13 [0.04 [0.16]0.13]| 0.09 0.24 [ 0.29 | 0.04 | 0.18 | 0.04 [ 0.13 [0.16 | 0.11 | 0.33 | 0.33 [0.02 [0.16 | 0.02| 0.16 [ 0.22 [ 0.13| 0.38 | 0.76 | 1.60
Murex HBSAg version 2 GE/14/15/16 | OD/CO [ 0.54 |0.47 |0.36 | 0.50 [0.51 | 0.51 | 0.48| 0.53 0.50 | 0.49 | 0.36 | 0.57 | 0.50 [0.53 | 0.50 | 0.62 | 0.47 | 0.50 [0.49 | 0.47 | 0.52| 0.52 | 0.54 | 0.64 ] 0.85| 1.21
Murex HBsAg version 3 GE/34/36 ob/co [0.56 |0.56 | 0.56 [0.56 [0.49 | 0.68 | 0.52 0.50 [ 0.51 | 0.53 | 0.51 | 0.54 [ 0.53 [0.65 | 0.54 | 0.58 | 0.64 [0.67 [1.41|1.00| 1.31(1.60 [ 2.26 | 3.31| 4.93 | 8.36
\VITROS ECi HBsAg 843 5307 s/ico [o0.13]0.12(0.11 [0.12 |0.13] 0.13| 0.13| 0.11| 0.12] 0.13| 0.13| 0.14[0.12 | 0.13 | 0.12 | 0.13 [0.14 [ 0.15 | 0.12 | 0.14 | 0.14 | 0.16 | 0.23| 0.53 | 1.86 | 6.72
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Reference tables

BCP HBsAg seroconversion panel HBV 6273 (Donor no. 61042)

Product name ELOn?gZ: Panel ID 6273-01 6273-02 6273-03 | 6273-04 | 6273-05 | 6273-06
??Zts oaas 0 3 7 14 25 30
ACCESS HBsAg 34220 S/CO 0.28 0.28 0.28 0.33 111 5.33
AXSYM® HBsAg (V2) 7TA40-22 S/CO 0.78 0.60 0.57 0.96 4.82 31.54
ETI- MAK-4 N0019 OoD/CO 0.10 0.00 0.00 0.52 12.83 80.86
Hepanostika Uniform Il HBsAg |6019 OoD/CO 0.56 0.53 0.49 0.71 3.26 19.12
Labsystems HBsAg EIA Plus 6110 802 OD/CO 0.50 0.50 0.53 0.86 2.60 12.51
Monolisa Ag HBs Plus 72314 OD/CO 0.20 0.02 0.16 0.24 231 15.91
Murex HBsAg version 2 GE/14/15/16 OoD/CO 0.51 0.42 0.49 0.44 1.97 10.13
Murex HBsAg version 3 GE/34/36 OoD/CO 0.51 0.57 0.54 0.90 9.68 23.26
VITROS ECi HBsAg 843 5307 S/CO 0.14 0.13 0.13 0.38 12.9 90.8

BCP HBsAg seroconversion panel HBV 6274 (Donor no. 61799)

Product name ELC:T?;’ grt Panel ID | 627401 | 6274-02 | 6274-03 | 6274-04 | 6274-05 | 6274-06 | 6274-07
'?I?Zf ;Iigzde 0 4 8 11 15 18 22
ACCESS HBsAg 34220 sico 0.33 0.52 0.50 0.49 173 348 | 1745
AXSYM® HBsAg (V2) 7A40-22 sico 0.88 1.25 1.98 332 | 1092 | 2147 | s825
ETI- MAK-4 N0019 oDICo 0.76 1.86 5.60 1231 | 3845 | 7869 | =10345
Egzzgosm‘a Uniform 1i 6019 oDICo 0.62 0.76 114 1.30 6.84 1723 | 3885
Labsystems HBsAg EIA Plus|6110 802 0oDICO 0.65 0.69 0.87 1.00 3.36 9.77 | 1965
Monolisa Ag HBs Plus 72314 0oDICO 0.38 0.36 0.47 0.42 391 1038 | 3458
Murex HBsAg version 2 |GE/14/15/16 | ODICO 0.47 0.57 0.81 1.19 3.44 794 | 1696
Murex HBsAg version 3 |GE/34/36 0oDICO 1.00 1.68 3.13 471 | 1537 | 2326 | 2326
Vitros ECi HBsAg 843 5307 sico 0.46 1.04 191 2.70 8.1 63.3 247
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Reference tables

BCP HBsAg seroconversion panel HBV 6275 (Donor no. 61066)

Product name EL?:ES: Panel ID 6275-01 6275-02 | 6275-03 | 6275-04 | 6275-05 | 6275-06 | 6275-07
22’? ble”e%e 0 2 7 9 22 27 29
ACCESS HBsAg 34220 S/ICO 0.27 0.31 0.40 0.40 1.14 2.87 3.07
AXSYM® HBsAg (V2) 7A40-22 S/ICO 0.55 0.53 2.03 1.16 4.05 8.45 10.22
ETI- MAK-4 NO0019 ob/CO 0.21 0.14 0.31 0.45 6.28 19.83 24.79
Hepanostika Uniform Il HBsAg |6019 ob/COo 0.53 0.51 0.62 0.58 2.39 5.66 5.93
Labsystems HBsAg EIA Plus 6110 802 ob/COo 0.45 0.56 0.57 0.55 1.30 3.05 4.86
Monolisa Ag HBs Plus 72314 ob/COo 0.38 0.27 0.22 0.24 2.00 7.71 8.67
Murex HBsAg version 2 GE/14/15/16 ob/COo 0.53 0.50 0.54 0.61 164 4.24 5.46
Murex HBsAg version 3 GE/34/36 ob/Cco 0.57 0.54 0.90 0.94 5.47 13.36 18.57
Vitros ECi HBsAg 843 5307 S/ICO 0.17 0.19 0.45 0.55 8.91 28.80 38.80

BCP HBsAg seroconversion panel HBV 6276 (Donor no. 60409)

Product name E[ﬁ:gg panel ID || 627601 | 627602 | 6276-03 | 6276-04 | 6276-05 | 6276-06 | 6276-07 | 6276-08

'?I?Zts ;‘l?ec de 0 3 7 10 14 17 2 29
ACCESS HBsAg 34220 sico 0.26 0.27 0.24 025 0.27 0.33 0.39 0.53
AxSYM® HBsAg (V2) 7A40-22 sico 0.65 0.61 0.53 063 0.64 0.53 0.98 118
ETI- MAK-4 N0019 oDICO 0.10 0.21 0.21 0.10 0.07 -0.07 1.24 235
Hepanostika Uniform Il HBsAg |6019 OD/CO 0.48 0.49 0.54 0.53 0.53 0.54 0.83 0.97
Labsystems HBsAg EIA Plus |6110 802 oDICO 0.56 0.47 0.55 054 0.48 0.46 0.64 0.87
Monolisa Ag HBs Plus 72314 oDICO 0.13 0.24 0.29 0.07 0.18 0.11 053 0.69
Murex HBsAg version 2 GE/14/15/16 OD/CO 0.50 0.51 0.52 0.47 0.50 0.49 0.66 0.78
Murex HBsAg version 3 GE/34/36 oDICO 0.56 0.56 0.52 0.61 0.68 0.69 124 178
Vitros ECi HBsAg 8435307 sico 0.15 0.14 0.18 0.16 0.17 0.18 113 1.42
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Reference tables

BCP HBsAg seroconversion panel HBV 6277 (Donor no. 63291)

Product name Product | Panel ID j§ 6277-01|6277-02|6277-03|6277-04|6277-05|6277-06|6277-07 [6277-08 |6277-09|6277-10|6277-11
number
Days since 0 4 21 26 28 33 35 40 42 47 49
first bleed
[AXSYM®™ HBsAg (V2) 7A40-22 S/ICO 0.38 0.47 0.42 0.47 0.52 0.66 0.88 1.71 2.82 9.43 10.18
ETI- MAK-4 NO019 oD/CO 0.13 0.09 0.19 0.16 0.47 1.13 1.63 7.91 6.97 61.41 35.50
Murex HBsAg version 3 |GE/34/36 OoD/CO 0.51 0.54 0.42 0.52 0.57 0.88 1.60 2.87 6.17 19.61 32.33
BCP HBsAg seroconversion panel HBV 6278 (Donor no. 63426)
Product name Product Panel ID 6278-01 | 6278-02 | 6278-03(6278-04 |1 6278-05|6278-06 | 6278-07| 6278-08 | 6278-09 | 6278-10| 6278-11
number
Days since 0 4 8 12 16 19 23 26 33 37 41
first bleed
AXSYM® HBsAg (V2) 7A40-22 S/ICO 0.51 0.49 0.60 1.43 6.57 34.17 65.32 | 126.21 | 205.08 | 172.53 | 145.05
ETI- MAK 4 N0019 OoD/CO 0.03 0.34 0.56 4.22 24.09 93.75 93.75 | 93.75 93.75 93.75 | 93.75
Murex HBsAg version 3 |GE/34/36 oD/CO 0.43 0.58 0.75 3.87 18.00 33.71 33.71 33.71 33.71 33.71 33.71
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Reference tables

BCP HBsAg seroconversion panel HBV 6279 (Donor no. 63701)

Product name SL?:?&:: Panel ID | 627901 | 6279-02 | 6279-03 | 6279-04 | 6279-05 | 6279-06 | 6279-07
Days since 0 12 14 19 21 2% 28
first bleed
AXSYM® HBsAg (V2) 7A40-22 sicO 051 0.56 0.43 0.48 0.55 0.76 117
ETI- MAK-4 NOO19 0DICO 1.06 0.50 0.34 031 0.91 1.97 422
Murex HBSAg version 3 |GE/34/36 0oD/CO 052 0.49 0.47 0.65 0.78 1.48 475

BCP HBsAg seroconversion panel HBV 6280 (Donor no. 61832)

Product name EL?:?EZ: Panel ID | 6280-01 | 6280-02 | 6280-03 | 6280-04 | 6280-05
Days since 0 13 15 21 27
first bleed
AXSYM® HBsAg (V2) 7A40-22 SICO 0.62 1.26 1.92 7.13 29.26
ETI- MAK-4 N0019 ODICO 0.13 4.66 1038 | 54.88 | 93.75
Murex HBsAg version 3 GE/34/36 OD/CO 8.08 1.61 2.84 12.21 33.71
Research use PCR*® copies/ml 4x10° 2.1x10* |1.9x10*|2.8x10°| 4.7 x 10°
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Reference tables

BCP HBsAg seroconversion panel HBV 6281 (Donor no. 62433)

Product name E[ﬁggg: Panel ID | 6281-01 |6281-02|6281-03|6281-04|6281-05|6281-06|6281-07(6281-08{6281-09(6281-10/6281-11|6281-12
Days since
first bleed 0 5 7 13 19 22 33 36 41 43 50 54
Abbott Auszyme HBsAg* 1980-24 OD/CO 0.10 0.10 0.27 0.30 0.40 1.11 5.22 6.71 | 11.12 2.93 0.17 0.10
AxSym HBsAg* 7A44-20 S/CO 0.57 0.59 0.55 0.63 0.81 1.63 3.50 511 9.53 2.54 0.55 0.58
AXSYM® HBsAg (V2) 7A40-22 S/CO 0.82 0.58 0.71 0.91 0.84 1.43 3.50 5.53 | 12.10 3.73 0.69 0.72
COBAS core HBsAg Il EIA* 07/5350/5 OD/CO 0.13 0.24 0.22 0.50 0.67 1.50 5.46 7.33 | 17.20 3.59 0.37 0.15

Enzygnost HBsAg monoclonal II* 0OQC110/11 | ODI/CO 0.42 0.37 0.40 0.49 0.66 1.29 2.54 3.48 6.94 1.86 0.40 0.44

Enzymun HBsAg* 1288989 SICO 0.40 0.54 0.40 0.30 0.57 1.92 6.70 8.57 | 1496 | 4.38 0.33 0.45
ETI-MAK 3 HBsAg* P3412 oD/CO 0.21 0.22 0.18 0.31 0.47 1.08 2.21 4.40 7.52 1.70 0.24 0.20
ETI- MAK-4 N0019 oD/CO -0.10 0.14 0.07 0.14 0.48 2.76 | 12.76 | 15.83 | 32.07 | 7.79 0.10 -0.17

Hepanostika HBsAg Uni-Form II* 6019/6023 OD/CO 0.41 0.55 0.40 0.52 0.64 1.56 4.05 5.25 | 11.04 | 2.78 0.36 0.37

Immulite HBSAg LKHB1 SICO 0.43 0.40 0.46 0.50 0.53 1.12 2.55 3.27 7.42 2.04 0.38 0.36

Labsystems HBsAg EIA Plus 6110 802 oD/CO 0.43 0.54 0.51 0.49 0.65 0.77 1.41 2.038 3.50 1.38 0.51 0.43

Monolisa Ag HBs Plus / Method 3

. 72314 oD/CO 004 | 007 | -002 | 013 | 0.18 | 038 | 1.13 | 151 | 5.80 | 0.69 | -0.07 | 0.11
(37°C for 60 mins)

Monolisa Ag HBs Plus /Method 4 1,4, ooico § 016 | 005 | 019 | 026 | 0.05 | 088 | 374 | 377 | 17.49 | 2.00 | 009 | 0.21
(37°C for 120 mins)

Ortho HBsAg ELISA Test System 3* |931801 OD/CO 055 | 041 | 055 | 0.80 | 1.16 | 3.34 | 11.20 | 14.84 | 27.73 | 6.76 | 0.43 | 0.32
PRISM HBsAg* 3A47-48 SICO 030 | 028 | 031 | 069 | 1.14 | 426 | 1857 | 26.09 | 42.93 | 13.46 | 0.21 | 0.22
VIDAS HBsAg* 30 300 SICO 012 | 014 | 011 | 028 | 036 | 1.34 | 336 | 431 | 9.82 | 2.21 | 0.07 | 0.08
Research use PCR*® copies/mll 1x10% | 2x10? | 5x10° | 2x10° |1.7x10%| 6.5x10%| 2.7x10% | 2x10* | 8.1x10°%| 4.7x10°| <1x10? | <1x10?
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Reference tables

BCP HBsAg seroconversion panel HBV 6282 (Donor no. 62675)

Product name Eﬂ?r?ggrt Panel ID | 6282-01|6282-02 | 6282-03 | 6282-04 | 6282-05 | 6282-06 | 6282-07 | 6282-08 | 6282-09 | 6282-10 | 6282-11 | 6282-12 | 6282-13 | 6282-14
Days since
firet blead 0 2 7 12 14 19 21 26 28 33 35 40 43 47
IAXSYM® HBsAg (V2) 7A40-22 S/CO 0.41 0.39 0.43 0.48 0.57 1.06 1.64 6.78 | 10.02 | 29.58 | 56.39 | 139.15 | 149.26 | 199.84
ETI- MAK-4 N0019 0oD/CO 0.07 003 | -0.07 | 0.7 0.80 2.40 520 | 2543 | 3593 | 88.93 | 100.00 | 100.00 | 100.00 | 100.00
Murex HBsAg (version 3)  |GE34/36 0oD/CO 0.51 0.50 0.47 0.60 0.88 2.21 400 | 17.44 | 2332 | 31.92 | 31.92 | 31.92 | 31.92 | 31.92
Research use PCR*3 copies/ml | 5x10? | 5x10% | 5x 10% |[7.1x 10% 8.2 x 10*|6.5 x 10%/ 1.9 x 10°| 2 x 10° [7.5x 10°| 2.7 x 10°|6.7 x 10°%| 3.1 x 107[4.3 x 107| >5 x 10’
BCP HBsAg seroconversion panel HBV 6288 (Donor no. 63568)
Product name Ea‘ﬁgecrt Panel ID I 6288-01 | 6288-02|6288-03 | 6288-04 | 6288-05 | 6288-06 | 6288-07 | 6288-08 | 6288-09
Days since
first bleed 0 3 7 10 14 17 21 24 28
IAXSYM® HBsAg (V2) 7A40-22 S/CO 0.36 0.43 0.48 0.56 0.87 1.74 3.38 4.61 7.56
ETI- MAK-4 N0019 OD/CO 0.10 0.13 0.27 0.70 1.97 4.17 10.37 | 15.07 | 22.47
Murex HBsAg (version 3) GE34/36 | OD/CO 0.57 0.64 0.72 1.00 1.76 3.30 7.31 | 11.67 | 15.01
Research use PCR*® copies/mll 5x10% | 4x10° [3.2x10°(6.2x10%| 1x10* [2.4x 10%[ 2.2 x 10*|4.4 x 10*| 7.2 x 10*
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Reference tables

BCP HBsAg seroconversion panel HBV 6291 (Donor no. 64121)

Product name EL‘;:;’;: Panel ID [ 6291-01 | 6291-02 | 6291-03 | 6291-04 | 6291-05 | 6291-06 | 6291-07 | 6291-08
'?if;’ts;g‘ec - 0 2 8 10 15 27 34 36
AXSYM® HBsAg (V2) 7A40-22 SICO 0.43 0.39 0.46 0.43 0.42 1.55 5.10 8.07
ETI- MAK-4 N0019 oD/CO -0.10 0.03 -0.07 -0.03 -0.10 3.53 1547 | 26.83
Murex HBsAg (version 3) GE34/36 OoD/CO 0.51 0.50 0.56 0.48 0.60 2.98 10.78 16.76
Research use PCR*® copies/ml | 1x10% | 1x10% | 1x10? | 5x10? | 5x10% | 3.4 x 10®|6.3 x 10*| 6.3 x 10*

BCP HBsAg seroconversion panel HBV 6292 (Donor no. 64006)

Product name :Lonfg:r panel ID | 6292-01 | 6292-02( 6292-03 | 6292-04 | 6292-05| 6292-06 | 6292-07 | 6292-08 6292-09 | 6292-10 |6292-11 | 6292-12
Days since 0 2 9 11 21 23 29 35 42 44 49 52
AXSYM® HBsAg (V2) 7A40-22 s/co 035 | 041 | 044 | 049 | 058 | 046 | 072 176 | 1177 | 17.85 | 58.17 | 89.93
ETI- MAK-4 N0019 ob/co 010 | 007 | -0.13 | 010 | -0.08 | 008 | 110 | 3.77 | 3440 | 55.97 | 100.00| 100.00
Murex HBsAg (version 3)  |GE34/36 ob/co 051 | 049 | 056 | 047 | 071 | 066 | 127 | 331 | 2233 | 3120 | 3120 | 31.20
Research PCR*® copies/ml J<1 x 10*| <1 x 10?[ 2 x 10* | <1 x 10°|5.5 x 10%[1.2 x 10%[2.6 x 10°|2.1 x 10*|6.6 x 10°}1.5 x 10°|7.5 x 1091.9 x 10°

BCP HBsAg seroconversion panel HBV 6293 (Donor no. 64132)

Product name EL?:EE: Panel ID 6293-01 | 6293-02 | 629303 | 6293-04 | 6293-05 | 629306 | 6293-07
2‘2’: k;'e”:; 0 6 9 15 23 29 35
AXSYM® HBsAg (V2) 7A40-22 SIco 043 059 0.49 0.91 6.30 3382 133.45
ETI- MAK-4 NO0019 oDICO -0.17 030 -0.07 1.27 14.40 76.30 100.00
Murex HBsAg (version 3) GE34/36 0oD/Co 056 061 0.71 1.25 9.15 3192 31.92
Research PCR*® copies/ml 5 x 10° 5x10% | 75x10? | 5.1x10° | 42x10* | 1.8x10° | 22x10°
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Reference tables

BBI HBsAg low-titre panel PHA103

Product name Product [ o/ o] PHA [ PHA [ PHA [ PHA [ PHA [ PHA [ PHA [ PHA [ PHA [ PHA | PHA | PHA | PHA | PHA [ PHA
number 103-01 | 103-02| 103-03| 103-04 | 103-05| 103-06 | 103-07| 103-08| 103-09| 103-10| 103-11 | 103-12| 103-13| 103-14 | 103-15
Subtype Ind ad ad Ind ad ad ad ay Neg ad Ind Ind ay ad ad
Access® HBs Ag 34220 S/CO 0.62 1.75 1.11 0.49 0.61 1.83 0.68 0.71 0.23 1.20 0.53 0.61 0.79 3.00 1.22
AXSYM® HBsAg (V2) 7A40-22 S/CO 2.02 3.02 3.55 1.14 2.10 4.02 1.28 1.67 0.65 3.99 1.00 2.47 1.81 4.27 2.78
Bioelisa HBsAg colour 3000-1130 | OD/CO 1.07 3.21 241 0.93 1.97 3.90 1.25 1.75 0.30 4.00 0.98 1.20 1.39 3.53 2.18
ETI- MAK-4 N0019 OD/CO 1.79 5.83 5.93 1.52 3.07 6.90 1.66 3.03 -0.10 7.72 1.03 4.03 3.10 8.00 5.45

Hepanostika HBsAg Uni-Form I 6019/6023 | OD/CO 0.66 1.27 1.22 0.55 0.79 142 0.85 0.99 0.27 0.42 0.56 0.81 1.08 1.82 1.64

Labsystems HBsAg EIA Plus 6110802 |opicoll 069 | 141 | 077 | 057 | 091 | 150 | 058 | 086 | 043 | 155 | 063 | 091 | 090 | 204 | 1.30
Monolisa Ag HBs Plus (Method 3) |72314 obico | 098 | 311 | 104 | 064 | 140 | 260 | 104 | 142 | 020 | 282 | 1.13 | 158 | 1.62 | 378 | 256
Monolisa Ag HBs Plus (Method 4) |72314 obico § 151 | 642 | 277 | 149 | 201 | 7.33 | 216 | 358 | 005 | 491 | 119 | 349 | 342 | 833 | 479
Murex HBsAg GE14/15/16 | opico | 088 | 120 | 138 | 057 | 083 | 1.55 | 068 | 0.77 | 045 | 150 | 059 | 0.890 | 0.76 | 1.48 | 1.08
Murex HBsAg (version 2)* GE14/15/16 | opbico | 139 | 174 | 195 | 091 | 140 | 243 | 095 | 122 | 049 | 323 | 083 | 157 | 118 | 287 | 195
Murex HBsAg (version 2)® GE14/15/16 | obico | 0.96 | 142 | 150 | 080 | 091 | 148 | 085 | 100 | 061 | 140 | 084 | 1.16 | 089 | 178 | 142
Murex HBsAg (version 3) GE3436 | opicolf 362 | 679 | 564 | 176 | 366 | 881 | 250 | 3.16 | 054 | 1025 | 1.80 | 3.90 | 2.94 | 889 | 4.95
PRISM™ HBsAg 3A4748 sico |l 316 | 796 | 638 | 298 | 403 | 968 | 254 | 465 | 036 | 932 | 145 | 586 | 403 | 641 | 317
VITROS ECi HBsAg 8435307 | sico l 062 | 107 | 416 | 128 | 412 | 120 | 247 | 535 | 010 | 105 | 324 | 266 | 596 | 144 | 112
HBsAg concentration® | ngimL I 06 | 09 [ 15 | 03 [ 08 | 12 | 05 [ 08 | o [ 17 | 03 | 08 [ 06 | 12 | 08 |
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Reference tables

BBI low titre panel PHA105

Product name Product | " JPHA105[ PHA105[PHA105] PHA105] PHA105] PHA105] PHA105] PHA105] PHA105[ PHA105] PHA105] PHAL05| PHA105] PHA105[ PHA105
number 01 .02 .03 .04 .05 -06 a7 .08 .09 -10 11 .12 .13 .14 .15
Subtype
AXSYM® HBSAg (V2) 7A40-22 SICO 202 | 648 | 228 | 252 | 200 | 387 | 116 | 173 | 152 | 202 | 060 | 242 | 567 | 180 | 258
'F‘,laub;yStems HBSAQEIA 16110 802 ooico | 091 | 194 | 112 | 096 | 111 | 164 | 065 | 083 | 076 | 113 | 050 | 121 | 206 | 085 | 096
HBsAg concentration* 1U/ml 0.3 0.8 0.3 0.3 0.3 0.6 0.1 0.2 0.2 0.3 neg 0.3 0.6 0.2 0.2
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Appendix

B Contact details for manufacturer and/or UK agent

Abbott/Murex LaboratoriesLtd Tel: 01628 784041
Abbott House Fax: 01628 644205
Norden Road

Maidenhead

Berkshire

SL6 4XF

Products: Abbott Auszyme Monoclonal (1980-24)
AXSYM® HBsAg (V2) (7TA40-22)
IMx HBsAQ (2228-20)
PRISM ™ automated HBSAQ assay (3A4748)
Murex HBsAg (GE14/15/16)
Murex HBsAg (version 2) (GE14/15/16)
Murex HBsAg (version 3) (GE34/36)

Beckman Coulter Tel: 01494 441181
Oakley Court Fax: 01494 447558
Kingsmead Business Park

London Road

High Wycombe

Bucks

HP11 1JU

(Access® manufacturer)

Sanofi Diagnostics Pasteur Ltd Tel: 01483 554203
1 Onslow Street Fax: 01483 554807
Guildford

Surrey

GU14YS

Product: Access® HBs Ag automated immunoassay (34220) - discontinued
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Behring Diagnostics Tel:01908 665050
Walton Manor Fax:01908 680570
Walton

Milton Keynes

MK7 7THA

Product: Enzygnost HBsAg Monoclonal Il (OQC1 10/11)
MicroTrak Il HBsAg (8HB29; Syva UK) - discontinued

bioMérieux UK Ltd Tel:01256 461881
Grafton House Fax:01256 816863
Grafton Way

Basingstoke

Hants

RG22 6HY

Product: VIDAS HBsAg (30 300)

BioRad L aboratories (UK) Ltd Tel: 020 8328 2209
BioRad House Fax: 020 8328 2550
Maylands Avenue

Hemel Hempstead

Herts

HP2 7TD

Product: Monolisa Ag HBs 2nd Gen (72204)
MonolisaAg HBs Plus (72314)

DiaSorin Ltd Tel:0118 936 4200
Charles House Fax:0118 979 2061
Toutley Road

Wokingham

Berks

RG41 1QN

Product: ETI-MAK-3 (P3142)
ETI-MAK-4 (N0019)
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Labsystems OY

P O Box 208

00811 Helsinki

Finland

(Assay manufacturer)

Quest Biomedical
The Exchange
Haslucks Green Road
Shirley

Solihull

West Midlands

B90 2EL

(UK agent)

Product: Labsystems HBsAQ EIA Plus (61 10800/61 10802)

Launch Diagnostics Ltd

Ash House
Ash Road

New Ash Green
Longfield

Kent

DA38JD

Product: Bioelisa HBsAg (3000-1080)
Bioelisa HBsAg colour (3000-1130)

Organon Teknika Ltd
Science Park

Milton Road
Cambridge

CB4 4FL

Product: Heprofile HBsAg (M450)
Hepanostika HBsAg Uniform 11 (6019/6023)

Tel: +358-9-329100
Fax: +358-9-32910525

Tel: 0121 744 7674
Fax: 0121 744 0775

Tel: 01474 874426
Fax: 01474 872388

Tel:01223 423650
Fax:01223 420264
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Ortho-Clinical Diagnostics

Mandeville House

62 The Broadway

Amersham

Buckinghamshire

HP7 OHJ

Product: Amerlite HBsAg Il (LAN.2212) - discontinued
HBsAg ELISA Test System 3 (931801)
Vitros ECi HBsAg (843 5307)

Roche Diagnostics Ltd
Bell Lane

Lewes

East Sussex

BN7 1LG

Product: Enzymun-Test HBsAg (1288989)
COBAS Core HBsAg Il (07/5350/5)

Tel: 01494 431717
Tel: 01494 545600
Fax 01494 431165

Tel: 01273 480444
Fax: 01273 480266
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Appendix

B How to obtain MDA evaluation reports

MDA evaluation reports are published by the Medical Devices Agency, an Executive Agency
of the Department of Health. They are available free of charge to the UK National Health
Service (NHS), and are for sale to commercial organisations and other interested parties. A
free catalogue of available reports can be obtained from the Orders Department, or
downloaded from the MDA web site:

http://www.medical-devices.gov.uk
Ordering

Send your order to the address given below, stating the number, title and quantity of each
report required. Your reports will be dispatched by second class post the following working
day. If you are not a representative of the NHS, you will be invoiced separately. Non-NHS
customers are reminded that it is not possible to offer refunds for reports ordered in error.

Orders Department
Room 1207

Medical Devices Agency
Hannibal House
Elephant and Castle
London

SE16TQ

Td: 020 7972 8181
Fax: 020 7972 8105
E-mail: dep@medical-devices.gov.uk

Enquiries

General enquiries should be directed to the MDA Orders Department, as above. Technical
enquiries regarding this report should be addressed to Dr Keith Perry at MiDAS

Td: 020 8200 4400 ext 3949
Fax: 020 8200 1569
E-mail: kperry@phls.org.uk
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