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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.
Speciaist centres, mainly in NHS Trusts, do the evaluations under long-term
contract to, and in accordance with protocols approved by, the MDA. The
evaluations 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
already available to prospective purchasers.
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Summary

The Medical Devices Agency funds an ongoing programme of diagnostic virology kit
evaluations at MiDAS. These evaluations generate large quantities of comparative
performance data which have been 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 anti-HCV seroconversion data and also
includes data for four performance panels. Included in this are data from the first publication
in this anti-HCV series and also that from three further evaluations* (Access HCV Ab Plus,
AXSYM® HCV version 3 and Vitros ECi anti-HCV) that have since been undertaken at
MiDAS.

Other publications in this series present data on kits for the detection of anti-HIV>® and
HBsAQg"® 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
anti-HCV screening kits was published® which contained comparative data on 10 kits. During
the last few years the market has broadened greatly such that, in addition to new and modified
anti-HCV EIA kits, awide range of automated, semi-automated and simple/rapid test devices
are now available, many of which have been examined by MiDAS** @91,

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 HCV infection. These data and those generated by testing related performance panels,
have been assembled in the collection of reference tables presented in this report. It is
anticipated that readers will use these comprehensive data in conjunction with the MDA
evaluation reports for specific assay kits.

Previous evaluations of anti-HCV kit =91 have demonstrated that there is no ‘gold
standard’ method capable of always identifying HCV status correctly. Consequently various
confirmatory approaches were developed for testing screen reactive specimens by several
additional assays**. Even when coupling several approaches, in certain cases, it can still prove
difficult to assign HCV status with confidence.
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Reference tables

B Commercial panels

Comparative data are presented for 19 anti-HCV seroconversion panels and five performance
panels from Boston Biomedica Inc (BBI), USA (pages 8 — 18 and 32 — 35 ) and 21 from
BioClinical Partners Inc (BCP), USA (pages 18 — 31). Results are expressed as a ratio of the
absorbance or signal given by the specimen to the cut-off value or equivalent. Ratios greater
than or equal to 1.00 are considered reactive whereas ratios less than 1.00 are considered
unreactive. Where possible we have included data from supplemental line assays ie RIBA
HCV 3.0 (Ortho Clinical Diagnostics), INNO-LIA HCV Ab IIl (Innogenetics) and RNA
amplification techniques ie AMPLICOR HCV monitor test (Roche Diagnostics) and Chiron
bDNA HCV. These results were generated by other reference centres and provided to us by
BBI or BCP.

All negative values have been shaded and are presented in bold typeface, whereas al positive
values are presented in normal typeface.

° Seroconversion panels

The panels comprise a series of undiluted plasma samples, containing no preservatives, that
were maintained in afrozen state, except when they were dispensed into vials prior to shipping
to MiDAS. The panels are comprised of a series of samples collected from a single donor at
the time of seroconversion for HCV. Each table shows the ‘days since first bleed” which
represents the number of days delay between each serial bleed and the initial plasma donation
during seroconversion. It is not possible to determine the timing of the infection of the donor.

° Performance panels

Unlike the seroconversion panels, the performance panels are collections of donated
specimens from many individuals, many of whom may have seroconverted shortly before their
collection. As such, they provide a broader picture of how a kit copes with recent
seroconverters and they have been used to distinguish further the sensitivity of the assays
presented. The same criteria described above have been used to aid in the interpretation of the
data provided.

Low titre panels, PHV103 and PHV104, mixed titre panels, PHV203 and PHV204, and
worldwide panel, WWHV 301, were prepared from the repository of frozen serum and plasma
units at BBI. Specimens that were selected for panel PHV 103 were reactive with less than
maximum absorbance on at least two HCV EIA tests and the specimens included in panel
PHV 104 were reactive with less than maximum absorbance on one HCV EIA test. One
negative plasma sample was included in each panel as a unreactive control. The specimens
included in panels PHV203 and PHV 204 were selected to demonstrate a variety of patterns
and a range of reactivity with the HCV proteins represented in supplementa tests. Two
specimens, one plasma and one serum, were included in each panel as an internal negative
control. The specimens included in panel WWHV 301 originated from Argentina, China,
Egypt, Ghana, Uganda and the USA and were serotyped at BBI.
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Reference tables

° RIBA HCV 3.0 results

RIBA HCV 3.0 has been regarded by many as the benchmark anti-HCV supplemental test.
RIBA HCV 3.0 results are presented for all the commercial panel specimens described in the
previous two sections (see pages 37 — 42). The following criteria were used to interpret the

results:

Band pattern observed Interpretation
No bands of 1+ or greater* Unreactive
Two or more HCV-specific bands of 1+ or greater intensity Reactive
Bands of 1+ or greater reactivity but pattern does not meet criteria for reactive** | Indeterminate

Note:

* Reactivity of SOD band alone is considered unreactive.
** 1+ or greater SOD reactivity in addition to antigen reactivity is considered indeterminate.

° Notes for tables

Neg

Ind
POS

NA

NK

NT

ND
BLD
BOR

M Eg/mL

*1

*2

*3

negative

indeterminate

positive

not available

not known

not tested

not detected

below limit of detection

below quantitative range

MegaEquivalent/mL (approximately equal to 1 million equivalents of HCV
RNA)

Data taken from BBI data sheet

Data taken from BCP data sheet

PRISM failed to aspirate this specimen. No result was issued

The cut-off varies for channels A and B and is therefore different for each
specimen
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Reference tables

B Index of commercial panels

BBI anti-HCV seroconversion panels

PHV901
PHV902
PHV903
PHV 904
PHV905
PHV 906
PHV907
PHV908
PHV909
PHV910
PHVO11
PHV912
PHV913
PHV914
PHV915
PHV916
PHVO17

BCP anti-HCV seroconversion panels

SD976

6211

6212

6213

6214

6215

6216

6217 (false positive)
6219 (false pogitive)
6220 (false pogitive)
6222

6224

9041

9042 (false positive)
9043 (false positive)
9044

9045

9046

9047

9048 (false pogitive)
9049 (false positve)

Page:

RRBRERe
ADWNN O © © ™

15
15
16
16
17
17
18

18
19
20
21
22
23
23
24
25
26
26
27
27
28
28
28
29
29
30
31
31

MDA Evaluation Report: Anti-HCV commercial panel data



References

BBI anti-HCV low / mixed-titre panels Page:
PHV103 (low-titre) 32
PHV104 (low-titre) 33
PHV 203 (mixed-titre) 34
PHV 204 (mixed-titre) 35

BBI Worldwide anti-HCV performance panel
WWHV 301 36
RIBA HCV 3.0 immunoblots for BBI anti-HCV seroconversion panels

PHVO01 - 907 37
PHV908 - 915 38

RIBA HCV 3.0 immunoblots for BCP anti-HCV seroconversion panels

6211 - 6216 and 6222 39
9041 and 9044 - 9047 40

RIBA HCV 3.0 immunoblots for BBI anti-HCV performance panels
PHV103 - 104 and PHV203 - 204 41
RIBA HCV 3.0 immunoblots for worldwide HCV performance panels

WWHV 301 42
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Reference tables

BBI Anti-HCV seroconversion panel PHV901 (genotype 1A)
Panel Jrrveo1-[PHV901-[PHV901-[PHV901]PHVE01]PHV901]PHVI01-[PHV01-[PHV901-[PHVE01-| PHV901-
Product name Product| Lot D o1 02 03 04 05 06 07 08 09 10 11 | Cut-off
Days
number| number [since irsif 0 65 97 99 104 | 106 | 131 | 139 | 159 | 166 | 203
Abbott HCV 3rd generation EIA  [7A16-23 (83810 HP0O | oD/co | 045 | 045 | 1.00 | 100 | 120 | 1.35 | 3900 | 680 | 10603 1060|1060 | 0.44
Access anti-HCV 34310 590802 sico |l 095 | 069 | 1127 | 967 | 845 | 824 | 629 | 499 | 740 | 689 | 1427 | 42593
Access HCV Ab PLUS 34330 194822 sico § 005 | 004 | 511 | 541 | 584 | 574 | 833 | 822 | 850 | 820 | 920 |2078761
AXSYM® HCV version 3.0 3844-20 [65113LU00 | sico | 036 | 022 | 56.88 | 5017 | 57.23 | 57.67 | 75.67 | 65.99 | 70.80 | 69.65 | 9590 | 8.90
IMx HCV 3A99-20 [95982HP00 | sico | 058 | 051 | 3096 | 31.06 | 2966 | 29.40 | 2359 | 21.18 | 16.82 | 1507 | 21.96 | 33.40
Monolisa anti-HCV new antigens (72306 [3L003 opicol§ 040 | 020 | 060 | 060 | 095 | 110 | 540 | 490 | 780 | 7.25 | 7.45 0.35
Monolisa anti-HCV plus 72312 |6cso1u  |opbico | 016 | 012 | 637 | 659 | 693 | 698 | 849 | 831 | 870 | 871 | 926 0.27
PRISM HCV 6A5248 [10143HP00 | sico | 023 | 015 | 273 | 293 | 306 | 320 | 350 | 350 | 335 | 366 | 378 »
Ortho HCV 3.0 ELISA 930700  [TKT116 op/co | 000 | 000 | 585 | 600 | 605 | 855 | 3910 | 740 |3910 | 890 | 3910 | 033
Ortho HCV 3.0 SAVe 940982 |cGacv7as |opbico | 003 | 003 | 674 | 657 | 7.97 | 749 | 5901|3901 |3901|3901| 3001 | 033
Ve (ot imeebation o 1eed foao7a01 eEcvozs | opico | 005 | 000 | 679 | 680 | 756 | 752 | 29.08 | 909 | 2909 | 2909 | 2909 | 033
ono g%gﬁf!‘;fﬁb/aﬁggf‘”ced 9307401 [GECvV028 | op/ico | 001 | -001 | 455 | 465 | 3503|3503 | 2503|2503 (2503|2503 | 503 | 060
itros ECi anti-HCV 131 8450 {0100 sico f 005 | 005 | 785 | 862 | 984 | 103 | 146 | 138 | 169 | 170 | 192 | 390.38
RIBA HCV 3.0+ 4835-900 N/A Neg | Neg | Pos | Pos | pos | Pos | Pos | Pos | Pos | Pos | POS
INNO-LIA HCV Ab I+t K1028 (30923701 Neg | Neg | Pos | Pos | pos | Pos | Pos | Pos | Pos | Pos | POS
in-house’ PCR*! Neg | Pos | Pos | Pos | Pos | Neg | Neg | Neg | Pos | Pos | PoS
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Reference tables

BBI Anti-HCV seroconversion panel PHV902

PHV9024 PHV902{ PHV902{ PHV902-{ PHV902{ PHV902-| PHV902

01 02 03 04 05 06 07 Cut-off

Product name Product] Lot Panel ID

number] number |Days since

first bleed 0 2 7 9 14 16 21

Abbott HCV 3rd generation EIA  |7A16-23 |93292HP00| OD/CO 0.27 | 0.34 | 0.52 1.02 | 457 | 679 | 7.73 0.25

Access anti-HCV 34310 590802 S/CO 041 | 0.40 | 049 | 057 | 290 | 5.78 | 10.14 § 42593
IMx HCV 3A99-20 |95982HPO0| S/ICO 054 | 0.52 | 1.36 | 3.52 | 13.57| 14.42| 13.23 32
Monolisa anti-HCV new antigens | 72306 4L017.X OD/CO 0.36 | 0.32 | 0.62 131 | 6.04 | 613 | 7.32 0.4
Monolisa anti-HCV plus 72312 6C501.U OD/CO 011 | 0.10 | 089 | 257 | 8.06 | 846 | 9.20 § 0.26
PRISM HCV 6A5248 |10143HPOO| S/CO 018 | 0.19 | 153 | 222 | 276 | 282 | 3.37 *
Ortho HCV 3.0 ELISA 930700 |cG3cvoss| OD/CO 0.02 | 0.02 | 483 | 6.98 |°* 10.18* 10.13|* 10.09¢ 0.33
Ortho HCV 3.0 SAVe 940982 |CG3cv738| OD/CO 001 | 0.03 | 158 | 299 | 7.35 |2 9.01|°%9.01f 0.33

Ortho HCV 3.0 ELISA/ enhanced|g307,0 |cecvozs | opico | 001 | 0.02 | 251 | 402 | 758 | 865 |2 9.0} 033
SAVe (short incubation)

Ortho HCV 3.0 ELISA / enhanced

. ; 9307401 |GECV028 OD/CO 0.01 | 0.02 | 164 283 | 488 | 483 | 4.88 0.62
SAVe (standard incubation)

RIBA HCV 3.0+ Neg | Neg | Ind Ind | Ind ind | POS

'In-house’ PCR** POS | POS | POS | POS | POS | POS | POS

BBI Anti-HCV seroconversion panel PHV903

PHV903{ PHV903{ PHV903-| PHV903] PHV9031 PHV9034 PHV903-| PHV903

01 02 03 04 05 06 o7 os | Cut-off

Product name Product Lot Panel ID

number| number [Days since

firstbleed | O 5 7 12 14 19 21 26

Abbott HCV 3rd generation EIA  |7A16-23 |93292 HP0O| OD/CO 0.12 0.63 | 0.54 1.10 1.14 2.86 | 2.90 4.27 0.25

Access anti-HCV 34310 590802 S/CO 0.79 1.80 | 3.13 | 461 | 4.95 | 12.14 | 15.06 | 14.96 | 42593
Access HCV Ab PLUS 34330 194822 SICO 0.05 | 0.17 | 0.38 0.88 113 | 3.55| 490 | 5.92 §297876]]
AXSYM ® HCV version 3.0 3B44-20 |[65113LU00 S/ICO 0.40 0.45 0.83 2.03 231 8.37 | 13.23 | 29.59 8.9
IMx HCV 3A99-20 (95982 HPOO|  S/CO 0.76 | 0.76 | 1.33 | 408 | 3.80 | 9.18 | 11.99 | 12.90 33.3

Monolisa anti-HCV new antigens]72306 4L017.X OD/CO 0.48 0.58 | 0.73 1.20 1.45 3.45 | 3.89 4.75 0.4

Monolisa anti-HCV plus 72312 |6C501.U OD/CO 011 | 0.17 | 0.22 | 065 | 0.81 | 4.26 | 525 | 648 0.26
PRISM HCV 6A5248 (10143 HPOO[ ~ S/CO 024 | 0.35 | 0.66 | 097 | 1.01 | 2.03 | 257 | 3.03 x4

Ortho HCV 3.0 ELISA 930700 |CG3CV058 | OD/CO 003 | 0.34 | 0.71 | 194 | 166 | 471 | 7.70 | 867 0.33
Ortho HCV 3.0 SAVe 940982 |CG3CV738 | OD/CO 0.02 | 0.04 | 0.09 | 045 | 050 | 3.44| 515 | 801 0.33

Ortho HCV 3.0 ELISA / enhanced

. ) 9307401 [GECV028 OD/CO 0.02 0.11 | 0.34 1.14 1.36 3.44 | 6.10 7.29 0.33
SAVe (shortincubation)

Ortho HCV 3.0 ELISA / enhanced

SAVe (standard incubation) 9307401 |GECV028 OD/CO 002 | 0.17 | 060 | 1.61 | 155 | 3.77 |* 4.88|° 488 0.62

Vitros ECi anti-HCV 131 8450 (0100 S/CO 019 | 157 | 228 | 473 | 461 | 129 | 155 | 17.1 }J 390.38
RIBA HCV 3.0+ Neg Ind Ind Ind POS | POS | POS | POS
'In-house’ PCR* POS | POS | POS | POS | POS | POS | POS | POS
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Reference tables

BBI Anti-HCV seroconversion panel PHV904

PHV904- | PHV904- | PHV904- | PHV904- | PHVO04- [ PHV904- | PHV904-

Product name Product Lot Panel ID o1 02 03 04 05 06 07 Cut-off
number | number pays since 0 2 7 9 14 21 23
first bleed
Abbott HCV 3rd generation EIA 7A16-23 [12027 HPOO| OD/CO 0.18 0.18 0.19 0.28 1.07 1.58 1.79 0.5
Access anti-HCV 34310 590803 S/CO 0.36 0.37 0.36 0.42 0.63 1.62 2.11 38489
Access HCV Ab PLUS 34330 194822 s/co 0.04 0.03 0.21 0.89 224 3.47 3.87 2979761
AXSYM ®HCV version 3.0 3B44-20 |65113LU00 s/co 0.24 0.14 0.91 2.26 11.13 | 18.13 | 26.58 8.9
12220
IMx HCV 3A99-20 HPOO S/CO 0.47 0.50 0.51 0.53 451 4.33 4.05 22.6

Monolisa anti-HCV new antigens 72307 5G522.X | OD/CO 0.29 0.14 0.21 0.49 5.15 7.90 7.56 0.31

Monolisa anti-HCV plus 72312 6C501.U oDb/Cco 0.07 0.08 0.33 1.24 3.31 5.20 6.65 0.26

Monolisa anti-HCV plus Version 2 72318 9M513U oDb/Cco 0.15 0.20 0.44 1.64 4.81 6.86 5.92 0.23

Monolisa anti-HCV plus Version 2 72318 9M512T oDb/Cco 0.14 0.19 0.44 0.81 222 5.06 6.87 0.23

10143

PRISM HCV 6A5248 | |00 sico 010 | 010 | 038 | 1.05 | 214 | 243 *3 x4
Ortho HCV 3.0 ELISA 930700 [ce3cvzgs| ob/cO | 002 | 002 | 0238 | 198 | 533 [ 529 | 761 | 039
Ortho HCV 3.0 SAVe 940982 [ce3cvzas| ob/co | 001 | 001 | 005 | 037 | 242 [ 423 | 556 | 033

Ortho HCV 3.0 ELISA / enhanced

SAVe (short incubation) 9307401 | GECv028 | OD/CO 0.02 0.02 0.26 1.47 4.19 6.38 6.78 0.33

Ortho HCV 3.0 ELISA / enhanced

9307401 | GECV028
SAVe (standard incubation) OoD/CO 0.00 0.00 0.25 1.38 3.46 4.42 4.63 0.62

Vitros Eci anti-HCV 131 8450 0100 | ODI/CO 005 | 007 | 075 | 278 | 735 | 971 | 10.6 ] 390.38
RIBA HCV 3.0 # 930780 | MKD513 Neg Neg Neg Neg Ind Ind Ind
INNO-LIA HCV Ab Il * K-1028 50915224 Neg Neg Neg Neg Ind Ind Ind

AMPLICOR HCV monitor test *| 87382 82075 |copies/mlf|l 6 x 10° | 1 x10° | 2x 10° | 2x 10° | 2x 10* | 3x 10*| 1 x10°
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Reference tables

BBI anti-HCV seroconversion panel PHV905 (genotype 1A)
PHV905{PHV9054PHV905-| PHV9054 PHV905 PHV905-| PHV905- PHV9054 PHV905-

Product name Product Lot Panel ID o1 02 03 04 05 06 07 08 09 Cut-off
number | number Days since 0 4 7 11 14 18 21 25 28
first bleed

Abbott HCV 3rd generation EIA 7A16-23 16084 HPOO oD/CO 028 | 026 | 0.28 | 0.26 | 0.33 | 0.38 | 052 | 289 | 4.38 0.23

Access anti-HCV 34310 690810 SICO 024 | 025 | 0.27 | 0.32 | 0.37 | 0.40 | 0.80 | 9.62 | 1453 § 47186
Access HCV Ab PLUS 34330 194822 S/co 0.03 | 003 | 0.09 | 0.37 | 063 | 0.81 | 1.94 | 556 | 6.39 §2978761
AXSYM® HCV version 3.0 3B44-20 65113LU00 SicO 0.17 | 0.14 | 0.23 | 0.84 | 1.33 | 2.44 | 5.27 | 29.08 | 46.18 8.9
IMx HCV 3A99-20 16534 HPOO SICO 046 | 050 | 0.56 | 056 | 057 | 0.63 | 0.87 | 219 | 2.51 26.2
Monolisa anti-HCV new antigens 72307 B5L524.X oD/CO 011 | 011 | 0.12 | 0.22 | 0.20 | 0.37 | 2.08 | 6.24 | 5.92 0.35
Monolisa anti-HCV plus 72311 6C501.U oD/CO 004 | 004 | 0.07 | 0.35 | 0.66 | 1.43 | 299 | 6.04 | 6.31 0.27
Ortho HCV 3.0 SAVe 940982 CG3CV3ss OD/CO 002 | 002 1 005 | 039 | 0.85 | 1.91 | 3.26 | 6.37 | 8.11 0.34
Ortho HCV 3.0 ELISA/ enhanced  q307401  |cEGV028 oD/CO 002 | 003 | 004 | 083 | 137 | 239 | 377 | 718 | 8.41 | 0.33

SAVe (short incubation)

Ortho HCV 3.0 ELISA / enhanced

3 3
SAVe (standard incubation) 9307401 CEGV028 OoD/CO 0.01 0.01 0.01 | 0.39 0.42 1.58 2.69 4.98 4.98 0.6

Vitros Eci anti-HCV 1318450  |0100 S/co 0.04 | 004 | 0.07 | 050 | 144 | 2.31 | 6.81 | 155 | 16.7 j 390.38
RIBA HCV 3.0 * 930780 MKL603 Neg | Neg Neg Ind Ind Ind POS | POS | POS

INNO-LIA HCV Ab 11l # K-1028 60318428 Neg | Neg Neg | Neg | Neg Neg Ind POS | POS

AMPLICOR HCV monitor test ' |87382 82105 copies/ml 4 x 10°[5 x 10°| 4 x 10°|8 x 10*|3 x 10°| 3 x 10°| 2 x 10°| 7 x 10%| 2 x 10
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Reference tables

BBI Anti-HCV seroconversion panel PHV906 (genotype 1B)

PHV906- | PHV906- | PHV906- | PHV906- | PHV906- | PHV906- | PHV906-

o1 02 03 04 05 06 07 Cut-off

Product name Product Lot Panel ID

number| number |Days since

first bleed 0 2 7 10 14 17 21

Abbott HCV 3rd generation EIA  |7A16-23 |16084 HPOO| OD/CO 0.35 0.55 0.96 1.32 2.10 2.88 3.24 0.23

Access anti-HCV 34310 690810 S/CO 0.35 0.47 1.02 1.97 5.02 9.55 17.72 47186
Access HCV Ab PLUS 34330 194822 S/ICO 3.24 1.13 5.23 552 6.46 6.87 7.19 J2978761
AXSYM® HCV version 3.0 3B44-20 [65113LU00| S/CO 1452 | 21.34 | 3282 | 38.30 | 4497 | 4736 | 54.35 8.9
IMx HCV 3A99-20 (16534 HPOO| S/CO 0.75 0.87 1.23 1.42 1.83 1.98 2.59 27.4

Monolisa anti-HCV new antigens |72307 B5L524.X OD/CO 0.40 0.55 2.30 3.19 6.05 7.19 751 0.35

Monolisa anti-HCV plus 72311 6C001.U OD/CO 1.98 3.89 6.00 6.58 6.96 8.80 7.99 0.26

Ortho HCV 3.0 SAVe 940982 [CG3CV388| OD/CO 4.39 4.64 5.38 6.57 |%10.00 [ *10.00 | 891 0.34

Ortho HCV 3.0 ELISA / enhanced

9307401 [GECV028
SAVe (short incubation) OD/CO 341 4.83 6.02 6.97 7.48 8.10 8.05 0.33

Ortho HCV 3.0 ELISA / enhanced

SAVe (standard incubation) 9307401 [GECV028 OD/CO 247 3.44 448 | 3498 ]°498|(34.98]° 4.98 0.6

Vitros ECi anti-HCV 131 8450 [0100 SICO 5.51 6.31 6.01 9.02 11.0 12.5 13.0 J 390.38
RIBA HCV 3.0*" 930780  [MKL603 Ind Ind POS POS POS POS POS
INNO-LIA HCV Ab Ill # K-1028 (60318428 Ind Ind Ind Ind POS POS POS

AMPLICOR HCV monitor test ** [87382 82105 copies/mIf 2x10° [ 1x 10° [ 1x10°| 4x 10°| 1 x 10° | 2x 10°| 1 x 10°

BBI Anti-HCV seroconversion panel PHV907 (genotype 1b)

PHV907- | PHV907- | PHV907- | PHV907- | PHV907- | PHV907- | PHV907-

Product name Product Lot Panel ID Cut-off
01 02 03 04 05 06 07
number| number pays since 0 4 7 13 18 21 164
first bleed
Abbott HCV 3rd generation EIA  |7A16-23 |43309HP00 | OD/CO 0.12 0.13 0.13 0.27 0.77 1.23 4.95 0.4
Access HCV Ab PLUS 34330 194822 S/ICO 0.02 0.02 0.02 1.27 3.29 3.95 9.55 J2978761
AXSYM® HCV version 3.0 3B44-20 |65113LU00| S/CO 0.21 0.23 0.29 0.50 3.16 8.70 49.52 8.9
IMx HCV 3A99-20 |22210HPO1| S/CO 0.74 0.63 0.51 0.55 0.63 0.59 16.20 22.4

Monolisa anti-HCV new antigens 72307 B6F529.X ob/CO 0.07 0.04 0.07 0.38 1.92 1.89 7.91 0.29

Monolisa anti-HCV plus 72311 8H018Q OoD/CO 0.05 0.08 0.04 0.15 0.88 129 7.83 0.28

Monolisa anti-HCV plus Version 2|72318 9M513U ob/CO 0.12 0.12 0.10 0.43 1.33 1.88 9.99 0.23

Ortho HCV 3.0 SAVe 940982  |CG3CV628 | OD/CO 0.02 0.01 0.01 0.35 1.62 2.58 8.36 0.33

Ortho HCV 3.0 ELISA / enhanced

SAVe (short incubation) 9307401 |GECV038 OoD/CO 0.07 0.07 0.07 0.27 175 2.90 8.19 0.33

Ortho HCV 3.0 ELISA / enhanced

SAVe (standard incubation) 9307401 |GECV038 OoD/CO 0.04 0.03 0.02 0.08 0.65 1.30 4.87 0.62

Vitros ECi anti-HCV 1318450 [0100 sICO 005 | 005 | 005 | 183 | 668 | 890 | 22.80 | 40256
RIBA HCV 3.0+ 930780 |MLB603 Neg Neg Neg Ind Ind POS N/K
AMPLICOR HCV monitor test**  [87382  |82136 copies/mIf 3x10°| 2x10°| 1x10%| 1x10°| 1x10° | 1x 10°| N/K
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Reference tables

BBI anti-HCV seroconversion panel PHM908

Product name Product Lot Panel ID PHV908-01 | PHV908-02 | PHV908-03 [ PHV908-04 | PHV908-05 | PHV908-06 | PHV908-07 | PHV908-08 | PHV908-09 | PHV908-10 | PHV908-11 | PHV908-12| PHV908-13 | Cut-off
Days
number number since first 0 3 5 11 13 19 25 27 32 35 41 45 48
bleed
Abbott HCV 3rd generation EIA 7A16-23|43309HP00 OD/CO 0.13 0.13 0.14 0.14 0.17 0.17 0.41 0.72 1.83 2.56 3.84 4.42 3.52 04
Access HCV Ab PLUS 34330 |194822 SICO 0.02 0.02 0.04 0.39 0.61 1.93 3.99 4.54 5.40 5.68 6.14 5.90 5.97 2978761
AXSYM® HCV version 3.0 3B44-20/65113LU00 SICO 0.15 0.17 0.22 1.44 2.35 7.42 22.03 32.98 48.61 59.07 55.19 55.66 56.30 89
IMx HCV 3A99-20(22210 HPO1 SICO 0.46 0.54 0.46 0.50 0.47 0.54 0.51 0.63 0.66 0.78 1.40 1.91 2.23 22.6
Monolisa anti-HCV new antigens |72307 |B6E528.X OD/CO 0.03 0.02 0.04 0.04 0.04 0.09 0.51 0.74 2.03 2.80 4.25 4.98 4.74 0.34
Monolisa anti-HCV plus 72311 |8H018Q OD/CO 0.05 0.04 0.06 0.11 0.17 0.84 4.50 5.57 7.31 7.42 8.05 8.48 8.57 0.28
Monolisa anti-HCV plus Version 2 | 72318 |9M513U OD/CO 0.10 0.08 0.09 0.20 0.41 0.37 4.95 5.25 6.31 6.67 6.94 6.24 6.78 0.23
Ortho HCV 3.0 SAVe 940982 |CG3CV628 OD/CO -0.03 0.00 -0.03 0.33 0.66 2.28 4.81 5.87 7.20 7.55 7.45 8.20 8.43 0.33

Ortho HCV 3.0 ELISA / enhanced

) ) 9307401 | GECV038 oD/CO 0.06 0.05 0.06 0.62 0.73 2.19 3.82 4.69 5.80 6.34 7.16 7.21 7.02 0.33
SAVe (short incubation)
Ortho HCV 3.0 ELISA / enhanced
SAVe (standard incubation) 9307401 | GECV038 oD/CO 0.03 0.03 0.04 0.32 0.32 117 2.43 3.00 3.88 4.30 4.87 4.87 4.87 0.62
Vitros ECi anti-HCV 5&30 0100 oD/CO 0.06 0.05 0.06 0.65 1.30 2.43 5.04 5.74 7.97 7.83 10.2 11.2 10.6 390.38
RIBA HCV 3.0 * 930780 MLE398 Neg Neg Neg Neg POS POS POS POS POS POS POS POS POS
AMPLICOR HCV monitor test ** | 87382 82246 copies/ml 2x10 3x 10 3x 10 1x10° 2x10 1x10° 5x 10 8 x 10" 1x10° 2x 10 1x10 2x 10 2x10
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Reference tables

Anti-HCV seroconversion panel PHV909 (genotype 3)

Product name Product Lot Panel ID JPHV909-01|PHV909-02| PHV909-03 § Cut-off
number number ?i?itsbsllenecde 0 28 30

Abbott HCV 3rd generation EIA |7A16-23 43309HPO0 OoD/CO 0.40 2.29 2.58 0.4
Access HCV Ab PLUS 34330 194822 S/CO 0.41 4.65 4.45 2978761
AXSYM® HCV version 3.0 3B44-20 65113LU00 S/CO 0.18 0.66 0.86 8.9
IMx HCV 3A99-20 22210 HPOO S/ICO 0.40 0.38 0.40 25.2
Monolisa anti-HCV new antigens | 72307 B6F529.X OD/CO 0.55 7.24 6.91 0.26
Monolisa anti-HCV plus 72311 8H018Q oD/CO 0.12 2.42 2.43 0.28
Ortho HCV 3.0 SAVe 940982 CG3CV738 OD/CO 0.03 3.04 2.61 0.34
g:vhg (';Eg’rfi'gci'[)';ﬁ) :1 )e”hanced 9307401  |GECV038 oD/co 0.12 2.93 2.87 0.33
g/r\t\r/]: (';g\; d3a? dEizlcSLfb/a t?::)anced 9307401  |GECVO038 oD/co 0.02 0.73 0.73 0.62
Vitros Eci anti-HCV 131 8450 0100 SI/ICO 0.42 11.3 115 390.38
RIBA HCV 3.0 # 930780 N/A Neg Ind Ind
AMPLICOR HCV monitor test **  |87382 82246 copies/ml | 1x10* | 4x10* | 2x10*
Anti-HCV seroconversion panel PHV910 (genotype 1b)

Product name Product Panel ID § PHV910-01|PHV910-02|PHV910-03|PHV910-04|PHV910-05 § Cut-off

number | number E?;/tsbslie?:j 0 4 s 11 15

Abbott HCV 3rd generation EIA 7A16-23 |4309HP00 | oD/CO 0.12 0.22 178 3.66 4.95 0.4
Access HCV Ab PLUS 34330 194822 SICO 0.05 0.26 3.30 5.57 7.00 [2978761]
AXSYM ® HCV version 3.0 3B44-20 |65113LU00 | SICO 0.16 0.26 2.73 11.09 23.33 8.9
IMx HCV 3A99-20 [27252HPO0| SICO 0.67 0.52 0.67 1.16 1.28 258
Monolisa anti-HCV new antigens 72307 6K533P oD/CO 0.15 0.11 142 2.20 2.54 0.33
Monolisa anti-HCV plus 72311 8H018Q oDICO 0.21 0.40 0.47 2.19 3.12 0.23
Monolisa anti-HCV plus Version 2 [72318 9M513U oDICO 0.23 0.20 1.39 2.74 431 0.23
Ortho HCV 3.0 SAVe 940982  |CcG3Cv778 | oDICO 0.02 0.21 352 6.33 7.08 0.33
g:gfﬂ?:g’é?ifﬁ)'s’” enhanced SAVe 10307401 |GECvass obico | 002 0.08 2.97 479 6.13 035
Vitros ECi anti-HCV 131 8450 0100 SICO 0.16 0.57 7.04 12.9 15.0 [ 390.38
RIBA HCV 3.0 # 930780  |MLE398 Neg Neg POS POS POS
AMPLICOR HCV monitor test ** 87382 82256 copies/ml] >5x10° | >5x10° | >5x10° | >5x 10° | >5x 10°
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Reference tables

BBI Anti-HCV seroconversion panel PHV911 (genotype l1a)

Product name Product Lot Panel ID JPHV911-01|PHV911-02|PHV911-03|PHV911-04|PHV911-05] Cut-off
number number :Ji?;/tsbslienecde 0 3 14 21 24

Abbott HCV 3rd generation EIA |7A16-23 [43309HPO0 [ OD/CO 0.16 0.17 1.11 4.95 4.95 0.4
Access HCV Ab PLUS 34330 (194822 SICO 0.04 0.04 1.40 5.97 6.52 |2978761
AXSYM® HCV version 3.0 3B44-20 |65113LU0O S/ICO 0.20 0.21 3.00 31.75 49.07 8.9
IMx HCV 3A99-20 (27252 HPOO| S/CO 0.54 0.55 0.60 2.15 2.70 25.8
Monolisa anti-HCV new antigens |[72307  [6K533P 0oDICO 0.14 0.15 1.06 5.78 6.53 0.34
Monolisa anti-HCV plus 72312  |8HO18Q 0oDICO 0.04 0.05 1.04 6.94 8.94 0.21
Ortho HCV 3.0 SAVe 940982 |CG3CV778 | ODICO 0.00 0.01 3.06 $10.19 | 210.19 0.33
g’:\'}z gﬁ;’f;gfu";iﬁ O’n’)e”hanced 9307401 [GECv398 | obpICO 0.03 0.03 151 6.87 7.20 0.35
Vitros ECi anti-HCV 131 8450 |0100 SICO 0.05 0.06 6.48 16.40 17.10 | 402.56
RIBA HCV 3.0 ** 930780 |MLE398 Neg Neg POS POS POS
AMPLICOR HCV monitor test # |87382 (82256 copies/ml | >5x10° | >5x10° | >5x10° | >5x10° | >5 x 10°

BBI Anti-HCV seroconversion panel PHV912 (genotype 2b/3)

Product name Product Lot Panel ID §PHV912-01(PHV912-02 PHV912-03| Cut-off
number number sz:lssltsbsliggg 0 4 7 I

Abbott HCV 3rd generation EIA |7A16-23 43309HP00 OoD/CO 0.44 0.41 4.95 0.4
Access HCV Ab PLUS 34330 194822 S/CO 0.22 0.22 8.78 2978761
AxSYM® HCV version 3.0 3B44-20 65113LUO0 S/CO 0.51 0.60 12.58 8.9
IMx HCV 3A99-20 27252 HPOO S/CO 139 1.32 11.34 258
Monolisa anti-HCV new antigens | 72307 6K533P oD/CO 0.49 0.54 6.67 0.34
Monolisa anti-HCV plus 72311 8H018Q oD/CO 0.30 0.28 8.05 0.28
Ortho HCV 3.0 SAVe 940982 CG3CVv778 oD/CO 0.05 0.10 310.14 0.33
Ortho HCV 3.0 ELISA / enhanced
SAVe (short incubation) 9307401 GECV398 oD/CO 0.17 0.12 9.71 0.35
Vitros ECi anti-HCV 131 8450 0100 S/CO 0.25 0.25 25.2 390.38
RIBA HCV 3.0 *! 930780 MLE398 Neg Neg Ind
AMPLICOR HCV monitor test * 87382 82256 copies/ml | 4x10* | >5x10° | 4x10*
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Reference tables

BBI Anti-HCV seroconversion panel PHV913 (genotype 2b)

Product name Product Lot Panel ID §PHV913-01 [PHV913-02 |PHV913-03 |PHV913-04 § Cut-off
number number fE??:tsbslznecde 0 ) ; 9

Abbott HCV 3rd generation EIA |7A16-23 43309HPO0 OoD/CO 0.16 0.23 1.28 1.21 0.37
Access HCV Ab PLUS 34330 194822 S/CO 0.10 0.65 3.65 3.43 2978761
AxSYM® HCV version 3.0 3B44-20 65113LU00 S/ICO 0.19 0.22 0.41 0.60 8.9
IMx HCV 3A99-20 44176HPO0 S/ICO 0.12 0.10 0.14 0.18 23.6
Monolisa anti-HCV new antigens |72307 TF536P oD/CO 0.59 0.91 477 4.54 0.29
Monolisa anti-HCV plus 72311 8H018Q ob/COo 0.10 0.34 2.99 2.90 0.28
CS):C: (:E;’rfigi"b':foln )e”ha”CEd 9307401  |cecviis | opico 0.04 012 150 1.69 0.34
Vitros ECi anti-HCV 131 8450 0100 S/CO 0.09 113 7.76 8.08 390.38
RIBA HCV 3.0 * MMB252 930780 Neg Neg Ind Ind
AMPLICOR HCV monitor test *'  [82047 87382 copies/ml | >5x10° | >5x10° | >5x10° | >5x10°

BBI Anti-HCV seroconversion panel PHV914 (genotype 2b)

PHV914{PHV914|PHV914{ PHV914|PHV9141 PHV914{PHV914{PHV9141PHV914
01 02 03 04 05 06 07 08 09

Product name Product Lot Panel ID Cut-off

number | number |Days since

firstbieed| © 5 9 | 12 | 16| 19 | 24 | 30 | 33

Abbott HCV 3rd generation EIA  |7A16-23 |43309HP00| OD/CO 0.08 | 0.09 | 0.10 [ 009 | 054 | 129 | 426 | 593 | 593 0.34

Access HCV Ab PLUS 34330 194822 SICO 0.02 | 0.02 | 0.03 | 0.16 | 2.18 | 3.08 | 541 | 6.53 | 7.11 J 2978761
AXSYM ®HCV version 3.0 3B44-20 |65113LU00 SICO 0.19 0.16 | 0.19 0.63 1.37 | 1.76 5.42 | 18.90 | 22.57 8.9
IMx HCV 3A99-20 |44176HP0O0|  S/CO 0.15 | 0.08 | 0.11 | 0.14 | 0.29 | 0.45 | 3.27 | 10.68 | 11.36 225
Monolisa anti-HCV new antigens | 72307 7F536P oD/CO 0.19 | 0.13 | 0.16 | 031 | 141 | 251 | 496 | 544 | 5.65 0.29
Monolisa anti-HCV plus 72311 8H018Q oD/Co 0.03 | 0.04 | 0.04 | 008 | 0.75 | 1.56 | 448 | 540 | 5.30 0.28

Ortho HCV 3.0 ELISA/ enhanced

; ’ 9307401 |GECV118 OD/CO 0.01 | 0.02 | 0.03 | 006 | 1.16 | 205 | 450 | 6.84 | 7.63 0.34
SAVe (short incubation)

Vitros ECi anti-HCV 131 8450 0100 S/ICO 0.05 | 0.06 | 0.07 | 023 | 588 | 87 | 142 | 186 | 19.5 | 390.38
RIBA HCV 3.0 * MMB252 [930780 Neg | Neg | Neg | Neg Ind Ind Ind | POS | POS
AMPLICOR HCV monitor test *!  |82047 87382 copies/ml j>5x10°|>5 x 10°|>5 x 10°|>5 x 10%]>5 x 10°] >5 x 105|>5 x 10°|>5 x 10°[>5 x 10°

MDA Evaluation Report: Anti-HCV commercial panel data 16



Reference tables

Anti-HCV seroconversion panel PHV915 (genotype 2b)

Product name Product Lot Panel ID gPHV915-01|PHV915-02|PHV915-03|PHV915-04f Cut-off
number number ft??:tsbj?;; 0 5 12 14
Abbott HCV 3rd generation EIA |7A16-23 43309HP00 0oD/CO 0.23 0.22 0.33 0.40 0.38
Access HCV Ab PLUS 34330 194822 SICO 0.09 0.28 0.65 0.97 2978761
AxSYM® HCV version 3.0 3B44-20 65113LU00 SICO 0.44 1.50 4.19 9.16 8.9
IMx HCV 3A99-20 44176HP00 SICO 0.29 0.47 1.32 3.22 22,5
Monolisa anti-HCV new antigens | 72307 7F536P oD/CO 0.26 0.64 1.26 227 0.38
Monolisa anti-HCV plus 72311 8H018Q 0oD/CO 0.14 0.47 0.86 1.44 0.28
g;t\r)g (':E:rfigci"b';’?og )e”ha””d 9307401  |GECV118 0D/CO 0.03 0.24 0.85 221 0.34
Vitros ECi anti-HCV 131 8450 0100 SICO 0.11 0.67 2.32 471 390.38
RIBA HCV 3.0+ MMB252 930780 Neg Ind Ind Ind
AMPLICOR HCV monitor test *  |82047 87382 copiesiml | 1x10* | 1x10® | 2x10* | 2x10*
Anti-HCV seroconversion panel PHV916 (genotype 2b)
Product name product | Lot panel 1p | PHV016-|PHVO161PHV916{PHVI16{PHVI16] PHVI16{ PHVO16{PHVOL6-] (1 o
01 02 03 04 05 06 07 08
number [ number Iz?ztsbsllen:; 0 2 7 9 16 19 2 28
Access HCV Ab PLUS 34330 194822 SICO 004 | 004 | 004 | 004 | 017 | 058 | 183 | 289 [ 2078761
AXSYM® HCV version 3.0 3B44-20 |65113LU00| S/CO 025 | 021 | 019 | 0238 | 157 | 533 | 1459 | 2153 | 809
Monolisa anti-HCV plus 72311  [8G525Q oD/co 008 | 009 | 012 | 011 | 010 | 027 | 122 | 218 | o=28
g;\‘vhs (:hc(;’rfi'gci;';fo; )e”hanced 9307401 |GECvazs | obico | 002 | 0.02 | 002 | oor | 011 | o087 | 279 | 313 | 034
Vitros ECi anti-HCV 131 8450 [0100 sICO 005 | 005 | 005 | 004 | 03 | 144 | 432 | 539 | 40256
RIBA HCV 3.0 # MMB252 930780 Neg | Neg | Neg Neg | Neg | Neg | Pos | Pos
AMPLICOR HCV monitor test * 82047  |87382 copies/ml | 3x10° [>5 x 10°|>5 x 10°|>5 x 10°|>5 x 10°| >5 x 10°| 4 x 10° | 2 x 10°
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Reference tables

BBI anti-HCV seroconversion panel PHM917

Prod Prod L p | ID PHV917- | PHV917- | PHV917- | PHV917- | PHV917- | PHV917- | PHV917- | PHV917- | PHV917- | PHV917- C f
roduct name roduct ot ane o1 02 03 04 05 06 07 08 09 10 ut-o
Days since
number [ number first bleed 0 13 20 22 85 131 135 138 146 152
Access HCV Ab PLUS 34330 194822 S/CO 0.03 0.04 0.03 0.03 5.89 5.33 5.67 6.70 8.41 8.44 2978761
AXSYM® HCV version 3.0 3B44-20 |65113LU00 S/CO 0.20 0.29 0.28 0.26 38.09 24.94 29.18 34.47 55.85 59.41 8.9
Vitros ECi anti-HCV 131 8450 (0100 oD/CO 0.05 0.05 0.05 0.05 11.3 10.9 11.9 12.0 15.8 15.9 402.56
RIBA HCV 3.0 * MMB252 [930780 Neg Neg Neg Neg POS POS POS POS POS POS
AMPLICOR HCV monitor test **|82047 87382 copies/ml BLD | >5x10° | >5x10° | >5x10° | BQR BQR 3x10° BLD BLD BQR
BCP anti-HCV seroconversion panel SD976
SD976- | SD976- | SD976- | SD76- | SD976- | SDO76- | SDI76- | SD976- | SDO76- | SDI76- | SD976- | SDO76- | SD976- | SD976- | SDO76- | SDI76- | SD976- | SDO76- | SDI76- | SD976-
Product name Product Lot Panel ID 01 02 | 03 | o4 | o5 | o6 | or | 08 | 09 0 [ 1| 1w u | 15 | 16 17 | 18 | 10 | 20 [|CUTOff
number |  number '?if;’fbfégge 0 58 71 154 | 164 225 | 229 | 238 | 310 313 | 319 | 376 380 | 383 | 454 | 458 462 | 524 | 526 | 531

Abbott HCV 3rd generation EIA  [7A16-23|12027 HPOO | OD/CO 017 | 018 | 014 | 019 | 014 | 017 [ 015 | 015 | 017 | 012 | 047 | 016 | 016 | 0.09 [ 1.44 | 2.62 | >3.99 | >3.99 | >3.99 | >399 | 05
Access anti-HCV 34310 |194822 sico 053 | 032 | 030 [ 032 | 035 | 031 [ 030 | 028 | 0.34 [ 033 | 029 | 0382 | 033 | 031 | 382 | 6.80 | 1474 | 71.05 | 80.67 | 76.79 | 38489
IMx HCV 3A99-20|12220 HPOO |  SICO 058 | 062 | 135 [ 1.03 | 144 | 082 [ 082 | 078 | 056 [ 061 | 091 | 1.35 | 0.80 | 062 | 0.76 | 0.75 | 1.58 | 2894 | 3252 | 3316 | 21.1
Monolisa anti-HCV new antigens |72307 |5B518.X oD/Co 012 | 019 | 008 [ 013 | 016 | 012 [ 014 | 014 | 013 [ 012 | 012 | 010 | 013 | 0.10 | 226 | 2.68 | 6.09 | 1241 | 1239 | 12.31 | 0.19
Monolisa anti-HCV plus 72312 |6C501.U oD/co 0.08 | 007 | 0.08 [ 005 | 007 | 0.06 [ 007 | 007 | 0.20 [ 0.07 | 008 | 0.06 | 007 | 006 | 220 | 215 | 421 | 810 | 832 | 7.84 | 0.26
PRISM HCV 6A5248 |10143HP00 |  S/CO 013 | 014 | 019 [ 034 | 016 | 0.24 | insuff| 0.22 | 015 | 021 | 029 | 031 | 020 | 0.22 [ 1.00 | 1.64 | 220 | 439 | 448 | 418 |
Ortho HCV 3.0 SAVe 940982 |CG3CV738 oDICO 0.04 | 002 | 003 | NT | 001 | 002 [ 004 | 003 | 003 | 001 | 003 | 002 | 001 | 003 [ 073 | 088 | 272 | 890 | 890 | 890 | 0.34
Ortho HCV 3.0 ELISA/ enhanced 4347441 | sEcvozs 0D/CO 001 | 001 [ 003 | 002 | 002 | 0.05 | insuff [ 0.04 | 0.00 | 0.00 | 0.02 | 0.02 | 0.02 | 002 | 255 | 332 | 6.67 | 9.09 | 9.00 | 9.00 | 0.33
SAVe (short incubation)
Ortho HCV 3.0 ELISA / enhanced o307, | Gecyozs oD/co 0.00 | 002 | 0.02 [ -001 | 000 | 0.05 | insuff| 0.01 | 0.00 | -001 | -001 | 0.01 | 0.00 | 0.00 | 031 | 0.74 | 236 | 503 | 503 | 503 | 06
SAVe (long incubation)
RIBA HCV 3.0*2 |930780 |NK | I Neg | Neg | Neg | Neg | Neg | Neg | Neg | Neg | Neg | Neg Neg Neg | Neg | Neg | Ind | Ind | Ind | POS | POS | POS |
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Reference tables

BCP anti-HCV seroconversion panel 6211

Product name Product Lot Panel ID J| 6211-31| 6211-32 | 6211-33 | 6211-34| 6211-35 | 6211-36 | 6211-37| 6211-38 | 6211-39 | 6211-40| Cut-off
number | number '?fgf g;ggg 150 154 157 161 164 168 171 182 186 189

Abbott HCV 3rd generation EIA  |7A16-23 |43309HP00 | OD/CO 014 | 015 | 013 | 013 | 013 | 014 | 013 | 024 | 150 | 476 0.4
Access HCV Ab PLUS 34330  [194822 sico 005 | 005 | 005 | 005 | 005 | 005 | 006 | 08 | 195 | 318 |2078761
AXSYM® HCV version 3.0 3B44-20 [65113LU00 |  SICO 014 | 016 | 012 | 017 | 014 | 016 | 014 | 366 | 2041 | 3839 | 89
IMx HCV 3A99-20 |22210HPOL |  S/CO 038 | 043 | 056 | 046 | 047 | 046 | 043 | 055 | o080 | 088 | 224
Monolisa anti-HCV new antigens |72307  |B5M525 oDICO 009 | 000 | 009 | 004 | 009 | 006 | 004 | 010 | 010 | 062 | 037
Monolisa anti-HCV plus 72312 |8HO18Q oD/CO 008 | 007 | 004 | 005 | 006 | 002 | 002 | 072 | 253 | 408 | o021
Monolisa anti-HCV plus Version 2|72318  |9M513U oD/CO 011 | 008 | 009 | 011 | 007 | 007 | 012 | 097 | 244 | 294 | 023
Ortho HCV 3.0 SAVe 940982 |CG3Cv448 | OD/CO 001 | 002 | 000 | 000 | 000 | 001 | 001 | 083 | 529 | 684 | 033
g;\t\r}g (Hsﬁz)/r?ichuLk;iﬁ O’ n)e“ha”CEd 9307401 |GECV028 oDICO 002 | 001 | 002 | 003 [ 003 | 003 | 001 | 154 | 461 | 537 | 033
g}:\r}g ggﬁgf:ﬁfﬁb’aﬁg:fnced 9307401 |GECV028 oDICO 001 | 002 | 001 | 001 | 002 | 001 | 000 | 119 | 326 | 430 | o6
Vitros ECi anti-HCV 131 8450 |0100 sico 008 | 007 | 008 | 006 | 006 | 007 | 006 | 200 | 618 | 896 | 390.38
RIBA HCV 3.0 ¥ NA NA Neg Neg Neg Neg Neg Neg Neg Ind POS POS
‘In-house’ HCV PCR *? NA NA copies/ml l1>5x10°%>5x10°%[>5x10°|>5x10°>5x10°|>5x 10°|>5x 10°|>5x 10°%[>5x 10°|> 5 x 10°
Chiron bDNA *? NA NA copies/ml | 4x10" | 1x10° [>1x10®%|>1x10%>1x10%|>1x10%|>1x10%|>1x10% 1x10% |>1x10®
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Reference tables

BCP anti-HCV seroconversion panel 6212

Product Lot

number | number Panel ID

Product name 6212-01|6212-02|6212-03 | 6212-04|6212-05| 6212-06 | 6212-07 | 6212-08 | 6212-09| Cut-off

Days since

first bleed 0 12 14 23 26 32 37 53 55

Abbott HCV 3rd generation EIA  |7A16-23 [43309HP00 OD/CO 0.09 0.11 0.10 0.31 0.40 0.80 0.69 4.94 4.95 0.4

Access HCV Ab PLUS 34330 194822 S/CO 0.02 0.40 0.74 3.81 5.07 4.84 4.59 6.77 7.12 (2978761

AxSYM® HCV version 3.0 3B44-20 |65113LUOO SICO 0.15 3.49 6.09 21.11 23.62 21.51 20.88 39.87 42.14 8.9

IMx HCV 3A99-20 |19191 HPOO S/ICO 0.52 3.01 3.34 5.93 5.61 5.15 4.83 7.85 7.70 26.4

Monolisa anti-HCV new antigens [72307 B6E528 oD/CO 0.03 0.01 0.04 0.10 0.27 1.18 1.93 8.86 10.99 0.31

Monolisa anti-HCV plus Version 2|72318 9M513U OoDb/CO 0.07 0.18 0.10 0.41 0.72 1.38 1.96 8.60 8.68 0.23

PRISM HCV ** 6A5248 [NA S/CO 0.08 1.26 111 2.65 3.13 3.07 2.80 3.48 4.04 NA

Ortho HCV 3.0 SAVe 940982 [CG3CV528 OD/CO 0.01 0.85 1.15 4.08 5.04 5.51 5.43 $13.37 | 313.37 0.34

Ortho HCV 3.0 ELISA / enhanced

SAVe (shortincubation) 9307401 (CEGV028 OD/CO

0.02 1.08 1.49 4.12 4.80 5.03 4.75 8.62 3 9.01 0.33

Ortho HCV 3.0 ELISA / enhanced

SAVe (standard incubation) 9307401 |CEGV028 ODICo

0.01 0.53 0.83 3.18 3.62 3.79 4.30 3498 | 3498 0.6

Vitros ECi anti-HCV 131 8450 (0100 S/ICO 0.04 1.19 1.68 4.98 6.11 6.49 7.01 14.9 154 390.38

RIBA HCV 3.0 ¥ NA NA Neg Neg Neg Ind Ind Ind Ind Ind Ind

In-house' HCV PCR * NA NA copies/m! | 8x10° | 2x10° | 9x10* | 1x10° | 5x10* | 8x10* | 8x10* | 2x10° | 4x10°

Chiron bDNA *2 NA NA copies/ml | 2x10° | 2x10° |<2x10% 2x10° | 2x10° |[<2x10°| 4x10° | 5x10° | 4x10°

Monolisa anti-HCV plus 72311 8H018Q OD/CO | 0.05 0.07 0.08 0.36 0.53 1.29 1.48 7.00 7.45 0.23
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Reference tables

BCP anti-HCV seroconversion panel 6213

Product name Product Lot Panel IDg6213-01[6213-02(6213-03 |6213-04|6213-05|6213-06(6213-07 |6213-08|6213-09 [6213-10(6213-11|6213-12 | Cut-off
Dave o
number | number [7E/E SHCe 0 2 8 11 15 18 28 30 35 37 43 46
Abbott HCV 3rd generation EIA 7A16-23 (43309HP0O0 | OD/CO 0.29 0.33 0.32 0.27 0.34 0.34 0.31 0.30 0.31 0.47 1.64 2.08 04
Access HCV Ab PLUS 34330 194822 S/CO 0.03 0.03 0.03 0.04 0.03 0.03 0.03 0.03 0.05 0.42 4.26 4.69 (2978761
AXSYM® HCV version 3.0 3B44-20 |65113LUO00 S/CO 0.86 0.79 0.85 0.91 0.76 0.91 0.92 0.88 0.96 2.54 32.52 34.12 8.9
IMx HCV 3A99-20|19191 HPOO | S/CO 0.53 0.49 0.49 0.51 0.47 0.45 0.48 0.47 0.44 0.76 7.77 7.34 23.4
Monolisa anti-HCV new antigens |72307 B6E528 OoD/CO 0.05 0.04 0.04 0.04 0.05 0.04 0.05 0.04 0.06 0.15 3.48 5.04 0.32
Monolisa anti-HCV plus 72311 |8H018Q OoD/CO 0.07 0.04 0.03 0.03 0.04 0.06 0.07 0.08 0.09 0.26 3.85 3.79 0.23
PRISM HCV *? 6A5248 |NA S/CO 0.06 0.05 0.06 0.06 0.06 0.06 0.05 0.05 0.08 0.57 2.69 2.95 NA
Ortho HCV 3.0 SAVe 940982 [CG3CV528 | OD/CO 0.05 0.04 0.05 0.07 0.06 0.05 0.04 0.03 0.07 1.26 |2 10.38(210.34( 0.34
Ortho HCV 3.0 ELISA / enhanced
SAVe (short incubation) 9307401 |GECV028 OD/CO 0.03 0.03 0.03 0.03 0.02 0.03 0.02 0.02 0.02 0.60 6.04 7.29 0.33
Ortho HCV 3.0 ELISA / enhanced
SAVe (standard incubation) 9307401 [GECV028 OD/CO 0.03 0.01 0.01 0.01 0.00 0.01 0.00 0.01 0.01 0.58 476 | 3 4.98 0.6
Vitros ECi anti-HCV éiéo 0100 S/CO 0.08 0.08 0.09 0.09 0.09 0.07 0.09 0.08 0.15 2.54 15.1 16.0 39.38
RIBA HCV 3.0 ¥ NA NA Neg Neg Neg Neg Neg Neg Neg Neg Neg Neg POS POS
. ' *2 COpiES/ <1lx <1x <1x 5 5 6 >5x >5x 6 6 6 6
In-house' HCV PCR NA NA ol 107 107 102 |1x10°|4x10° | 3x10 105 106 |2%10°|2x10°|4x10° | 5x10
Chiron bDNA * NA NA CO?T']‘fS’ <1%5X <1%5X <1%5X 3x10°|7x10° | 2x10° | 2x107 | 1x107 [ 1x 107 | 3x107 | 2x 107 | 1 x 107
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Reference tables

BCP anti-HCV seroconversion panel 6214

Product name Product Lot Panel ID [l 6214-01 | 6214-02 | 6214-03 | 6214-04 | 6214-05 | 6214-06 | 6214-07 | 6214-08 | 6214-09 | 6214-10 | 6214-11 | 6214-12 | 6214-13 | Cut-off
number | number |53/ Since 0 2 8 10 16 18 23 25 30 32 49 53 56

Abbott HCV 3rd generation EIA |7A16-23 |43309HP00| OD/CO 0.20 0.18 0.19 0.25 0.17 0.14 0.17 0.19 0.25 0.31 3.52 4.83 4.95 0.4
Access HCV Ab PLUS 34330 194822 sico 0.03 0.02 0.02 0.02 0.02 0.02 0.05 0.14 1.00 1.95 6.31 6.46 6.28 | 2978761
AXSYM® HCV version 3.0 3B44-20 |65113LU00| S/CO 0.25 0.20 0.20 0.15 0.17 0.23 0.90 2.77 18.97 | 1943 | 7197 | 73.93 | 72.96 8.9
IMx HCV 3A99-20 ﬁ}é’ol sico 0.47 0.51 0.48 0.45 0.47 0.50 0.49 0.51 0.56 0.72 2.17 2.47 2.67 23.2
Monolisa anti-HCV new antigens |72307 B6E528 oD/CO 0.05 0.04 0.03 0.02 0.04 0.04 0.04 0.02 0.07 0.09 4.09 3.84 4.16 0.32
Monolisa anti-HCV plus 72311 8H018Q oD/CO 0.05 0.06 0.04 0.07 0.07 0.02 0.03 0.05 0.28 1.13 7.05 .77 8.22 0.23
plonolisa anti-HCV plus Version 175313 |omsiau | opico 041 010 | 008 | 009 | 004 | o009 006 | 012 | o087 | 198 | 866 | 766 | 695 | 023
PRISM HCV ** 6A5248 |NA sico 0.06 0.05 0.05 0.06 0.06 0.07 0.27 0.64 1.07 1.60 3.14 3.45 3.32 NA
Ortho HCV 3.0 SAVe 940982 |CG3CV528 | OD/CO 0.01 0.02 0.01 0.01 0.01 0.01 0.02 0.13 2.20 5.09 | 210.39 [ 213.369 | 213.369 [ 0.34
Ortho HCV 3.0 ELISA / enhanced|g307401  |GECVO28 | ODICO 0.01 0.02 0.00 0.02 0.02 0.02 0.03 0.08 123 3.02 7.47 7.94 7.75 0.33
SAVe (short incubation)
g:cg gf%ggfh:i”:b/at‘fg:)"‘“ced 9307401 |GECv028 | op/co 0.00 001 | -001 | 0.00 0.01 0.01 0.01 0.02 1.05 307 | sa498 | 5498 | 5498 | 060
Vitros ECi anti-HCV 131 8450 (0100 sico 0.06 0.09 0.06 0.07 0.06 0.06 0.06 0.11 1.92 4.62 12.1 12.1 12.3 | 390.38
RIBA HCV 3.0 ¥ NA NA Neg Neg Neg Neg Neg Neg Neg Neg Ind Ind POS POS POS
'In-house’' HCV PCR *? NA NA  |copies/mIfl 2x10° [>5x10°|>5Xx10°| 2x10° [ 5x10° | 2X10° [>5X10°| >5X10°|>5X 10°| 3x10° [ 1Xx10° | 1x10° | 8x10°
Chiron bDNA *? NA NA  |copies/mIfl 6x10° [ 7x10° | 9x10° | 7x10° [ 6Xx10° | 3x10° | 5x10° | 1X10" | 9x10° | 6x10° [ 2x10° | 3x10° | 2x10°
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Reference tables

BCP anti-HCV seroconversion panel 6215

Product name Product Lot Panel ID 6215-01 | 6215-02 | 6215-03 | 6215-04 Cut-off
number number Days since 0 3 10 20
first bleed

Abbott HCV 3rd generation EIA  |7A16-23 43309HP00 oD/CO 0.11 0.10 0.14 2.61 0.4
Access HCV Ab PLUS 34330 194822 sico 0.02 0.02 0.10 324 2978761
AxSYM® HCV version 3.0 3B44-20 65113LU0O0 s/co 0.15 0.18 0.19 362 8.9
IMx HCV 3A99-20 19191 HPOO [ele] 0.44 0.44 0.57 1.83 23.6
Monolisa anti-HCV new antigens |72307 B6E528 OoD/CO 0.03 0.03 0.03 3.70 0.32
Monolisa anti-HCV plus 72312 8H018Q oD/CO 0.04 0.05 0.05 1.90 021
PRISM HCV * 6A5248 s/co 0.04 0.04 0.15 147 NA
Ortho HCV 3.0 SAVe 940982 CG3CV528 oD/CO 0.00 0.01 0.02 466 034
g/:t\r;g (':ﬁ:rfigci;';?o; )e”ha”CEd 9307401 GECV028 oD/Co 0.03 0.04 0.03 324 033
g:cg (':tCaY]sa? dE:‘l:f:b;t?g:)anced 9307401  |GECV028 oDICo 0.01 0.02 0.01 2.10 0.6
Vitros ECi anti-HCV 1318450  [0100 SICO 0.05 0.04 0.10 115 | 390.38
RIBA HCV 3.0 ¥ N/A N/A Neg Neg Neg Ind
'In-house’' HCV PCR *? N/A N/A copies/ml | >5x10°]|>5x10°|>5x10°%| > 5 x 10°
Chiron bDNA *#? N/A N/A copies/ml >1x10°] 1x10® | 6x10" | 5x 10
BCP anti-HCV seroconversion panel 6216

Product name Product Lot Panel ID I6216-Ol 6216-02|6216-03|6216-04|6216-05|6216-06|6216-07] Cut-off

number| number |Days since 3 8 10 15 17 23
first bleed

Abbott HCV 3rd generation EIA  |7A16-23 |43300HP00 | op/co | 027 | 029 | 025 | 026 | 0.31 | 031 | 363 0.4
Access HCV Ab PLUS 34330  |194822 SICO 004 | 003 | 004 | 003 | 003 | 004 | 262 J2978761
AXSYM® HCV version 3.0 3B44-20 [65113LU00 | S/CO 038 | 040 | 048 | 025 | 0.36 | 027 | 150 8.9
IMX HCV 3A99-20 |19191HPOO | S/CO 051 | 050 | 046 | 046 | 0.48 | 0.46 | 056 | 236
Monolisa anti-HCV new antigens |72307 B6E528 oDb/CO 0.08 0.09 0.06 0.04 0.08 0.07 0.15 0.31
Monolisa anti-HCV plus 72311 [8H018Q op/ico | 008 | 009 | 0.06 | 004 | 0.06 | 0.06 | 049 | 023
PRISM HCV *2 6A5248 |NA [ele) 0.07 | 007 | 006 | 006 | 0.07 | 007 | 113 NA
Ortho HCV 3.0 SAVe 940982 |ce3cvs2s | ob/co | 0.04 | 0.05 | 0.05 | 0.04 | 0.05 | 004 [ 353 | 034
Ortho HCV 3.0 ELISA / enhanced fo557401 |gecvozs | obico | 0.02 | 002 | 003 | 007 | 0.05 [ 003 | 237 | 033
SAVe (short incubation)
Ortho HCV 3.0 ELISA / enhanced o750 [cecvos | opico | 000 | 001 | 001 | 002 | 001 | 001 | 244 | 06
SAVe (standard incubation)
Vitros ECi anti-HCV 1318450 [0100 J[ele} 041 | 0112 | 007 | 041 | 0.27 | 0.10 | 9.93 | 390.38
RIBA HCV 3.0 *2 NA NA Neg Neg Neg Neg Neg Neg Ind
‘In-house' HCV PCR *? NA NA copies/mif<1x10%<1x10%< 1x10%<1x109<1x 10]<1x10%| 5x10°
Chiron bDNA *2 NA NA copies/miff<2x 10°[< 2x 10°|< 2 x 107|< 2 x 107< 2 x 10% < 2 x 10°|< 2 x 107
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Reference tables

BCP anti-HCV ‘false positive’ seroconversion panel 6217

Product name Product Lot Panel ID 6217-01 6217-02 6217-03 6217-04 6217-05 Cut-off

number| number I]?ierlztsbslien:de 0 5 7 12 18

IMx HCV 3A99-20 |19191 HPOO S/CO 0.49 0.51 0.53 0.49 0.51 23.6

Monolisa anti-HCV new antigens| 72307 B6E528 OoD/CO 0.20 0.22 0.24 0.37 0.60 0.31

Monolisa anti-HCV plus 72311 8H018Q 0oD/CO 0.21 0.23 0.24 0.31 0.44 0.23

Ortho HCV 3.0 SAVe 940982 CG3CV528 OD/CO 0.12 0.15 0.13 0.33 0.77 0.34

e gch‘;ft?nitfilg :)“ha“"ed os07401 [cecvos | ooico | 0.04 | 005 | 006 | 011 [ 025 [ o33

Ortho HCV 3.0 EITISA / elnhanced 9307401 |GECVO2S oDICO 0.03 0.03 0.04 0.09 0.18 0.6

SAVe (standard incubation)

RIBA HCV 3.0 #® NA NA Neg Neg Neg Ind Ind

‘In-house’ HCV PCR ¥ NA NA copies/ml <100 <100 <100 <100 <100

Chiron bDNA # NA NA copies/mfl <2 x10° | <2 x10° | <2 x 10° | <2 x 10° | <2 x 10°
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Reference tables

BCP anti-HCV ‘false positive’ seroconversion panel 6219
6219- | 6219- | 6219- | 6219- | 6219- | 6219- | 6219- | 6219- | 6219- | 6219- | 6219- | 6219- | 6219- | 6219-

Product name Product Lot Panel ID o1 02 03 04 05 06 07 08 09 10 11 12 13 14 Cut-off
number | number [f)if;'fbfégze 0 5 12 14 19 21 26 28 33 40 48 50 55 59
IMx HCV 3A99-20|19191 HPOO| S/CO 0.52 0.43 | 0.41 0.22 | 0.46 0.43 0.82 | 0.46 0.63 | 0.50 0.46 0.45 | 0.47 0.61 24.5

Monolisa anti-HCV new antigens 72307 B6E528 ODb/CO | 097 | 0.88 | 3.02 | 357 | 435 | 384 | 517 | 512 | 531 | 537 | 520 | 526 | 538 | 458 | 0.32

Monolisa anti-HCV plus 72311 8H018Q |[oOD/CO | 0.13 | 0.09 ( 0.32 [ 0.32 [ 0.49 | 0.46 | 0.53 | 0.65 | 0.53 | 059 | 068 | 0.71 | 0.77 | 1.33 | 0.23

Ortho HCV 3.0 SAVe 940982 | CG3CVv528 | OD/CO | 0.26 | 0.33 | 1.89 | 1.84 | 281 | 210 | 292 | 3.35 | 340 | 294 | 335 | 282 | 325 | 259 | 0.34

Ortho HCV 3.0 ELISA / enhanced
SAVe (short incubation) 9307401 GECV028 | OD/CO || 0.08 0.08 | 0.42 0.50 | 0.85 0.80 1.64 | 1.47 1.68 | 2.06 2.16 251 | 2.38 1.26 0.33

Ortho HCV 3.0 ELISA / enhanced

SAVe (standard incubation) 9307401 GECV028 | OD/CO | 0.11 | 0.12 | 0.64 | 091 | 1.14 | 1.07 | 233 | 185 | 210 | 283 | 219 | 254 | 2.65 | 2.58 0.6

RIBA HCV 3.0 *2 NA NA Neg | Neg Ind Ind Ind Ind Ind Ind Ind Ind Ind Ind Ind Ind
'In-house’ HCV PCR * NA NA C°pn']e|5’ <100 | <100 | <100 | <100 | <100 | <100 | <100 | <100 | <100 | <100 | <100 | <100 | <100 | <100
Chiron bDNA *2 NA NA COpn'ﬁS/ <2 x 109 <2 x 109 <2 x 10°|<2 x 10%<2 x 10°|<2 x 10%] <2 x 10%] <2 x 10%|<2 x 10%] <2 x 10%|<2 x 10| <2 x 10| <2 x 10°|<2 x 10°
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Reference tables

BCP anti-HCV ‘false positive’ seroconversion panel 6220

Product name Product Lot Panel ID [6220-01]6220-02 | 6220-03 |6220-04 | 6220-05 | 6220-06 | Cut-off

number| number | Dayssince

first bleed 0 3 8 10 18 20

Abbott HCV 3rd generation EIA |7A16-23 [43309HP00 OD/CO 0.22 0.21 0.20 0.20 2.54 177 0.4

IMx HCV 3A99-20 (27252 HPOO S/CO 0.64 0.51 0.60 0.53 0.97 0.80 24
Monolisa anti-HCV new antigens|72307 6K533P OoD/CO 0.72 0.68 0.70 0.64 5.87 5.86 0.32
Monolisa anti-HCV plus 72312 |8H018Q OD/CO 0.35 0.32 0.33 0.36 7.99 6.78 0.21
PRISM HCV *#? 6A5248 |NA S/CO 0.16 0.13 0.13 0.15 1.56 1.13 NA
Ortho HCV 3.0 SAVe 940982 |CG3CV758 OD/CO 0.17 0.14 0.14 0.13 6.60 5.55 0.34

Ortho HCV 3.0 ELISA / enhanced

SAVe (short incubation) 9307401 [GECV398 OoD/CO 0.03 0.03 0.02 0.03 3.34 3.22 0.35

RIBA HCV 3.0 ¥ NA NA Neg Neg Neg Neg Neg Neg
'In-house’ HCV PCR # NA NA copies/ml Neg Neg Neg Neg Neg Neg
Chiron bDNA ** NA NA MEg/ml | <2x10° | <2x10° | <2x10° | <2x10° | <2x10° |2.16x10°

BCP anti-HCV seroconversion panel 6222

Product name Product Lot Panel ID §6222-01]6222-02|6222-03]6222-04|6222-05|6222-06|6222-07|6222-08] Cut-off

number| number |Days since

first bleed| © 2 17 19 24 26 36 40

Abbott HCV 3rd generation EIA |7A16-23 |43309HP00] OD/CO 0.17 0.14 0.14 0.13 0.14 0.10 0.12 0.21 0.38

Access HCV Ab PLUS 34330 ]194822 S/ICO 0.04 0.03 0.04 0.04 0.04 0.03 0.29 2.65 J2978761
AXSYM ® HCV version 3.0 3B44-20 |65113LU00| S/CO 0.19 0.17 0.20 0.16 0.16 0.20 0.58 6.71 8.9
IMx HCV 3A99-20 |44176HP0O0| S/CO 0.21 0.14 0.17 0.17 0.15 0.12 0.33 3.20 22.2
Monolisa anti-HCV plus 72311 8H018Q oD/CcOo 0.02 0.03 0.03 0.02 0.04 0.06 0.14 1.15 0.23
PRISM HCV *> 6A5248 INA S/CO 0.07 0.07 0.07 0.06 0.06 0.10 0.34 2.89 NA

Ortho HCV 3.0 ELISA / enhanced

) X 9307401 |GECV398 | OD/CO 0.01 0.01 0.01 0.01 0.00 0.00 0.09 1.66 0.35
SAVe (short incubation)

Vitros ECi anti-HCV 1318450 |o100 ob/co | 0.05 | 006 | 0.07 | 005 | 005 | 0.05 | 0.39 | 462 [ 390.38
RIBA HCV 30+ N/A N/A Neg Neg Neg Neg Neg Neg Neg Ind
"In-house’ HCV PCR * N/A NA  |copies/ml | bld bld |3x10°| 6x10°|7 x 10°| 8 x 10° [ 2 x 10°| 5 x 10°

MDA Evaluation Report: Anti-HCV commercial panel data 26



Reference tables

BCP anti-HCV seroconversion panel 6224

Product name Product Lot Panel ID 6224-01 | 6224-02 | 6224-03 | 6224-04 | 6224-05 | 6224-06 J Cut-off
number number ZTZIS;Z:; 0 3 7 11 19 29
Access HCV Ab PLUS 34330 194822 sico 0.04 0.04 0.04 0.08 1.17 1.74 |2978761
AXSYM® HCV version 3.0 [3B44-20  |65113LU00 |  S/CO 0.19 0.21 0.19 0.30 2.32 3.27 8.9
Monolisa anti-HCV plus 72312 8H018Q oD/CO 0.05 -0.03 0.03 0.04 0.91 1.56 0.21
PRISM HCV *? 6A5248  [NA sico 0.08 0.06 0.06 0.12 1.44 2.35 NA
Vitros Eci anti-HCV 131 8450 [0100 sico 0.04 0.04 0.04 0.07 1.65 2.27 | 40256
RIBA HCV 3.0 *2 N/A N/A Neg Neg Neg Neg Neg Neg
'In-house' HCV PCR *? N/A N/A copies/ml | 2x10° | 2x10° | 2x10° | 9x10* | 3x10° | 3x10°
BCP anti-HCV seroconversion panel 9041
Product name Product Lot Panel ID J 9041-01 | 9041-02] 9041-03|9041-04|9041-05| 9041-06|9041-07 [9041-08 § Cut-off
number) number |Dayssinced o | o4 [ 57 | 31 | 62 [ 64 | 60 | 7

Abbott HCV 3rd generation EIA  |7A16-23 |43309HP00| ob/co J 0.16 | 0.20 | 0.20 | 020 | 545 | 545 | 545 | 545 | 037
Access HCV Ab PLUS 34330 |194822 sico f 002 | 003 | 003 | 003 | 570 | 630 | 6.85 | 7.46 |2978761
AXSYM® HCV version 3.0 3B44-20 |65113LU00 S/cO J 0.14 | 0.18 | 0.14 | 0.18 | 21.87 | 28.60| 45.28 | 60.66 | 8.9
IMX HCV 3A99-20 |NA sico § 0411 | 010 | 0.21 | 003 | 836 | 11.92] 17.37 | 18.99 | 23.6
Monolisa anti-HCV plus 72312  |8D523X ob/ico J 0.09 | 0.05 | 0.05 | 0.04 | 568 | 607 | 6.16 | 6.26 | 0.41
Ortho HCV 3.0 ELISA /enhanced |g307401 |gECv228 | obico || 0.00 | 0.01 | 0.01 | 001 | 730 | 803 | 821 | 878 | 034
SAVe (shortincubation)
Vitros Eci anti-HCV 131 8450 [0100 ob/co J 0.05 | 0.05 | 0.05 | 0.05 | 167 | 175 | 18.3 | 20.3 | 390.38
RIBA HCV 3.0 ¥ NA NA Neg | Neg | Neg | Neg | POS | POS | POs | POS
Chiron bDNA *2 NA NA MEg/ml | <0.2 | 15.78 | 63.72 | >120 | 7227 | 66.27| 21.8 | 11.24
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Reference tables

BCP anti-HCV ‘false positive’ seroconversion panel 9042

Product name Product Lot Panel ID §9042-01 [9042-02 | 9042-03 | 9042-04 | 9042-05| 9042-06 § Cut-off
number | number 2?sytsbsli;:: 0 5 8 13 19 23
Monolisa anti-HCV plus 72312 8D523X OoD/CO 0.10 0.08 0.25 0.26 0.16 0.13 0.41
g/:t\r/‘g (':ﬁ:rfigci"b';’?og )e”hance" 9307401 |GECv228| opb/co § 003 | 027 | 283 | 373 | 347 | 212 0.34
RIBA HCV 3.0 N/A N/A Neg Ind Ind Ind Ind Ind
Chiron bDNA # N/A N/A MEq/ml <0.2 <0.2 <0.2 <0.2 <0.2 <0.2

BCP anti-HCV ‘false positive’ seroconversion panel 9043

Product name Product Lot Panel ID §9043-01] 9043-02 | 9043-03 | 9043-04 | 9043-05| 9043-06 j Cut-off

number | number |Days since

first bleed 0 7 10 14 17 21

Abbott HCV 3rd generation EIA  |7A16-23 |43309HP00| OD/CO 121 1.27 1.29 1.19 1.16 1.04 0.38

IMx HCV 3A99-20 |NK S/CO 0.31 0.36 0.37 0.36 0.29 0.28 22.2

Monolisa anti-HCV plus 72312 8D523X oD/CO 0.07 0.05 0.09 0.05 0.06 0.05 0.41

Ortho HCV 3.0 ELISA / enhanced

: : 9307401 |GECV228| OD/CO 0.57 0.34 0.34 0.37 0.34 0.49 0.34
SAVe (short incubation)

RIBA HCV 3.0 N/A N/A Ind Ind Ind Ind Ind Ind

Chiron bDNA ¥ N/A N/A MEq/ml <0.2 <0.2 <02 [ <0.2 <0.2 <0.2

BCP anti-HCV seroconversion panel 9044

Product name Product Lot Panel ID §9044-01]9044-02|9044-03]9044-04 | 9044-05|9044-06 f Cut-off

Days since
number | number fir;,tbleed 0 4 17 21 25 29

Abbott HCV 3rd generation EIA 7A16-23 |43309HPO0| OD/CO 0.14 0.13 0.14 0.24 0.80 1.22 0.34

Access HCV Ab PLUS 34330 194822 S/CO 0.03 0.03 0.04 0.27 1.16 1.76 297876
AxSYM® HCV version 3.0 3B44-20 |65113LUO0| S/CO 0.16 0.15 0.18 1.51 7.70 20.11 8.9
IMx HCV 3A99-20 |44176HPO0O| S/CO 0.13 0.10 0.11 0.51 1.82 4.67 23.6
Monolisa anti-HCV plus 72312 |8D523X OoD/CO 0.08 0.05 0.06 0.22 113 1.87 0.41

Ortho HCV 3.0 ELISA / enhanced

: ) 9307401 |GECV228 | OD/CO 0.01 0.02 0.02 0.32 1.86 3.16 0.34
SAVe (short incubation)

Vitros ECi anti-HCV 131 84500100 S/CO 0.06 0.06 0.06 0.87 5.30 6.71 390.38
RIBA HCV 3.0 ¥ NA NA Neg Neg Neg Neg Ind Ind
Chiron bDNA *2 NA NA MEq/ml 1059 | 52.71 | 7718 | 7152 | 72.82 | 48.83
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Reference tables

BCP Anti-HCV seroconversion panel 9045

Product name Product Lot Panel ID | 9045-01| 9045-02|9045-03 | 9045-04] 9045-05 [ 9045-06 | 9045-07 | 9045-08 f Cut-off
number| number 22?;:2;2 0 2 7 9 26 32 37 2
Abbott HCV 3rd generation EIA | 7A16-23 |43309HP00| ob/co | 008 | 011 | 011 | 012 | 014 | 015 | 026 | 081 0.37
Access HCV Ab PLUS 34330 (194822 SICO 003 | 003 | 003 | 002 | 003 | 006 | 1.05 | 146 Q2978761
AXSYM® HCV version 3.0 3B44-20 [65113LU00[ S/CO 013 | 011 | 013 | 014 | 011 | 028 | 402 | 680 8.9
IMX HCV 3A99-20 [44176HP00| s/CO 013 | 009 | 010 | 009 | 010 | 015 | 118 | 227 22.2
Monolisa anti-HCV plus 72312 |8D523X op/co | 003 | 004 | 005 | 004 | 003 [ 007 | 073 | 240 0.38
g:vh: (Hsﬁgrf'iifu"b'asgoln‘;”ha“wd 9307401 [cECv228 | obico | 002 | 0.02 | 000 | 000 | 000 | 003 | 160 | 235 | 034
Vitros Eci anti-HCV 131 8450[0100 SICO 006 | 005 | 005 | 006 | 006 | 005 230 | 471 | 390.38
RIBA HCV 3.0 # NA NA Neg Neg Neg Neg Neg Neg Ind Ind
Chiron bDNA # NA NA MEq/ml | 1773 | 16.42 | 3619 | 38.07 | 44.86 | 17.78 | 1836 | 232
BCP anti-HCV seroconversion panel 9046
Product name Product Lot Panel IDI 9046-01 | 9046-02 | 9046-03 | 9046-04 | 9046-05 Cut-off
number| number Izszsligggl 0 69 7 76 79
Abbott HCV 3rd generation EIA |7A16-23 [43309HP0O0] OD/CO 0.11 5.93 5.93 5.93 5.93 0.34
Access HCV Ab PLUS 34330 194822 S/ICO 0.05 9.03 9.35 9.25 9.15 2978761
AxSYM® HCV version 3.0 3B44-20 |65113LU00| S/CO 0.14 97.01 84.89 87.20 83.07 8.9
IMx HCV 3A99-20 |44176HP00| S/CO 0.11 24.94 2451 26.44 23.71 23.6
Monolisa anti-HCV plus 72312 8D523X OD/CO 0.06 5.68 5.33 4.95 5.25 0.38
(S):C;) (':E;/rfigci"b':tﬁoln )enhanced 9307401 |GECv228 | opico 0.00 9.13 8.85 7.96 8.96 034
Vitros Eci anti-HCV 131 8450 |0100 S/ICO 0.05 22.6 23.0 233 23.8 390.38
RIBA HCV 3.0 * N/A N/A Neg POS POS POS POS
Chiron bDNA ** N/A N/A MEgq/ml <0.2 2.06 <0.2 <0.2 <0.2
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Reference tables

BCP anti-HCV seroconversion panel 9047

Product name Product | Lot  |Panel ID| 9047-01|9047-02|9047-03|9047-04| 9047-05|9047-06 | 9047-07|9047-08 |9047-09|9047-10 | Cut-off
number | number [SASsincel g 2 10 12 19 21 28 30 35 37

Abbott HCV 3rd generation EIA  [7A16-23 |43300HP00 | OD/CO | 021 | 022 | 022 | 022 | 028 | 022 | 035 | 1.07 | 285 | 352 | 037

Access HCV Ab PLUS 34330 (194822 sico | 007 | 007 | 010 | 006 | 006 | 006 | 179 | 457 | 631 | 625 |2978761

AXSYM® HCV version 3.0 384420 [65113LU00 | S/cO | 047 | 016 [ 015 | 016 | 014 | 016 | 1006 | 38.14 | 61.66 | 62.47 | 8.9

IMx HCV 3A99-20 [44176HP00 | s/co | 042 | 047 [ 013 | 013 | 042 | 012 | 282 | 1230 | 2019 | 2081 | 225

Monolisa anti-HCV plus 72312 Bp523X | op/co| 009 | 042 [ 010 | 007 | 012 [ 016 | 073 | 412 | 589 | 645 | 0.38

Ve ot ineebation "¢ leso7a01 feECv22s | opico | 00 | 012 | 009 | 005 | 010 | 009 | 151 | 392 | 736 | 677 | 034
itros Eci anti-HCV 1318450 {0100 sico | 005 | 007 | 006 | 007 | 005 | 006 | 267 | 811 | 138 | 156 | 300.38

RIBA HCV 3.0 * N/A N/A Neg Neg Neg Neg Neg Neg Ind Ind Ind POS

Chiron bDNA * N/A NA  |MEq/mi| 6595 | 81.76 | 5485 | 64.03 | 5545 | 42.97 | 9.3 | 2658 | 22.77 | nd
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Reference tables

BCP anti-HCV ‘false positive’

seroconversion panel 9048

Product name Product] Lot |Panel ID J9048-01]|9048-02|9048-03 | 9048-04 [9048-05|9048-06 | 9048-07 [9048-08 | Cut-off
number| number | Days since
first bleed 0 2 7 10 15 17 22 24
Monolisa anti-HCV plus 72312 | 8D523X | ob/co 0.73 082 | 057 | 072 113 | 126 | 101 101 | o041
Ortho HCV 3.0 ELISA / enhanced | o 7)) | ecvazs| opico | 049 | 056 | 0.33 | 045 | o076 | 038 | o6s | 029 | 034
SAVe (short incubation)
RIBA HCV 3.0 # N/A N/A Neg Ind Neg Ind Ind Ind Ind Ind
Chiron bDNA # N/A N/A MEq/ml <0.2 <0.2 <0.2 <0.2 <0.2 <0.2 <0.2 <0.2
BCP anti-HCV ‘false positive’ seroconversion panel 9049
Product name Product Lot Panel ID [ 9049-01 | 9049-02 [ 9049-03 | 9049-04 | 9049-05 j Cut-off
number| number ?ays since 0 2 8 12 16
irst bleed
Monolisa anti-HCV plus 72311 | 8H018Q OoD/CO 0.70 1.85 1.22 0.67 0.45 0.28
Ortho HCV 3.0 ELISA / enhanced|gs07401f gecvoog | obico | 041 | 232 | 088 | o046 | 037 | o034
SAVe (short incubation)
RIBA HCV 3.0 *¥? N/A N/A Ind Ind Ind Ind Ind I
Chiron bDNA *2 N/A N/A MEq/ml <0.2 <0.2 <0.2 <0.2 <0.2 I
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Reference tables

BBI anti-HCV low titre panel PHV103

broduct name Product Lot Panel 1p |PHV103-[PRVI03-PHVL03-PHVI0S TPHVLOS-PHVI0S PHV103-PHVL0S-PHVI0S-[PHVI03 [PHVI0SPHVI03-PHVIOSPHVION PHVIOS-To, o
number | number E;(epseuclttid pos | pos | Pos | pos | Pos | Pos | Pos | Pos | POS | neg pos | pos | pos | pPos | pos

Abbott HCV 3rd generation EIA  [7A16-23 93292 HPOO | op/co | 396 | 595 | 345 | 651 | 775 | 108 | 066 | 441 | 295 | 018 | 514 | 260 | 272 | 120 | 816 | 025
Access anti-HCV 34310 590802 sico | 131 | 1821 | 416 | 167 | 495 | 197 | 293 | 230 | 134 | 034 | 1467 | 120 | 225 | 119 |173.96 42503
IMx HCV 3A99-20 |os982 HPOO | sico | 1078 | 2164 | 2077 | 731 | 1017 | 1.73 | 1015 | 1808 | 1153 | 050 | 1.22 | 2470 | 456 | 606 | 1261 | 34.6
Monolisa anti-HCV new antigens [72306 4L.017X oD/CO 171 2.13 3.72 6.14 7.35 3.37 0.71 1.65 5.03 0.25 2.56 3.71 1.10 4.31 4.74 0.4
Monolisa anti-HCV plus 72311 [6C501.U obico | 487 | 565 | 415 | 932 | 995 | 560 | 132 | 387 | 655 | 032 | 58 | 512 | 419 | 414 | 661 | 027
PRISM HCV 6A5248 /A sico | 259 | 365 | 245 | 327 | 579 | 349 | 223 | 224 | 283 | 009 | 425 | 220 | 362 | 140 | 413 | =
Ortho HCV 3.0 ELISA 030700  |ceacvoss | opico | 1021 | 926 | 771 | 1007 | 1000 | 1023 | 282 | 623 | 1023 | 008 | 1022 | 1022 | 7.94 | 295 | 992 | 0.33
Ortho HCV 3.0 SAVe 0409082 CG3CV738 OD/CO 4.55 4.23 2.50 9.01 9.01 2.87 2.81 2.41 4.23 0.02 5.83 4.04 2.50 0.64 9.01 0.33
g:c: gﬁ;?&f&iﬁcjnfnhanced 0307401 |GECvo28 | opbico | 508 | 465 | 390 | 849 | 3901 | 577 | 586 | 375 | 600 | 002 | 6690 | 523 | 465 | 170 2901 | 033
A gf;\g;f'{giﬁb’aﬁgrﬁfnced 0307401 |[GECvVo28 | oD/cO | 488 | 2488 488 | 2488 | 2483|2488 |c488 | 2488|2488 | 002 |2488|=488| 470 | 280 |3 488 | 062
RIBA HCV 3.0 * | N/A | N/A | I POS | POS | POS | POS | POS | POS | POS | POS | Ind | Neg | POS | POS | POS | Ind | POS |
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Reference tables

BBI anti-HCV low titre panel PHV104
Product name Product Lot Panel JPHV104-|PHV104-|PHV104-|PHV104-|PHV104-|PHV104-|PHV104-|PHV104-|PHV104-|PHV104-|PHV104-|PHV104-|PHV104-|PHV104-|PHV104-| Cut-off
1D 0l 02 03 04 05 06 07 08 09 10 11 12 13 14 15

number number |Expected] POS POS POS POS POS POS POS POS POS POS POS neg POS POS POS
results

lJAccess HCV Ab PLUS 34330 194822 S/CO 2.23 10.00 2.59 8.66 4.44 9.10 7.46 1.06 3.41 2.40 1.83 0.03 1.52 2.19 7.63 (2978761
IAXSYM® HCV version 3.0 3B44-20 [65113LUO0 | S/CO 211 78.18 5.64 58.41 7.25 74.30 | 22.82 2.68 3.72 5.27 2.64 0.31 3.08 3.56 51.35 8.9
IMX HCV 3A99-20 [22210HPO0 | S/CO 3.44 28.06 16.67 7.23 0.60 4.01 15.10 9.99 26.60 | 23.50 12.62 0.40 8.42 28.31 4.15 25.2

Monolisa anti-HCV new antigens [72307 B:6F529.X [OD/COf 3.35 12.98 5.09 9.81 1.52 7.41 7.17 3.29 2.93 5.94 1.33 0.15 1.28 3.49 7.57 0.26

Monolisa anti-HCV plus 72312 8H018Q OD/COf 0.62 12.27 3.66 10.71 0.73 10.98 8.44 2.82 3.48 452 2.23 0.03 2.00 3.24 8.24 0.21
Monolisa anti-HCV plus Version 272318 OM513U ob/coj 3.20 12.40 5.23 12.35 2.17 10.73 9.64 4.23 4.97 6.53 3.23 0.15 3.72 5.76 7.99 0.23
Ortho HCV 3.0 SAVe 940982 CG3CVv738 |OD/COf 1.62 13.42 2.54 13.42 2.01 13.42 10.15 0.99 3.80 3.29 1.04 0.02 1.79 1.68 8.39 0.34

Ortho HCV 3.0 ELISA / enhanced [9307401 |CEGV038 ob/COf 1.89 8.98 3.25 8.98 2.39 8.13 7.84 1.79 3.66 4.35 2.06 0.08 2.52 2.81 7.08 0.33
SAVe (short incubation)

Ortho HCV 3.0 ELISA / enhanced [9307401 |CEGV038 OoD/CO 1.87 4.87 3.66 4.87 0.86 4.87 4.87 2.07 3.69 3.87 211 0.04 2.67 3.02 4.87 0.62
SAVe (standard incubation)

itros Eci anti-HCV 131 8450 [0100 s/ico | 108 21.4 | 863 211 | 6.95 19.3 17.3 | 4.69 13.1 11.3 7.21 0.06 6.43 6.77 11.9 [ 390.38
RIBA HCV 3.0 * 930780  [MLB603 POS | POS Ind POS [ POS | POS [ Pos | POsS POS Ind POS Neg POs | Pos | Pos
IAMPLICOR HCV monitor test *  [87302 82206 copies/ | BLD [1x10°[ BLD [6x10°[1x10°[1x10°[1x 10" [ BLD BLD [2x10"| BLD NT [2X10"[ BLD [1X10°

ml
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Reference tables

BBI anti-HCV mixed titre panel PHV203

Droduct name produetl Lot onal 1o _JPPV208PRV208P AV 208P AV 208P AV 208P AV 208P AV 208P AV 208P AV 208P AV 208P AV 08P AV 208]P AV 208P AV 208]P AV 203P AV 208]P AV 208P AV 208]P AV 208P AV 208P AV 208P AV 208P AV 208P AV 203PAV208] orort
01 | 02 | -0 -0 - 06 | -07 | 08 | 09 | -10 | - - - - a5 | 16 | a7 | a8 | - - - 22 | 23 | 24 | 25
number| number | EXPected | pos | pos [ pos | Pos | neg | Pos | Pos | pos | Pos | Pos | Pos | Pos | Pos [ Pos | neg | Pos | pos | pos | pos | pos | pos | Pos | Pos | Pos | Pos
lAbbott HCV 3rd generation EI1A  |7A16-23}12027 HPoo | opico | 1.75 | 2556 | 3.00 [ >3.99 | 0.30 | >3.09 [ >3.99 | >3.90 | >3.99 [ 2.50 | 3.78 | 3.44 | 2.05 | >3.90 | 0.24 [ >3.99 [ >3.90 | >3.90 | >3.99 | 3.90 | >3.90 | >3.99 [ >3.99 | 2.30 | 248 | 05
laccess anti-HCV 34310 [194822 sico | 404 | 546 | 041 | 899 | 037 [20053| 567 | 1.33 [11.26 | 7.62 | 1.80 | 3.25 | 3.28 | 46.68 | 0.37 | 61.83 | 5.43 | 38.76 17264 | 1.98 |212.03 (21931 | 1.92 | 4.97 | 0.40 |38480
IMx HCV 3A99-20[12220 HPOO | sico  f 21.01 [ 11.62 | 062 | 33.25 | 0.51 | 20.62 | 5.96 | 18.53 | 16.35 | 25.31 | 31.86 [ 25.79 | 23.85 | 53.01 | 0.49 | 30.86 | 26.08 | 55.22 | 19.60 | 31.46 | 59.74 | 37.57 | 36.11 | 20.19 | 0.54 | 226
Monolisa anti-HCV new antigens (72307 [5L524. obico f| 282 | 151 | 081 | 292 | 045 | 957 | 6.47 | 235 | 288 | 253 | 4.47 | 393 | 424 | 465 | 032 | 9053 | 437 | 953 | 7.98 | 450 | 956 | 952 | 436 | 1.56 | 0.2 | 0.36
Monolisa anti-HCV plus 72312 [6C00L.U opico ff 300 | 209 | 100 | 373 | 018 | 960 | 846 | 7.00 | 3.86 | 2.82 | 435 | 268 | 272 | 6.28 | 0.09 | 1058 | 564 [ 1141 845 | 466 | 7.05 [ 1071 ] 553 | 165 [ 021 [ 0.26
PRISM HCV 6A5248 [10143HP00 | sico f| 0.93 | 1.43 | 083 | 3.06 | 044 | 524 | 402 | 3.76 | 2.06 | 1.46 | 273 | 1.50 | 1.38 | 361 | 007 | 549 | 257 | 643 | 490 | 273 | 513 [ 666 | 3.20 | 118 | 0.12
ortho Hev 3.0 SAVe 940982 |cG3CV48 obico || 189 | 1.98 | 095 | 6.78 | 0.03 | 9.93 | 10.06 | 551 | 251 | 1.28 | 6.66 | 203 | 1.72 | 557 | 000 | 993 | 471 | 9.88 [ 9.86 | 6.30 | 9.90 [ 9.91 | 1013 | 0.37 | 0.37 | 0.34
Ortho HCV 3.0 ELISA / enhanced
oAV (shor: Incubarion) 9307401|CEGV028 obico f| 149 | 229 | 085 | 7.14 | 0.00 [2000 | 871 | 809 | 3.41 | 201 | 335 | 2.53 | 2.49 | 807 | 0.02 |2 909 | 6.45 |2 900 [ 000 | 401 |2 900 2000 | 670 | 1.31 | 0.22 | 0.33
Ortho HCV 3.0 ELISA/ enhanced  |g347401{ceGvo2s obico || 386 | 375 | 1.17 2503 | 001 |2 503 [2 503 |2 5032503 | 424 |s503| 467 | 420 |+ 503 | -001 [2503|3503 2503 250325032503 25032508]| 198 | 050 [ 0.6
[SAVe (standard incubation)
RIBA HCV 3.0 * 930780 NIA Pos | ind | Pos | ind | Neg | Pos | Pos | ind | ind | ind | Pos | Pos | Pos | Pos [ Neg | Pos | Pos [ Pos | Pos | Pos | Pos | Pos | Pos | ind | Neg
INNO-LIA HCV Ab 11l * NiA  [s0923701 pos [ Pos | ind | Pos | Nea | Pos | Pos | ind | Pos | Pos | Pos | Pos | Pos | Pos [ Nea | Pos | Pos [ Pos | Pos | Pos | Pos | Pos | Pos | Pos | Nea
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Reference tables

BBI anti-HCV mixed titre panel PHV204

Product name Product Lot Panel ID PH-\(/)?-04 PH-\(/)§04 F'H»\(/):Z;O4 PH}(/)i04 PH-\(/)§04 PH-\ilZ)OLl PH_\;joél PHX§O4 PH-\:{:2304 PH-\]/-i04 PH-\;§04 PH_\igO4 PHZ§04 PH-\1204 PH_\]/;04 PH-\£(2)04 PH;iO4 PH-\£204 PH-\£§04 PH-\éioél PH-\£§O4 Cut-off
number | number Erxepsicl{gd pPos | POS | Pos | Pos | POS | Neg | POS | Pos | Pos | Pos | Pos | POs | Pos | Pos | POS | Pos | POS | POS | Neg | POS | PoOs
[Access HCV Ab PLUS 34330 | 194822 | SicO || 9.42 | 578 | 464 | 8.21 | 9.80 | 0,02 | 1039 | 6.67 | 434 | 1112 | 8.43 | 3.07 | 870 | 1016 | 6.88 | 8.60 | 7.70 | 8.95 | 0.03 | 450 | 3.95 | 3E+06
[AXSYM® HCV version 3.0 3B44-20 | 65113LU00 | s/co || 54.52 | 3072 | 19.83 | 33.95 | 8149 | 0.17 [ 11927] 1380 | 5.01 | 7053 | 4312 | 6.92 [ 4571 | 69.27 | 36.00 | 9.18 | 8137 | 4812 | 0.31 | 1001 | 854 | 89

IMx HCV 3A99-20 (22210 HPoo| s/co | 1331 | 2.95 | 2634 | 57.17 | 2638 | 0.59 | 1573 | 6.10 | 6.95 | 2120 [ 1157 | 9.96 | 1271 | 30.05 | 3.10 | 2001 | 1.20 | 2864 | 0.44 | 3204 | 4313 | 214

Monolisa anti-HCV plus 72312 | 8Ho18Q | obico || 9.26 | 6.90 | 7.67 | 9.64 | 1067 | 0.05 | 1294 [ 072 | 451 | 1200 | 1014 | 2.25 | 9.93 | 1070 | 6.66 | 830 | 7.01 | 1012 | 0.24 | 484 | 550 | 021

Ortho HCV 3.0 SAVe 940982 | ceacv7as| obico || 890 | 8.90 | 8.14 | 890 | 8.90 | 0.02 [ 8.90 | 890 | 455 | 8.90 [ 8.90 | 0.81 | 890 | 890 | 890 | 8.90 | 890 | 8.90 | 0.03 | 495 | 558 | 0.34

g/";\*}g gﬁ;’fﬂi‘ﬁ;ﬁ 0’ n?”ha"ced 0307401 | cEGV038 | obico | 850 | 834 | 7.10 | 851 | 8.98 | 0.05 | 8.98 | 7.45 | 454 | 898 | 833 | 321 | 813 | 898 | 832 | 807 | 7.31 | 8.41 | 0.06 | 570 | 5.05 | 0.33

SK\'}‘E’ gf;ﬂ’qg; E'i-ﬁﬁb’aﬁgw)*”ced 9307401 | cEGVo3s | obico | 487 | 487 | 487 | 487 | 487 | 0.04 | 487 | 487 | 363 | 487 | 487 | 354 | 487 | 487 | 487 | 487 | 487 | 487 | 0.04 | 487 | 465 | 062

itros Eci anti-HCV 1318450 | 0100 sico || 246 | 17.4 | 141 | 208 | 222 | 006 | 249 | 178 | 149 | 260 | 10,9 | 952 | 16.4 | 235 | 175 | 239 | 180 | 230 | 0.05 | 145 | 14.3 | 30038
RIBA HCV 3.0 * |930780| MJJ879 | | POS | POS | POS | POS | POS | Neg | POS | POS | POS | POS | POS | POS | POS | POS | POS | POS | POS | POS | Neg | POS | POS | |
35
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Reference tables

BBI Worldwide anti-HCV performance panel WWHV301

Produe name.[mosser | Lot | ranl o | O o o e o o e o
number number Co:r?gi?: of |ArgentinaArgentina|ArgentinaArgentinajArgentina| Uganda | Uganda | Ghana | China China China China China Egypt Egypt Egypt Egypt u.s. u.s. u.s.
Exrzg‘ﬁ}fd Pos | Pos | Pos | Pos | Neg | Pos | Pos | Neg | Pos | Pos | Pos | Pos | Pos | Pos | Pos | Pos | Pos | Pos | Pos | Pos
IAbbott HCV 3rd generation EIA  [7A16-23 |43309HP00 | oD/CO | 5.45 | 5.45 | 545 | 545 | 021 | 545 | 545 | 046 | 545 | 545 | 488 | 545 | 545 | 545 | 545 | 545 | 545 | 545 | 1.88 | 545 | 037
Monolisa anti-HCV new antigens  [72307  [7F536P ob/co | 866 | 828 | 854 | 715 | 041 | 712 | 693 | 043 | 820 | 824 | 784 | 809 | 7.85 | 950 | 865 | 7.82 | 546 | 827 | 545 | 7.82 | 037
Monolisa anti-HCV plus 72312 [8H018Q ob/co | 927 | 9.49 | 1044 | 1037 | 0.01 | 1177 | 828 | 0238 | 9.80 | 11.36 | 7.34 | 1018 | 1096 | 9.54 | 1047 | 1153 | 7.38 | 9.41 | 594 | 848 | 0.21
g:\';z gigrf'i?]fiiﬁén?“hanced 0307401 |GECviis | obico | 818 | 9.46 | 850 | 935 | 001 | 7.41 | 760 | 006 | 7.98 | 894 | 7.80 | 880 | 9.41 | 885 | 885 | 883 | 6.00 | 861 | 520 | 7.61 | 0.34
RIBA HCV 3.0 * 030780  [TXE225-5 pos | Pos | Pos | ind | Neg | Pos | Pos | Neg | Pos | Pos | Pos | Pos | Pos | Pos | Pos | Pos | ind | Pos | Pos | Pos
Murex HCV Serotyping 1 -6 HCO02  [FO5110 1 NTyp 3 3 Neg 4 2 NT 1 1 1 2 12 &) @ @ @ 1 NTyp 1
Innogenetics INNO-LiPA K-1045  [6051549 1b 1b 3alb | 2ac | NT | 4ed | NTYp | NT |1b,2akc| 2 1b 2 122’/‘;' 3a a4 an | Ny | 1b 1a 1a
IAMPLICOR HCV monitor test * 87382 82337 copies/ml >5x10°| 3x10° | 6x10° | 9x10* NT 4x10° BLD NT 3x10° | 4x10° | 4x10° | 2x10* | 1x10° | 1x10° 6x10* | 2x10* BLD >5X10°| 3X10° | 1X10*
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Reference tables

RIBA HCV 3.0 immunoblot patterns for BBI anti-HCV seroconversion panel
PHV901 - 907

Panel ID | Days RIBA HCV 3.0 (BBl data) Panel ID | Days RIBA HCV 3.0 (BBI data)
since since
first | ¢100 | ¢33 c22 | NS5 |Result first | ¢100 | ¢33 c22 NS5 |Result
bleed bleed

PHv901-01] O . - - - neg |[PHV905-01 0 . - = > neg

PHV901-02] 65 - - - - neg || PHv905-02| 4 = = = - neg

PHV901-03] 97 3+ = = = POS || PHV905-03| 7 - = = - neg

PHV901-04] 99 3+ 4+ = - POS || pHv905-04 | 11 - 1+ - . ind

PHV901-05| 104 3+ 4+ - - POS || PHV905-05] 14 = 1+ - - ind

PHV901-06 | 106 3+ 4+ = - POS || pHV905-06 | 18 - 1+ + 5 ind

PHV901-07] 131 4+ 4+ - - POS || pHv905-07 | 21 = 2+ 1+ - POS

PHV901-08] 139 | 4+ 4+ - - POS || PHv905-08 | 25 - 4+ 4+ . POS

PHV901-09] 159 | 4+ 4+ = - POS || PHV905-09 | 28 - 4+ 4+ a POS

PHV901-10| 166 | 4+ 4+ - - | Pos

PHV901-11| 203 4+ 4+ + = POS || PHV906-01 0 * 4+ - - ind
PHV906-02| 2 + 4+ . - ind

PHv902-01] O - = = - neg || PHV906-03 7 2+ 4+ 5 - POS

PHV902-02] 2 - = = g neg || PHv906-04 | 10 3+ 4+ - . POS

PHV902-03] 7 - 2+ = - ind || PHv906-05 | 14 4+ 4+ . ; POS

PHV902-04| 9 * 2+ - - ind PHV906-06 | 17 4+ 4+ . - POS

PHV902-05| 14 + 4+ + * ind PHV906-07 | 21 4+ 4+ = 5 POS

PHV902-06] 16 + 4+ * * ind

PHV902-07] 21 1+ 4+ 1+ * POS || PHV907-01 0 = = - - neg
PHV907-02 4 - - . - neg

PHv903-01] O = = * + neg || PHv907-03| 7 - = - } neg

PHV903-02 5 = - 2+ + ind PHV907-04 | 13 - = 1+ - ind

PHV903-03] 7 - * 3+ * ind || pPHVO07-05] 18 - * 4+ - ind

PHV903-04] 12 = * 2+ * ind PHV907-06 | 21 - 1+ 4+ - POS

PHV903-05| 14 * 1+ 3+ + POS || PHV907-07 | 164 | 4+ 4+ 4+ 3+ | Pos

PHV903-06] 19 + 4+ 4+ * POS

PHV903-07| 21 * 4+ 4+ + POS

PHV903-08| 26 + 4+ | 4+ + | POS

PHV904-01] O = = - neg

PHV904-02| 2 - - - - neg

PHV904-03 7 - - - S neg

PHV904-04] 9 o + = o neg

PHV904-05] 14 - 1+ = - ind

PHV904-06] 21 - 2+ = - ind

PHV904-07| 23 = 3+ - - ind
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Reference tables

RIBA HCV 3.0 immunoblot patterns for BBI anti-HCV seroconversion panel

PHV908 - 915
Panel ID | Days RIBA HCV 3.0 (BBl data) Panel ID | Days RIBA HCV 3.0 (BBI data)
since since
first | ¢100 | ¢33 c22 NS5 | Result first | ¢100 | ¢33 c22 NS5 |Result
bleed bleed

PHvV908-01| O = ; ; ; neg ||PHv912-01| O = - - - neg

PHv908-02] 3 - - - - neg || PHv912-02| 4 = = = - neg

PHv908-03] 5 - - - neg |[PHv912-03| 7 * = 4+ - ind

PHV908-04] 11 * + - - neg

PHV908-05| 13 1+ 1+ . : POS || PHV913-01| © - - - . neg

PHv908-06| 19 2+ 2+ = - POS || PHv913-02| 2 - - - - neg

PHV908-07] 25 3+ 4+ - - POS || PHv913-03] 7 - - 2+ - ind

PHV908-08] 27 3+ 4+ - - POS || pHV913-04 9 - + 2+ - ind

PHV908-09| 32 3+ 4+ - - POS

PHV908-10] 35 3+ 4+ - . POS || PHV914-01| O - - - - neg

PHv908-11] 41 3+ 4+ = - POS || pHvV914-02| 5 - - . - neg

PHV908-12] 45 3+ 4+ - . POS || PHv914-03] 9 - - - - neg

PHV908-13] 48 3+ 4+ - - POS || pHvo14-04| 12 - = - - neg
PHV914-05 | 16 - - 2+ - ind

PHV909-01] 0O - - c - neg || PHv914-06 | 19 - - 2+ - ind

PHV909-02] 28 = - 1+ + ind || pHvo14-07| 24 - * 4+ - ind

PHV909-03| 30 - - 2+ + ind PHV914-08 | 30 - 3+ 4+ = POS
PHV914-09 | 33 = 3+ 4+ - POS

PHV910-01] O = = - - neg

PHV910-02] 4 - - - . neg || PHv915-01| O - + - - neg

PHV910-03 8 + 1+ 3+ - POS || PHV915-01 5 - 1+ - - ind

PHV910-04| 11 1+ | 3+ | 4+ - | POS || PHV915-01| 12 - 2+ - : ind

PHV910-05| 15 4+ 4+ 4+ = POS || pHV915-01| 14 = 3+ - - ind

PHV911-01 0 - - = = neg

PHV911-02 3 - - - S neg

PHV911-03| 14 - 1+ 3+ - POS

PHV911-04] 21 2+ 4+ 4+ - POS

PHV911-05] 24 3+ 4+ 4+ - POS

MDA Evaluation Report: Anti-HCV commercial panel data 38



Reference tables

RIBA HCV 3.0 immunoblot patterns for BCP anti-HCV seroconversion panels
6211 - 6216 and 6222

Panel ID | Days RIBA HCV 3.0 (BBI data) Panel ID | Days RIBA HCV 3.0 (BBI data)
since since
first | ¢100 | ¢33 c22 NS5 |Result first | ¢100 | ¢33 c22 NS5 |Result
bleed bleed
6211-31 | 150 - - - - neg 6214-01 0 - - - - neg
6211-32 | 154 - - - - neg 6214-01 2 = = - - neg
6211-33 | 157 - - - - neg 6214-01 8 = = = - neg
6211-34 161 o © o - neg 6214-01 10 - - o o neg
6211-35 | 164 - ; c c neg 621401 | 16 - - : : neg
6211-36 168 = = = - neg 6214-01 18 - - - . neg
6211-37 171 o = = o neg 6214-01 23 o + = o neg
6211-38 182 - 2+ - - ind 6214-01 25 + + - - neg
6211-39 186 1+ 3+ - - POS 6214-01 30 + 2+ - - ind
6211-40 189 3+ 4+ - - POS 6214-01 32 + 3+ - - ind
6214-01 | 49 2+ a+ - - | Pos
6212-01 0 . - ; - neg 6214-01 | 53 2+ | 4+ - - | Pos
6212-02 12 - + - - neg 6214-01 56 2+ 4+ = - POS
6212-03 14 = + - - neg
6212-04 23 - 1+ - - ind 6215-01 0 = = - - neg
6212-05 26 = 1+ = = ind 6215-02 3 - = = - neg
6212-06 32 - 1+ - - ind 6215-03 10 = - : - neg
6212-07 37 - 1+ - - ind 6215-04 20 : + 4+ - ind
6212-08 53 o 4+ = - ind
6212-09 55 - 4+ - - ind 6216-01 0 - - - - neg
6216-02 3 o = = - neg
6213-01 0 z . . . neg 6216-03 8 = = = - neg
6213-01 2 - = - - neg 6216-04 10 - - = - neg
6213-01 8 - = = - neg 6216-05 15 - - = . neg
6213-01 11 - - = = neg 6216-06 17 - - - - neg
6213-01 15 = = = = neg 6216-07 23 - - 3+ - ind
6213-01 18 - - - - neg
6213-01 | 28 - - - - neg 6222-01 0 - - - - neg
6213-01 | 30 - - - - neg 6222-01 2 = - - - neg
6213-01 [ 35 - ; ;i ;i neg 6222-01 | 17 - - : - neg
6213-01 37 = * = - neg 6222-01 19 - - = 5 neg
6213-01 43 - 3+ 2+ - POS 6222-01 24 = - - - neg
6213-01 46 * 3+ 3+ - POS 6222-01 26 - - - - neg
6222-01 36 = + + - neg
6222-01 40 - 2+ + - ind
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Reference tables

RIBA HCV 3.0 immunoblot patterns for BCP anti-HCV seroconversion panels
9041, 9044 - 9046 and 9047

Panel ID | Days RIBA HCV 3.0 (BBI data) Panel ID | Days RIBA HCV 3.0 (BBI data)
since since
first | ¢100 | ¢33 | c22 | NS5 [Result first | 100 | ¢33 | c22 | NS5 [Result
bleed bleed

9041-01 0 - - - . neg 9046-01 0 - = = = neg

9041-02 24 - = = - neg 9046-01 69 2+ 4+ 4+ - POS

9041-03 27 - = = - neg 9046-01 72 3+ 4+ 4+ - POS

9041-04 31 - = = = neg 9046-01 76 3+ 4+ 4+ = POS

9041-05 62 1+ 4+ + + POS 9046-01 79 3+ 4+ 4+ - POS

9041-06 64 1+ 4+ + + POS

9041-07 69 2+ 4+ 1+ 3+ | POS 9047-01 0 - - - - neg

9041-08 71 3+ 4+ 3+ 3+ POS 9047-01 2 - - - - neg
9047-01 10 o = = o neg

9044-01 0 - - - - neg 9047-01 12 - - - - neg

9044-02 4 - - - - neg 9047-01 19 - - - - neg

9044-03 17 - - - - neg 9047-01 21 - - - - neg

9044-04 21 = * = = neg 9047-01 28 = 2+ = = ind

9044-05 25 = 2+ - + ind 9047-01 30 - 4+ - - ind

9044-06 29 + 3+ - + ind 9047-01 35 + 4+ - - ind
9047-01 37 2+ 4+ + + POS

9045-01 0 - - - - neg

9045-02 2 - - - - neg

9045-03 7 - - - - neg

9045-04 9 - - - - neg

9045-05 26 - - - - neg

9045-06 32 - - - - neg

9045-07 37 - 1+ - - ind

9045-08 41 + 2+ - - ind
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Reference tables

RIBA HCV 3.0 immunoblot patterns for BBI anti-HCV performance panels
PHV103 - 104 and PHV203 - 204

Panel ID [Expected RIBA HCV 3.0 (BBl data) Panel ID |Expected RIBA HCV 3.0 (BBl data)
result c100 | ¢33 c22 NS5 |Result result c100 c33 c22 NS5 |Result

PHV103-01 POS 2+ 2+ + - POS PHV104-01 POS 1+ + 1+ - POS
PHV103-02 POS + 2+ 4+ 1+ POS PHV104-02 POS 4+ 4+ + 2+ POS
PHV103-03 | POS + 2+ 2+ - POS || PHV104-03| POS + 3+ + + ind

PHV103-04 | POS 1+ 4+ - - POS || PHV104-04| POS 4+ 4+ - 4+ | POS
PHV103-05 | POS 2+ 4+ - - POS || PHV104-05| POS + 1+ 3+ - POS
PHV103-06 | POS 4+ 4+ + - POS || PHV104-06| POS + 4+ 3+ 4+ | POS
PHV103-07 | POS 1+ 1+ + | POS || PHV104-07| POS 4+ 4+ - 4+ | POS
PHV103-08 POS 1+ 1+ 3+ POS PHV104-08 POS 2+ 1+ - POS
PHV103-09 POS + 2+ - - ind PHV104-09 POS + 1+ 2+ + POS
PHV103-10 neg - - - - neg PHV104-10 POS + 2+ - + ind

PHV103-11 POS 2+ 4+ 2+ - POS PHV104-11 POS 2+ 3+ 2+ + POS
PHV103-12 POS 4+ 3+ - - POS PHV104-12 neg - - - - neg
PHV103-13 POS + 2+ 1+ - POS PHV104-13 POS 3+ 1+ - + POS
PHV103-14 POS + 4+ - + ind PHV104-14 POS 1+ 2+ + - POS
PHV103-15 POS + 4+ 4+ - POS PHV104-15 POS 4+ 4+ + - POS
PHV203-01 POS 2+ + 1+ - POS || PHV204-01] POS 1+ 4+ A+ 4+ POS
PHV203-02 POS + 1+ - ind PHV204-02| POS 4+ 4+ 4+ POS
PHV203-03 POS 1+ - - POS || PHV204-03] POS 1+ 4+ - - POS
PHV203-04 POS + + 2+ - ind PHV204-04| POS 4+ 4+ + 4+ POS
PHV203-05 neg - + neg PHV204-05| POS 2+ 4+ A+ 4+ POS
PHV203-06 POS 1+ 2+ 2+ 1+ POS || PHV204-06] POS 4+ - A+ + POS
PHV203-07 POS 1+ 2+ 2+ 1+ POS || PHV204-07] POS 1+ 2+ 4+ - POS
PHV203-08 POS + 2+ - - ind PHV204-08| POS 2+ 4+ 4+ + POS
PHV203-09 POS + + 2+ - ind PHV204-09| POS 3+ 4+ - - POS
PHV203-10 POS + + 2+ - ind PHV204-10 neg - - - - neg
PHV203-11 POS 2+ 2+ - 2+ POS PHV204-11 POS 4+ 4+ - 4+ POS
PHV203-12 POS 1+ 1+ + POS PHV204-12 POS 2+ 4+ 1+ POS
PHV203-13 POS + 1+ 1+ - POS PHV204-13 POS 3+ 2+ 2+ + POS
PHV203-14 POS 2+ + 4+ - POS PHV204-14 POS + 4+ 4+ - POS
PHV203-15 neg - - - neg PHV204-15 POS 2+ 4+ - - POS
PHV203-16 POS 4+ 4+ 3+ - POS PHV204-16 POS 2+ 4+ + - POS
PHV203-17 POS 2+ 2+ 2+ - POS PHV204-17 POS 2+ 4+ - - POS
PHV203-18 POS 4+ 4+ 4+ 4+ POS PHV204-18 POS 4+ 4+ 4+ 2+ POS
PHV203-19 POS 3+ 4+ 4+ 4+ POS PHV204-19 POS 4+ 4+ - + POS
PHV203-20 POS 2+ 2+ + 2+ POS PHV204-20 POS + 1+ 4+ + POS
PHV203-21 POS 4+ 4+ 4+ 4+ POS PHV204-21 POS 4+ 4+ 4+ + POS
PHV203-22 POS 4+ 4+ 4+ 4+ POS PHV204-22 POS 2+ 4+ 3+ - POS
PHV203-23 POS 2+ 2+ - + POS PHV204-23 neg - - - - neg
PHV203-24 POS - + 1+ - ind PHV204-24 POS 3+ 3+ - - POS
PHV203-25 POS - - - neg PHV204-25 POS 2+ 4+ - 2+ POS

MDA Evaluation Report: Anti-HCV commercial panel data 41



Reference tables

RIBA HCV 3.0 immunoblot patterns for worldwide HCV performance panel
WWHV301

Panel ID Expected RIBA HCV 3.0 (BBI data)
result c100 c33 c22 NS5 Result

WWHV301-01 POS 3+ 4+ 4+ 3+ POS
WWHV301-02 POS = 2+ 4+ - POS
WWHV301-03 POS 4+ 3+ 4+ 4+ POS
WWHV301-04 POS 4+ 4+ 4+ 4+ POS
WWHV301-05 neg - - - _ neg
WWHV301-06 POS 4+ 4+ + - POS
WWHV301-07 POS - 4+ + 2+ POS
WWHV301-08 neg - - - - neg
WWHV301-09 POS 4+ 4+ 4+ o+ POS
WWHV301-10 POS 4+ 4+ 4+ 2+ POS
WWHV301-11 POS 2+ 4+ + - POS
WWHV301-12 POS 4+ 4+ 4+ 4+ POS
WWHV301-13 POS 4+ 4+ 4+ 4+ POS
WWHV301-14 POS 2+ 2+ 4+ - POS
WWHV301-15 POS 2+ 4+ 4+ - POS
WWHV301-16 POS 4+ 4+ 3+ A+ POS
WWHV301-17 POS + + 4+ = ind

WWHV301-18 POS 1+ 3+ 3+ - POS
WWHV301-19 POS 1+ 4+ - - POS
WWHV301-20 POS 1+ 4+ 4+ 2+ POS
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Appendix

B Contact details for manufacturer and/or UK agent

Abbott/Murex LaboratoriesLtd
Abbott House

Norden Road

Maidenhead

Berkshire

SL6 4XF

Products: Abbott HCV 3rd Generation EIA (7A16-23)
AXSYM® HCV version 3 (3B44-20)
IMx HCV (3A99-20)
PRISM ™ automated HCV assay (6A5248)

Beckman Coulter
Oakley Court

Kingsmead Business Park
London Road

High Wycombe

Bucks

HP11 1JU

(Access® manufacturer)

BioRad Laboratories (UK) Ltd
BioRad House

Maylands Avenue

Hemel Hempstead

Herts

HP2 7TD

Tel: 01628 784041
Fax: 01628 644205

Tel: 01494 441181
Fax: 01494 447558

Tel: 020 8328 2209
Fax: 020 8328 2550

Product: Access® anti-HCV automated immunoassay (34310) - discontinued

Access’ HCV Ab Plus automated immunoassay (34330)

Monolisaanti-HCV New Antigens (72306)
Monolisa anti-HCV Plus (72312)
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Appendix

Ortho-Clinical Diagnostics Tel: 01494 431717
Mandeville House Tel:01494 545600

62 The Broadway Fax 01494 431165
Amersham

Buckinghamshire

HP7 OHJ

Product: Ortho HCV 3.0 ELISA (930700)
Ortho HCV 3.0 SAVe (940982)
Ortho HCV 3.0 enhanced SAVe (9307401)
Vitros ECi anti-HCV (131 8450)
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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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