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Intended Result Your Report Your Score
Specimen 5817A
HBsAg negative HBsAg negative 2
Anti-HBc negative Anti-HBc negative 2
Anti-HBc IgM negative Anti-HBc IgM negative 2
HBeAg negative HBeAg negative 2
Anti-HBe negative Anti-HBe negative 2
Specimen 5817B
HBsAg positive HBsAg positive 2
Anti-HBc positive Anti-HBc positive 2
Anti-HBc IgM negative Anti-HBc IgM negative 2
HBeAg negative HBeAg negative 2
Anti-HBe positive Anti-HBe positive 2
Specimen 5817C
HBsAg positive HBsAg positive 2
Anti-HBc positive Anti-HBc positive 2
Anti-HBc IgM negative Anti-HBc IgM negative 2
HBeAg positive HBeAg positive 2
Anti-HBe negative Anti-HBe negative 2
Specimen 5817D
HBsAg positive HBsAg positive 2
Anti-HBc negative Anti-HBc negative 2
Anti-HBc IgM negative Anti-HBc IgM negative 2
HBeAg positive HBeAg positive 2
Anti-HBe negative Anti-HBe negative 2
Specimen 5817E
HBsAg positive HBsAg positive 2
Anti-HBc negative Anti-HBc negative 2
Anti-HBc IgM negative Anti-HBc IgM negative 2
HBeAg positive HBeAg positive 2
Anti-HBe negative Anti-HBe negative 2
Specimen 5817F
HBsAg positive HBsAg positive 2
Anti-HBc positive Anti-HBc positive 2
Anti-HBc IgM positive Anti-HBc IgM positive Not scored
HBeAg positive HBeAg positive 2
Anti-HBe negative Anti-HBe negative 2
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Cumulative score information

Total number of specimens sent to you for UK NEQAS for Hepatitis B serology over the last 3 distributions is 18

For these distributions specimen numbers 8723 8724 8725 8726 8727 8728 8926 8927 8928 8929 8930 8931 5817A 5817B 5817C 5817D 5817E 5817F have been
sent.

Number of specimens reported too late for analysis (not scored) 0

Your cumulative score for the specimen/test combinations that you reported was 178 out of a possible total of 178

The mean score calculated from the reports returned by UK laboratories testing the specimen/test combinations you examined was 176.72 (with a standard error of
2.29).

Performance rating

Your performance rating for UK NEQAS for Hepatitis B serology (i.e. the number of standard errors by which your cumulative score lies above or below the mean
for UK laboratories) is 0.56.

A performance rating of more than 1.96 standard errors below the mean indicates possible poor performance.

Your performance rating may change if other participants' results are amended.

No score penalty is incurred for non return of reports. However non reporting of results may be used as a measure of poor performance.

The box plot displayed at the right of the Performance Rating graph represents data for the latest EQA distribution round_only.

Your performance rating over the past 12 distributions Total score you achieved for each of the last 12 distributions
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Distribution Distribution
Comments:

Overall performance for this distribution was excellent for HBsAg, anti-HBc, anti-HBc IgM, HBeAg and anti-HBe with 99.9%, 99.5%, 99.9%, 99.6% and 99.1% of
participants reporting the intended results, respectively, for scored specimens.

Please refer to the Comments pages 15-20 for further specimen details and scheme specific information.

Cumulative performance information is presented on this page. In the histograms on page 3 and subsequent pages a maximum of 12 kit results are displayed: these
include the most commonly used methods and the method(s) used in your laboratory indicated by an arrow(s). The figures in the histograms and those in the overall
results tables may differ (1) due to exclusion of kits displayed in the histograms resulting in apparently lower numbers of data sets in the histograms or (2) due to
participants using more than one kit resulting in higher numbers of data sets in the histograms.

Turn around time: The time taken to report your results was 0-days. This information is provided for your own use and does not form part of your performance
assessment.

Enquiries: Pre-distribution test results are available should you experience a technical failure and wish to discuss the results. Any technical queries about this
distribution should be addressed to Dr Sanjiv Rughooputh at organiser@uknegasmicro.org.uk. For repeat specimens in case of an EQA failure please request using
the web form at https://ukneqasmicro.org.uk/participant-info/order-repeat-specimens/.

Acknowledgements: We thank colleagues at University Hospital Southampton NHS, UKHSA Manchester, UKHSA Bristol, the UKHSA Virus Reference Department
at Colindale, Gloucestershire Hospitals and the University College Dublin National Reference Laboratory for their kind assistance with pre-distribution testing.

Report authorised by: Dr Sanjiv Rughooputh, Scheme Organiser.
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Six specimens were dispatched with the request to report on hepatitis B surface antigen (HBsAQ) status and other hepatitis B markers. The specimens were derived
from thrombinised human plasma (serum) donations. Specimen 5817A was a pool of hepatitis B negative donations. Specimens 5817B, 5817C, 5817D, 5817E and
5817F were derived from hepatitis B positive donations diluted 1:11.4, 1:28.5, 1:19, 1:57 and 1:4.75, respectively, in negative donations. Bronidox at a final

concentration of 0.05% was added as a preservative.

Specimen: 5817A HBsAg negative

Your Report : HBsAg negative

UK (%) Al (%)
Your Score : 2

Dia.Pro 1 (0.6) 1 (0.2)
Roche : Cobas analyser 11 (6.3) 26 (6.0) Overall Results UK Al Score
bioMerieux : Vidas 34 (19.3) 43 (10.0)
Siemens:ADVIA Centaur 5 (2.8) 8 (1.9 HBsAg positive 0 2 -1
Other 2 (11 9 (21)  HBsAg equivocal 0 0 1
Abbott : Architect 3 (1.7) 13 (3.0)  HBsAg negative 105 319 2
Siemens:Atellica IM 8 (4.5) 20 4.7)
Architect HBsAg qual Il 11 (6.3) 28 (6.5  Total 105 321
Roche : Elecsys 5 (28) 29 (6.7) o Correct 100 99.4
DiaSorin : Liaison 27 (15.3) 48 (11.2)
Roche 32 (18.2) 55 (12.8)
Abbott: Alinity 24 (13.6) 112 (26.0)
f T T T T 1
0 30 60 90 120 150
Number of Reports
I:, Positive D Equivocal . Negative
Specimen: 5817A HBsAg negative
Anti-HBc negative
UK (%) Al (%) Your Report : Anti-HBc negative
) Your Score : 2
Dia.Pro 1 (0.8) 1 (0.3)
bioMerieux : Vidas 24 (183) 33 (9.3) Overall Results UK All Score
BioRad : Monolisa 0 (0.0) 5 (1.4)
Beckman : Access 5 (3.8) 6 (1.7)  Anti-HBc positive 0 2 -1
~Abbott : Architect 4 (31) 12 (34)  Anti-HBc equivocal 0 0 1
Siemens:Atellica IM 8 (61) 20 (56) Anti-HBc negative 86 284 2
Roche : Cobas analyser 6 (4.6) 20 (5.6)
Architect anti-HBc Il 8 (6.1) 24 (6.7)  Total 86 286
Roche : Elecsys 5 (38) 26 (7.3) o Correct 100 99.3
DiaSorin : Liaison 19 (14.5) 43 (12.1)
Roche 27 (20.6) 44 (12.4)
Abbott: Alinity 17 (13.0) 100 (28.1)
[ T T T T |
0 30 60 90 120 150
Number of Reports
D Positive D Equivocal . Negative
Specimen: 5817A HBsAg negative
Anti-HBc IgM negative
UK (%) Al (%) Your Report : Anti-HBc IgM negative
] ) i Your Score : 2
bioMerieux : Vidas 10 (21.3) 13 (7.4)
Unspecified 0 (0.0 1 (0.6) Overall Results UK Al Score
Dia.Pro 0 (0.0 2 (1.1
OCD : VITROS 0 (0.0 2 (L1)  Anti-HBc IgM positive 0 0 -1
DiaSorin 0 (0.0 2 (L1)  Anti-HBc IgM equivocal 0 0 1
Roche : Cobas analyser 2 (43 9 (51)  Anti-HBc IgM negative 41 176 2
Roche : Elecsys 1 (21 11 (6.3)

Siemens:Atellica IM 4 (8.5) 13 (7.4)  Total a1 176
Abbott : Architect 6 (12.8) 19 (10.8) o4 Correct 100 100
DiaSorin : Liaison 7 (14.9) 20 (11.4)

Roche 6 (12.8) 22 (12.5)
Abbott: Alinity 10 (21.3) 57 (32.4)
[ T T T T |
0 12 24 36 48 60
Number of Reports
D Positive D Equivocal . Negative
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Dispatch Date : 05-May-2025

Six specimens were dispatched with the request to report on hepatitis B surface antigen (HBsAQ) status and other hepatitis B markers. The specimens were derived
from thrombinised human plasma (serum) donations. Specimen 5817A was a pool of hepatitis B negative donations. Specimens 5817B, 5817C, 5817D, 5817E and
5817F were derived from hepatitis B positive donations diluted 1:11.4, 1:28.5, 1:19, 1:57 and 1:4.75, respectively, in negative donations. Bronidox at a final

concentration of 0.05% was added as a preservative.

Specimen: 5817A HBsAg negative
HBeAg negative

bioMerieux : Vidas

Your Report : HBeAg negative

UK (%) Al (%)
Your Score : 2

8 (151) 11 (5.4)

Roche : Cobas analyser 5 (94) 14 (6.9)  Overall Results UK Al Score
Abbott : EIA 0 (0.0 1 (0.5)
Unspecified 0 (0.0 1 (05  HBeAg positive 0 0 -1
~ Other 1 (L9 2 (L0)  HBeAg equivocal 0 0 1
DiaSorin 0 (0.0 3 (L5  HBeAg negative 43 194 2
Siemens:Atellica IM 3 (6.7) 14 (6.9)
Roche : Elecsys 2 (3.8) 14 (6.9) Total 43 194
Abbott : Architect 6 (11.3) 22 (10.9) o4 Correct 100 100
Roche 10 (18.9) 26 (12.9)
DiaSorin : Liaison 10 (18.9) 26 (12.9)
Abbott: Alinity 8 (15.1) 65 (32.2)
f T T T T 1
0 16 32 48 64 80
Number of Reports
D Positive D Equivocal . Negative
Specimen: 5817A HBsAg negative
Anti-HBe negative
UK (%) Al (%) Your Report : Anti-HBe negative
) . ) Your Score : 2
bioMerieux : Vidas 7 (13.2) 10 (5.0)
Roche : Cobas analyser 5 (94) 13 (6.5  Overall Results UK Al Score
Unspecified 0 (0.0) 1 (0.5)
OCD : VITROS 0 (0.0 2 (1.0)  Anti-HBe positive 0 1 -1
~ Other 1 (19 2 (10)  Anti-HBe equivocal 0 0 1
DiaSorin 0 (0.0 3 (1.5)  Anti-HBe negative 43 191 2
Roche : Elecsys 2 (3.8 13 (6.5)
Siemens:Atellica IM 3 (6.7 14 (7.0) Total 43 192
Abbott : Architect 6 (113) 22 (111) 9% Correct 100 99.5
Roche 10 (18.9) 26 (13.1)
DiaSorin : Liaison 11 (20.8) 28 (14.1)
Abbott: Alinity 8 (15.1) 63 (31.7)
[ T T T T 1
0 16 32 48 64 80
Number of Reports
D Positive D Equivocal . Negative
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Six specimens were dispatched with the request to report on hepatitis B surface antigen (HBsAQ) status and other hepatitis B markers. The specimens were derived
from thrombinised human plasma (serum) donations. Specimen 5817A was a pool of hepatitis B negative donations. Specimens 5817B, 5817C, 5817D, 5817E and
5817F were derived from hepatitis B positive donations diluted 1:11.4, 1:28.5, 1:19, 1:57 and 1:4.75, respectively, in negative donations. Bronidox at a final
concentration of 0.05% was added as a preservative.

Specimen: 5817B HBsAg positive

UK (%) Al (%) Your Report : HBSAg positive
Your Score : 2

Dia.Pro [ ¢ 1 (0.5) 1 (0.2)
Roche : Cobas analyser ¢+ 11 (5.6) 26 (5.5)  Overall Results UK Al Score
bioMerieux : Vidas | 4+ 45 (22.8) 56 (11.8)
Siemens:ADVIA Centaur 5 (2.9) 8 (L7)  HBsAg positive 105 320 2
Other 4 (20) 11 (23) HBsAg equivocal 0 0 1
Abbott : Architect 3 (1.5) 13 (27) HBsAg negative 0 0 -1
Siemens:Atellica IM 8 (4.1) 20 (4.2)
Architect HBsAg qual Il 11 (5.6) 28 (5.9) Total 105 320
Roche : Elecsys 5 (25) 32 (6.7) o Correct 100 100
DiaSorin : Liaison | 31 (15.7) 52 (10.9)
Roche | 33 (16.8) 56 (11.8)
Abbott: Alinity | 24 (12.2) 122 (25.6)
T T T T T ]
0 30 60 90 120 150

Number of Reports

I:, Positive D Equivocal . Negative

Specimen: 5817B HBsAg positive
Anti-HBc positive
UK (%) Al (%) Your Report : Anti-HBc positive
Your Score : 2

Dia.Pro [| ¢ 1 (0.7) 1 (0.3
bioMerieux : Vidas ¢+ 29 (19.2) 40 (10.5)  Overall Results UK All Score
Siemens:ADVIA Centaur | | 3 (2.0 6 (1.6)
Beckman : Access 5 (3.3) 6 (1.6)  Anti-HBc positive 101 301 2
Abbott : Architect 5 (33) 13 (34)  Anti-HBc equivocal 0 0 1
Siemens:Atellica IM 8 (63) 20 (53)  Anti-HBc negative 0 0 -1
Roche : Cobas analyser 8 (6.3) 22 (58)
Roche : Elecsys 5 (33) 25 (6.6) Total 101 301
Architect anti-HBc I 9 (6.0) 26 (6.8) o Correct 100 100
Roche 28 (18.5) 45 (11.8)
DiaSorin : Liaison 22 (14.6) 47 (12.4)
Abbott: Alinity | 20 (13.2) 103 (27.1)

I I I I 1
30 60 90 120 150

Number of Reports

I:, Positive D Equivocal . Negative

o

Specimen: 5817B HBsAg positive
Anti-HBc IgM negative

UK (%) Al (%) Your Report : Anti-HBc IgM negative

Your Score : 2

bioMerieux : Vidas 20 (29.9) 24 (11.4)

Dia.Pro (0.0) 2 (1.0)  overall Results UK Al Score
DiaSotin (0.0) 2 (1.0
Siemens:ADVIA Centaur (1.5) 3 (1.4)  Anti-HBc IgM positive 0 0 -1
OCD : VITROS (1.5) 3 (1.4)  Anti-HBc IgM equivocal 0 0 1

Roche : Elecsys

Roche : Cobas analyser
Siemens:Atellica IM
Roche

DiaSorin : Liaison
Abbott : Architect
Abbott: Alinity

(45) 12 (5.7)
(6.00 14 (6.7) Total 61 210
(9.0) 22 (10.5) 94 Correct 100 100

9 (13.4) 23 (11.0)

7 (10.4) 25 (11.9)

14 (20.9) 64 (30.5)

0
0
1
1
5(1-5) 11 (52)  Anti-HBc IgM negative ~ 61 210 2
4
6

I I I I 1
16 32 48 64 80

Number of Reports

I:, Positive D Equivocal . Negative

o
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Six specimens were dispatched with the request to report on hepatitis B surface antigen (HBsAQ) status and other hepatitis B markers. The specimens were derived
from thrombinised human plasma (serum) donations. Specimen 5817A was a pool of hepatitis B negative donations. Specimens 5817B, 5817C, 5817D, 5817E and
5817F were derived from hepatitis B positive donations diluted 1:11.4, 1:28.5, 1:19, 1:57 and 1:4.75, respectively, in negative donations. Bronidox at a final
concentration of 0.05% was added as a preservative.

Specimen: 5817B HBsAg positive
HBeAg negative

UK (%) Al (%) Your Report : HBeAg negative

Your Score : 2

Roche : Cobas analyser 7 (9.3) 17 (7.1)

bioMerieux : Vidas 19 (25.3) 23 (95  Overall Results UK Al Score
Unspecified 0 (0.0 1 (0.4)
Other 1 (13 2 (0.8)  HBeAg positive 0 0 -1
Siemens:ADVIA Centaur 1 (1.3) 3 (1.2)  HBeAg equivocal 0 0 1
DiaSorin 0 (0.0 3 (1.2)  HBeAg negative 65 233 2
Siemens:Atellica IM 3 (40) 15 (6.2)
Roche : Elecsys 2 (27) 16 (6.6) Total 65 233
Roche 10 (13.3) 26 (10.8) o4 Correct 100 100

DiaSorin : Liaison
Abbott : Architect
Abbott: Alinity

12 (16.0) 29 (12.0)
8 (10.7) 31 (12.9)
12 (16.0) 72 (29.9)

T T T T |
16 32 48 64 80

Number of Reports

I:, Positive D Equivocal . Negative

o

Specimen: 5817B HBsAg positive
Anti-HBe positive
UK (%) Al (%) Your Report : Anti-HBe positive
Your Score : 2

Roche : Cobas analyser <+ 7 (9.3) 16 (6.7)
bioMerieux : Vidas ¢+ 18 (24.00 23 (9.7)  Overall Results UK Al Score
OCD : VITROS 0 (0.0) 2 (0.8)
_ Other 1 (13 2 (0.8)  Anti-HBe positive 65 230 2
Siemens:ADVIA Centaur 1 (13) 3 (13) Anti-HBe equivoca| 0 0 1
DiaSorin 0 (0.0 3 (1.3)  Anti-HBe negative 0 2 -1
Siemens:Atellica IM 3 (4.0 14 (5.9)
Roche : Elecsys 2 (27 15 (6.3) Total 65 232
Roche 10 (13.3) 26 (10.9) o4 Correct 100 99.1
Abbott : Architect | 8 (10.7) 30 (12.6)
DiaSorin : Liaison | 13 (17.3) 31 (13.0)
Abbott: Alinity | 12 (16.0) 71 (29.8)

I I I I 1
32 48 64 80

Number of Reports

I:’ Positive D Equivocal . Negative

o
=
[«2)
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Six specimens were dispatched with the request to report on hepatitis B surface antigen (HBsAQ) status and other hepatitis B markers. The specimens were derived
from thrombinised human plasma (serum) donations. Specimen 5817A was a pool of hepatitis B negative donations. Specimens 5817B, 5817C, 5817D, 5817E and
5817F were derived from hepatitis B positive donations diluted 1:11.4, 1:28.5, 1:19, 1:57 and 1:4.75, respectively, in negative donations. Bronidox at a final
concentration of 0.05% was added as a preservative.

Specimen: 5817C HBsAg positive

UK (%) Al (%) Your Report : HBSAg positive
Your Score : 2

Dia.Pro [ ¢ 1 (0.5) 1 (0.2)
Roche : Cobas analyser ¢+ 11 (5.6) 26 (55)  Overall Results UK Al Score
bioMerieux : Vidas | 4+ 45 (23.1) 56 (11.8)
Siemens:ADVIA Centaur 5 (2.6) 8 (L.7)  HBsAg positive 105 322 2
Other 3 (15 10 (21) HBsAg equivocal 0 0 1
Abbott : Architect 3 (1.5) 13 (27) HBsAg negative 0 0 -1
Siemens:Atellica IM 8 (4.1) 20 (4.2)
Architect HBsAg qual Il 11 (5.6) 28 (5.9) Total 105 322
Roche : Elecsys 5 (26) 32 (6.7) o Correct 100 100
DiaSorin : Liaison | 30 (15.4) 52 (10.9)
Roche | 33 (16.9) 56 (11.8)
Abbott: Alinity | 24 (12.3) 123 (25.8)
T T T T T ]
0 30 60 90 120 150

Number of Reports

I:, Positive D Equivocal . Negative

Specimen: 5817C HBsAg positive
Anti-HBc positive
UK (%) Al (%) Your Report : Anti-HBc positive
Your Score : 2

Dia.Pro [ ¢ 1 (0.7) 1 (03
bioMerieux : Vidas ¢+ 28 (18.7) 39 (10.3)  Overall Results UK All Score
Siemens:ADVIA Centaur 3 (2.0 6 (1.6)
Beckman : Access 5 (3.3 6 (1.6)  Anti-HBc positive 101 299 2
Abbott : Architect 5 (33) 13 (34)  Anti-HBc equivocal 0 0 1
Siemens:Atellica IM 8 (5.3) 20 (5.3)  Anti-HBc negative 0 2 -1
Roche : Cobas analyser 8 (53) 22 (58
Roche : Elecsys 5 (33) 25 (6.6) Total 101 301
Architect anti-HBc || 9 (6.0) 26 (6.9) o Correct 100 99.3
Roche 28 (18.7) 45 (11.9)
DiaSorin : Liaison 22 (14.7) 47 (12.4)
Abbott: Alinity | 20 (13.3) 103 (27.2)

[ I I I I 1
0 30 60 90 120 150

Number of Reports

I:, Positive D Equivocal . Negative

Specimen: 5817C HBsAg positive
Anti-HBc IgM negative

UK (%) Al (%) Your Report : Anti-HBc IgM negative

Your Score : 2

bioMerieux : Vidas 20 (29.4) 24 (11.4)

Dia.Pro 0 (0.0 2 (0.9)  Overall Results UK  All Score
DiaSorin 0 (0.0 2 (0.9)
Siemens:ADVIA Centaur 1 (15 3 (14)  Anti-HBc IgM positive 0 0 -1
OCD : VITROS 1 (1.5 3 (1.4)  Anti-HBc IgM equivocal 0 0 1
Roche : Elecsys 1 (15 11 (52) Anti-HBc IgM negative 62 211 2
Roche : Cobas analyser 3 (44) 12 (5.7)
Siemens:Atellica IM 4 (5.9) 14 (6.6) Total 62 211
Roche 7(10.3) 23 (10.9) o Correct 100 100

DiaSorin : Liaison
Abbott : Architect
Abbott: Alinity

9 (13.2) 23 (10.9)
7 (10.3) 25 (11.8)
14 (20.6) 64 (30.3)

[ I I I I 1
0 16 32 48 64 80

Number of Reports

I:, Positive D Equivocal . Negative

Operated by UK Health Security Agency © Copyright. The data in UK NEQAS reports are confidential. Participants must
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Dispatch Date : 05-May-2025

Six specimens were dispatched with the request to report on hepatitis B surface antigen (HBsAQ) status and other hepatitis B markers. The specimens were derived
from thrombinised human plasma (serum) donations. Specimen 5817A was a pool of hepatitis B negative donations. Specimens 5817B, 5817C, 5817D, 5817E and
5817F were derived from hepatitis B positive donations diluted 1:11.4, 1:28.5, 1:19, 1:57 and 1:4.75, respectively, in negative donations. Bronidox at a final

concentration of 0.05% was added as a preservative.

Specimen: 5817C HBsAg positive
HBeAg positive

Your Report : HBeAg positive

UK (%) Al (%)
Your Score : 2

Roche : Cobas analyser &+ 7 (9.2 17 (7.0)
bioMerieux : Vidas s 19 (25.0) 24 (98)  Overall Results UK Al Score
Unspecified 0 (0.0 1 (0.4)
Other 1 (1.3 2 (0.8)  HBeAg positive 66 235 2
Siemens:ADVIA Centaur 1 (13) 3 (1.2)  HBeAg equivocal 0 0 1
DiaSorin 0 (0.0 3 (L2)  HBeAg negative 0 0 -1
Siemens:Atellica IM 3 (3.9 15 (6.1)
Roche : Elecsys 2 (2.6) 16 (6.6) Total 66 235
Roche | 11 (14.5) 27 (11.1) o Correct 100 100
DiaSorin : Liaison | 12 (15.8) 29 (11.9)
Abbott : Architect | 8 (10.5) 31 (12.7)
Abbott: Alinity | 12 (15.8) 73 (29.9)
f T T T T 1
0 16 32 48 64 80
Number of Reports
I:, Positive D Equivocal . Negative
Specimen: 5817C HBsAg positive
Anti-HBe negative
UK (%) Al (%) Your Report : Anti-HBe negative
Your Score : 2
Roche : Cobas analyser 7 (9.2 16 (6.8)
bioMerieux : Vidas 18 (23.7) 23 (9.7)  Overall Results UK All Score
OCD : VITROS 0 (0.0 2 (0.8)
_ Other 1 (13 2 (0.8)  Anti-HBe positive 0 0 -1
Siemens:ADVIA Centaur 1 (13) 3 (13) Anti-HBe equivoca| 0 0 1
) DiaSorin 0 (0.0) 3 (L3)  Anti-HBe negative 66 230 2
Siemens:Atellica IM 3 (3.9 14 (5.9)
Roche : Elecsys 2 (2.6) 14 (5.9 Total 66 230
Roche 11 (145) 27 (11.4) o Correct 100 100
DiaSorin : Liaison 13 (17.1) 30 (12.7)
Abbott : Architect 8 (10.5) 30 (12.7)
Abbott: Alinity 12 (15.8) 71 (30.0)
[ T T T T 1
0 16 32 48 64 80
Number of Reports
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Dispatch Date : 05-May-2025

Six specimens were dispatched with the request to report on hepatitis B surface antigen (HBsAQ) status and other hepatitis B markers. The specimens were derived
from thrombinised human plasma (serum) donations. Specimen 5817A was a pool of hepatitis B negative donations. Specimens 5817B, 5817C, 5817D, 5817E and
5817F were derived from hepatitis B positive donations diluted 1:11.4, 1:28.5, 1:19, 1:57 and 1:4.75, respectively, in negative donations. Bronidox at a final

concentration of 0.05% was added as a preservative.

Specimen: 5817D HBsAg positive

Your Report : HBsAg positive

UK (%) Al (%)
Your Score : 2

Dia.Pro [ ¢ 1 (0.5) 1 (0.2)
Roche : Cobas analyser & 11 (5.6) 26 (5.5  Overall Results UK Al Score
bioMerieux : Vidas | 4+ 44 (22.6) 56 (11.8)
Siemens:ADVIA Centaur 5 (2.6) 8 (1.7) HBsAg positive 105 321 2
Other 3 (1.5 10 (21) HBsAgequivocal 0 0 1
Abbott : Architect 3 (15) 13 (27) HBsAg negative 0 0 -1
Siemens:Atellica IM 8 (4.1) 20 (4.2)
Architect HBsAg qual Il 11 (5.6) 28 (5.9  Total 105 321
Roche : Elecsys 5 (2.6) 32 (6.7) o Correct 100 100
DiaSorin : Liaison | 30 (15.4) 51 (10.7)
Roche | 33 (16.9) 56 (11.8)
Abbott: Alinity 25 (12.8) 124 (26.1)
f T T T T 1
0 30 60 90 120 150
Number of Reports
I:, Positive D Equivocal . Negative
Specimen: 5817D HBsAg positive
Anti-HBc negative
UK (%) Al (%) Your Report : Anti-HBc negative
) Your Score : 2
Dia.Pro || ¢ 1 (0.7) 1 (0.3)
bioMerieux : Vidas - 25 (17.1) 35 (94)  Overall Results UK All Score
Siemens:ADVIA Centaur 3 (211) 6 (1.6)
Beckman : Access 5 (3.4) 6 (1.6)  Anti-HBc positive 0 1 -1
~Abbott : Architect 5 (34) 13 (35)  Anti-HBc equivocal 0 0 1
Siemens:Atellica IM 8 (55) 20 (53) Anti-HBc negative 101 300 2
Roche : Cobas analyser 8 (5.5) 22 (5.9)
Roche : Elecsys 5 (3.4 25 (6.7)  Total 101 301
Architect anti-HBc Il 9 (6.2) 26 (7.0) 9 Correct 100 99.7
Roche 28 (19.2) 45 (12.0)
DiaSorin : Liaison 21 (14.4) 47 (12.6)
Abbott: Alinity 20 (13.7) 102 (27.3)
[ T T T T |
0 30 60 90 120 150
Number of Reports
I:’ Positive D Equivocal . Negative
Specimen: 5817D HBsAg positive
Anti-HBc IgM negative
UK (%) Al (%) Your Report : Anti-HBc IgM negative
Your Score : 2
bioMerieux : Vidas ¢ 20 (29.9) 24 (11.7)
Dia.Pro 0 (0.0 2 (L0)  Overall Results UK Al Score
DiaSorin 0 (0.0 2 (1.0
Siemens:ADVIA Centaur 1 (1.5) 3 (1.5)  Anti-HBc IgM positive 0 0 -1
OCD : VITROS 1 (15) 3 (15  Anti-HBc IgM equivocal 0 0 1
Roche : Cobas analyser 3 (45 11 (54) Anti-HBcIgM negative 61 205 2
Roche : Elecsys 1 (1.5 11 (5.4)
Siemens:Atellica IM 4 (6.0) 12 5.9 Total 61 205
Roche 6 (9.00 22(10.7) o Correct 100 100
DiaSorin : Liaison 9 (13.4) 22 (10.7)
Abbott : Architect 7 (10.4) 24 (11.7)
Abbott: Alinity 14 (20.9) 64 (31.2)
f T T T T 1
0 16 32 48 64 80
Number of Reports
I:, Positive D Equivocal . Negative
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Dispatch Date : 05-May-2025

Six specimens were dispatched with the request to report on hepatitis B surface antigen (HBsAQ) status and other hepatitis B markers. The specimens were derived
from thrombinised human plasma (serum) donations. Specimen 5817A was a pool of hepatitis B negative donations. Specimens 5817B, 5817C, 5817D, 5817E and
5817F were derived from hepatitis B positive donations diluted 1:11.4, 1:28.5, 1:19, 1:57 and 1:4.75, respectively, in negative donations. Bronidox at a final

concentration of 0.05% was added as a preservative.

Specimen: 5817D HBsAg positive
HBeAg positive

Roche : Cobas analyser &+
bioMerieux : Vidas ol

Your Report : HBeAg positive

UK (%) Al (%)
Your Score : 2

7 (9.3) 17 (7.0

19 (25.3) 24 (9.9) Overall Results UK Al Score
Unspecified || 0 (0.0 1 (0.4)
Other 1 (1.3 2 (0.8)  HBeAg positive 64 230 2
Siemens:ADVIA Centaur 1 (13) 3 (1.2)  HBeAg equivocal 0 0 1
DiaSorin 0 (0.0 3 (1.2)  HBeAg negative 1 3 -1
Siemens:Atellica IM 3 (4.0 15 (6.2)
Roche : Elecsys 2 (27 16 (6.6) Total 65 233
Roche 10 (13.3) 26 (10.7) 9 Correct 98.5 98.7
DiaSorin : Liaison | 12 (16.0) 29 (12.0)
Abbott : Architect | 8 (10.7) 30 (12.4)
Abbott: Alinity | 12 (16.0) 73 (30.2)
f T T T T 1
0 16 32 48 64 80
Number of Reports
I:, Positive D Equivocal . Negative
Specimen: 5817D HBsAg positive
Anti-HBe negative
UK (%) Al (%) Your Report : Anti-HBe negative
Your Score : 2
Roche : Cobas analyser 7 (9.3) 16 (6.8)
bioMerieux : Vidas 18 (24.0) 23 (9.7)  Overall Results UK All Score
OCD : VITROS 0 (0.0 2 (0.8)
_ Other 1 (13 2 (0.8)  Anti-HBe positive 0 1 -1
Siemens:ADVIA Centaur 1 (13) 3 (13) Anti-HBe equivoca| 0 0 1
) DiaSorin 0 (0.0) 3 (L3)  Anti-HBe negative 65 228 2
Siemens:Atellica IM 3 (4.0 14 (5.9)
Roche : Elecsys 2 (27 14 (5.9 Total 65 229
Roche 10 (13.3) 26 (11.0) o Correct 100 99.6
Abbott : Architect 8 (10.7) 29 (12.3)
DiaSorin : Liaison 13 (17.3) 31 (13.1)
Abbott: Alinity 12 (16.0) 71 (30.1)
[ T T T T 1
0 16 32 48 64 80
Number of Reports
I:’ Positive D Equivocal . Negative
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Dispatch Date : 05-May-2025

Six specimens were dispatched with the request to report on hepatitis B surface antigen (HBsAQ) status and other hepatitis B markers. The specimens were derived
from thrombinised human plasma (serum) donations. Specimen 5817A was a pool of hepatitis B negative donations. Specimens 5817B, 5817C, 5817D, 5817E and
5817F were derived from hepatitis B positive donations diluted 1:11.4, 1:28.5, 1:19, 1:57 and 1:4.75, respectively, in negative donations. Bronidox at a final

concentration of 0.05% was added as a preservative.

Specimen: 5817E HBsAg positive

Your Report : HBsAg positive

UK (%) Al (%)
Your Score : 2

Dia.Pro [ ¢ 1 (0.5) 1 (0.2)
Roche : Cobas analyser & 11 (5.6) 26 (5.5  Overall Results UK Al Score
bioMerieux : Vidas | 4+ 45 (23.1) 57 (12.0)
Siemens:ADVIA Centaur 5 (2.6) 8 (1.7) HBsAg positive 105 322 2
Other 3 (1.5 10 (21) HBsAgequivocal 0 0 1
Abbott : Architect 3 (15) 13 (27) HBsAg negative 0 0 -1
Siemens:Atellica IM 8 (4.1) 20 (4.2)
Architect HBsAg qual Il 11 (5.6) 28 (5.9  Total 105 322
Roche : Elecsys 5 (2.6) 32 (6.7) o Correct 100 100
DiaSorin : Liaison | 30 (15.4) 52 (10.9)
Roche | 33 (16.9) 56 (11.8)
Abbott: Alinity | 24 (12.3) 122 (25.6)
f T T T T 1
0 30 60 90 120 150
Number of Reports
I:, Positive D Equivocal . Negative
Specimen: 5817E HBsAg positive
Anti-HBc negative
UK (%) Al (%) Your Report : Anti-HBc negative
) Your Score : 2
Dia.Pro || ¢ 1 (0.7) 1 (0.3)
bioMerieux : Vidas - 25 (174) 35 (94)  Overall Results UK All Score
Siemens:ADVIA Centaur 3 (211) 6 (1.6)
Beckman : Access 5 (3.5) 6 (1.6)  Anti-HBc positive 0 2 -1
~Abbott : Architect 5 (35 13 (35)  Anti-HBc equivocal 0 0 1
Siemens:Atellica IM 8 (56) 20 (54) Anti-HBc negative 100 296 2
Roche : Cobas analyser 8 (5.6) 21 (5.7)
Roche : Elecsys 5 (3.5) 25 (6.7)  Total 100 298
Architect anti-HBc Il 9 (6.3) 26 (7.0) 9 Correct 100 99.3
Roche 27 (18.8) 44 (11.9)
DiaSorin : Liaison 21 (14.6) 47 (12.7)
Abbott: Alinity 20 (13.9) 102 (27.5)
[ T T T T |
0 30 60 90 120 150
Number of Reports
I:’ Positive D Equivocal . Negative
Specimen: 5817E HBsAg positive
Anti-HBc IgM negative
UK (%) Al (%) Your Report : Anti-HBc IgM negative
) . i Your Score : 2
bioMerieux : Vidas Ll 20 (29.9) 24 (11.5)
DiaSorin 0 (0.0 2 (1.0)  Overall Results UK Al Score
Other 0 (0.0 2 (1.0
Siemens:ADVIA Centaur 1 (1.5) 3 (1.4)  Anti-HBc IgM positive 0 1 -1
OCD : VITROS 1 (1) 3 (14)  Anti-HBc IgM equivocal 0 0 1
Roche : Elecsys 1 (15 11 (53) Anti-HBcIgM negative 61 207 2
Roche : Cobas analyser 3 (4.5 12 (5.8)
Siemens:Atellica IM 4 (6.0) 13 (6.3) Total 61 208
Roche 6 (9.0) 22(10.6) o Correct 100 99.5
DiaSorin : Liaison 9 (13.4) 23 (11.1)
Abbott : Architect 7 (10.4) 24 (11.5)
Abbott: Alinity 14 (20.9) 64 (30.8)
f T T T T 1
0 16 32 48 64 80
Number of Reports
I:, Positive D Equivocal . Negative
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Dispatch Date : 05-May-2025

Six specimens were dispatched with the request to report on hepatitis B surface antigen (HBsAQ) status and other hepatitis B markers. The specimens were derived
from thrombinised human plasma (serum) donations. Specimen 5817A was a pool of hepatitis B negative donations. Specimens 5817B, 5817C, 5817D, 5817E and
5817F were derived from hepatitis B positive donations diluted 1:11.4, 1:28.5, 1:19, 1:57 and 1:4.75, respectively, in negative donations. Bronidox at a final

concentration of 0.05% was added as a preservative.

Specimen: 5817E HBsAg positive
HBeAg positive

Your Report : HBeAg positive

UK (%) Al (%)
Your Score : 2

Roche : Cobas analyser &+ 7 (9.2 17 (7.0)
bioMerieux : Vidas & 19 (25.0) 24 (9.9)  Overall Results UK Al Score
Unspecified 0 (0.0 1 (0.4)
Other 1 (13 2 (0.8)  HBeAg positive 66 234 2
Siemens:ADVIA Centaur 1 (13) 3 (1.2)  HBeAg equivocal 0 0 1
DiaSorin 0 (0.0 3 (L2)  HBeAg negative 0 0 -1
Siemens:Atellica IM 3 (3.9 15 (6.2)
Roche : Elecsys 2 (2.6) 16 (6.6) Total 66 234
Roche | 11 (14.5) 27 (11.1) 9 Correct 100 100
DiaSorin : Liaison | 12 (15.8) 29 (11.9)
Abbott : Architect | 8 (10.5) 30 (12.3)
Abbott: Alinity | 12 (15.8) 73 (30.0)
f T T T T 1
0 16 32 48 64 80
Number of Reports
I:, Positive D Equivocal . Negative
Specimen: 5817E HBsAg positive
Anti-HBe negative
UK (%) Al (%) Your Report : Anti-HBe negative
Your Score : 2
Roche : Cobas analyser 7 (9.3) 16 (6.8)
bioMerieux : Vidas 18 (24.00 23 (9.7)  Overall Results UK Al Score
OCD : VITROS 0 (0.0 2 (0.8)
_ Other 1 (13 2 (0.8)  Anti-HBe positive 0 0 -1
Siemens:ADVIA Centaur 1 (13) 3 (13) Anti-HBe equivoca| 0 0 1
) DiaSorin 0 (0.0 3 (1.3)  Anti-HBe negative 65 229 2
Siemens:Atellica IM 3 (4.0 14 (5.9)
Roche : Elecsys 2 (27 14 (5.9 Total 65 229
Roche 10 (13.3) 26 (11.0) o Correct 100 100
Abbott : Architect 8 (10.7) 29 (12.3)
DiaSorin : Liaison 13 (17.3) 31 (13.1)
Abbott: Alinity 12 (16.0) 71 (30.1)
[ T T T T 1
0 16 32 48 64 80
Number of Reports
I:’ Positive D Equivocal . Negative
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Dispatch Date : 05-May-2025
Six specimens were dispatched with the request to report on hepatitis B surface antigen (HBsAQ) status and other hepatitis B markers. The specimens were derived
from thrombinised human plasma (serum) donations. Specimen 5817A was a pool of hepatitis B negative donations. Specimens 5817B, 5817C, 5817D, 5817E and
5817F were derived from hepatitis B positive donations diluted 1:11.4, 1:28.5, 1:19, 1:57 and 1:4.75, respectively, in negative donations. Bronidox at a final
concentration of 0.05% was added as a preservative.
SDECimen: 5817F HBsAg positive
UK (%) Al (%) Your Report : HBsAg positive
Your Score : 2
Dia.Pro || ¢ 1 (0.5) 1 (0.2)
Roche : Cobas analyser & 11 (56) 26 (55  Overall Results UK Al Score
bioMerieux : Vidas | 4+ 45 (23.1) 56 (11.8)
Siemens:ADVIA Centaur 5 (2.6) 8 (L.7)  HBsAg positive 104 321 2
Other 2 (1.0) 9 (19)  HBsAg equivocal 1 1 1
Abbott : Architect 3 (15) 13 (27) HBsAg negative 0 0 -1
Siemens:Atellica IM 8 (4.1) 20 (4.2)
Architect HBsAg qual Il 11 (5.6) 28 (5.9  Total 105 322
Roche : Elecsys 5 (26) 32 (6.7) o Correct 99.0 99.7
DiaSorin : Liaison | 31 (15.9) 53 (11.1)
Roche | 33 (16.9) 56 (11.8)
Abbott: Alinity | | 24 (12.3) 123 (25.8)
f T T T T 1
0 30 60 90 120 150
Number of Reports
I:, Positive D Equivocal . Negative
Specimen: 5817F HBsAg positive
Anti-HBc positive
UK (%) Al (%) Your Report : Anti-HBc positive
) Your Score : 2
Dia.Pro || ¢ 1 (0.7) 1 (0.3)
bioMerieux : Vidas Lo 29 (19.3) 40 (10.6)  Overall Results UK Al Score
Siemens:ADVIA Centaur 3 (2.0) 6 (1.6)
Beckman : Access 5 (33 6 (1.6)  Anti-HBc positive 101 299 2
Abbott : Architect 4 (27) 12 (32) Anti-HBc equivoca| 0 0 1
Siemens:Atellica IM 8 (5.3) 20 (5.3)  Anti-HBc negative 0 2 1
Roche : Cobas analyser 8 (56.3) 22 (5.8)
Roche : Elecsys 5 (3.3) 25 (6.6) Total 101 301
Architect anti-HBc Il 9 (6.0) 26 (6.9 o4 Correct 100 99.3
Roche 28 (18.7) 45 (11.9)
DiaSorin : Liaison 22 (14.7) 46 (12.2)
Abbott: Alinity | 20 (13.3) 103 (27.2)
[ T T T T |
0 30 60 90 120 150
Number of Reports
I:, Positive D Equivocal . Negative
Specimen: 5817F HBsAg positive
Anti-HBc IgM positive
UK (%) Al (%) Your Report : Anti-HBc IgM positive
Your Score : Not scored
bioMerieux : Vidas ¢ 20 (29.4) 24 (11.4)
Dia.Pro 0 (0.0 2 (L0)  Overall Results UK Al Score
DiaSorin 0 (0.0 2 (1.0
Siemens:ADVIA Centaur 1 (15) 3 (L4)  Anti-HBcIgM positve 51 158 NS
OCD : VITROS 1 (15 3 (L4)  Anti-HBc IgM equivocal 0 1 NS
Roche : Elecsys 1 (1.5) 10 (48) Anti-HBcIgMnegatve 11 51 NS
Roche : Cobas analyser 3 (4.49) 12 (5.7)
Siemens:Atellica IM 4 (5.9 14 (6.7) Total 62 210
Roche 7(103) 23 (11.0) o Correct 82.3 752
DiaSorin : Liaison 9 (13.2) 23 (11.0)
Abbott : Architect 7 (10.3) 25 (11.9)
Abbott: Alinity | 14 (20.6) 64 (30.5)
f T T T T 1
0 16 32 48 64 80
Number of Reports
I:, Positive D Equivocal . Negative
Operated by UK Health Security Agency © Copyright. The data in UK NEQAS reports are confidential. Participants must
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Dispatch Date : 05-May-2025

Six specimens were dispatched with the request to report on hepatitis B surface antigen (HBsAQ) status and other hepatitis B markers. The specimens were derived
from thrombinised human plasma (serum) donations. Specimen 5817A was a pool of hepatitis B negative donations. Specimens 5817B, 5817C, 5817D, 5817E and
5817F were derived from hepatitis B positive donations diluted 1:11.4, 1:28.5, 1:19, 1:57 and 1:4.75, respectively, in negative donations. Bronidox at a final

concentration of 0.05% was added as a preservative.

Specimen: 5817F HBsAg positive
HBeAg positive

Your Report : HBeAg positive

UK (%) Al (%)
Your Score : 2

Roche : Cobas analyser &+ 7 (9.2 17 (7.0)
bioMerieux : Vidas s 19 (25.0) 24 (98)  Overall Results UK Al Score
Unspecified 0 (0.0 1 (0.4)
Other 1 (1.3 2 (0.8)  HBeAg positive 64 232 2
Siemens:ADVIA Centaur 1 (13) 3 (1.2)  HBeAg equivocal 0 0 1
DiaSorin 0 (0.0 3 (1.2)  HBeAg negative 2 3 -1
Siemens:Atellica IM 3 (3.9 15 (6.1)
Roche : Elecsys 2 (2.6) 16 (6.6) Total 66 235
Roche | 11 (145) 27 (11.1) o Correct 97.0 98.7
DiaSorin : Liaison | 12 (15.8) 29 (11.9)
Abbott : Architect | 8 (10.5) 31 (12.7)
Abbott: Alinity | 12 (15.8) 73 (29.9)
f T T T T 1
0 16 32 48 64 80
Number of Reports
I:, Positive D Equivocal . Negative
Specimen: 5817F HBsAg positive
Anti-HBe negative
UK (%) Al (%) Your Report : Anti-HBe negative
Your Score : 2
Roche : Cobas analyser 7 (9.2 16 (6.7)
bioMerieux : Vidas 18 (23.7) 23 (9.7)  Overall Results UK All Score
OCD : VITROS 0 (0.0 2 (0.8)
_ Other 1 (13 2 (0.8)  Anti-HBe positive 0 5 -1
Siemens:ADVIA Centaur 1 (13) 3 (13) Anti-HBe equivoca| 0 3 1
) DiaSorin 0 (0.0) 3 (L3)  Anti-HBe negative 66 223 2
Siemens:Atellica IM 3 (3.9 14 (5.9)
Roche : Elecsys 2 (2.6) 14 (5.9 Total 66 231
Roche 11 (145) 27 (11.3) o Correct 100 96.5
Abbott : Architect 8 (10.5) 30 (12.6)
DiaSorin : Liaison 13 (17.1) 31 (13.0)
Abbott: Alinity 12 (15.8) 71 (29.8)
[ T T T T 1
0 16 32 48 64 80
Number of Reports
I:’ Positive D Equivocal . Negative
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Comments on distribution 5817

Overall performance in this distribution was excellent with 99.6% of participants reporting the
intended results for scored specimens. This performance is a slight decline of 0.2% to previous
distribution 5731, where the performance rate was 99.8%.

Of the 331 participants issued specimens for this distribution, 321 submitted results within the
specified timeframe, yielding an excellent return rate of 97.0%. This represents a 4.1%

improvement compared to distribution 5731, which recorded a return rate of 92.9%.

Specimen 5817F : HBc IgM Positive — Not Scored

Specimen 5817F was prepared from a hepatitis B virus (HBV) positive donation which, upon
receipt, tested positive for HBc IgM and had an HBYV viral load of approximately 200,000 1U/mL
(equivalent to ~1,000,000 copies/mL).

The positive material was subsequently diluted 4.75-fold in HBV-negative serum diluent to
produce the bulk preparation of specimen 5817F.

The final specimen was tested for quality control purposes prior to distribution. The results of
this pre-distribution testing are presented in Table 1:
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Cut-off with Specimen Number
Assay
Marker grey zone 5817F
Dia.Pro HBsAg one version OD 0.06 3.200[POS]
ULTRA
Data 1 63.575[POS]
bioMérieux Vidas TV 0.13 22 35[POS]
HBsAg - —
Diasorin Liaison XL Index 0.05 >150[POS]
Abbott Alinity (Quant) 1U/ml N/A 2660.48 [POS]
Roche Cobas Index >1 9028[POS]
Dia.Pro HBc Ab ob 0.2 0.009
Data 1 52.051 [POS]
Anti -HBc bioMérieux Vidas v <1-14 0.08[POS]
DiaSorin Liason XL 0.9-1.1 <0.100[POS]
Roche Cobas Index 1 0.008 [POS]
Abbott Architect S/Co N/A 1.740[POS]
HBc IgM - - -
bioMérieux Vidas PEIU/mL 5-10 27 [POS]
bioMérieux Vidas v >0.1 0.71[POS]
HBeAg DiaSorin Liaison XL Index 0.11 1.16[POS]
Roche Cobas Index 1 2.59[POS]
] bioMérieux Vidas v <0.4-0.5 1.65[NEG]
Anti -HBe DiaSorin Liai XL Ind 1
iaSorin Liaison ndex 1.51[NEG]
Ind
Roche Cobas nadex <1 1.21[NEG]

Table 1: Pre-distribution testing results for Hepatitis B markers for specimen 5817F

Of the 210 participants who submitted results for specimen 5817F, 158 (75.2%) reported it as
positive for HBc IgM, 0.5 % (1) as equivocal and 24.3% (51) as negative.

The current specimen (5817F) is derived from the same material previously circulated in
distribution 5668 as specimen 8728. During that distribution, a total of 208 participants
submitted results: 141 (67.8%) reported a positive result for HBc IgM, 19 (9.1%) reported an
equivocal result, and 48 (23.1%) reported a negative result.

An improvement in performance was observed in the current distribution, with 75.2% of
participants reporting the specimen as positive, with an increase of 7.4% compared to the prior
distribution; despite the current specimen being diluted to 4.75-fold versus 4.56-fold
previously.

In line with our scoring policy and to ensure fairness in performance evaluation, specimen
5817F has not been scored, as the same material was previously circulated and assessed in
distribution 5668. This approach is intended to prevent repeated penalisation of participants
based on previously assessed material.

Operated by UK Health Security Agency ) © Copyright. The data in UK NEQAS reports are confidential. Participants must
61 Colindale Avenue @ consult the scheme organiser before quoting data from the scheme.

Colindale UK NEQAS for Microbiology

London NW9 5EQ UKAS PO Box 63003

TESTING

London NW9 1GH Published at 16:16 on Monday 2 June 2025



Hepatitis B serology Laboratory :

Distribution : 5817 Page 17 of 20

This specimen was positive for HBsAg, anti-HBc, HBc IgM, and HBeAg, and negative for anti-
HBe.

This serological pattern is consistent with acute hepatitis B virus (HBV) infection. Figure 1
illustrates the typical serological profile observed during the course of acute HBV infection,
and Table 2 summarises the interpretation of corresponding serological markers.

HBc IgM serves as a key serological marker for determining the phase of hepatitis B virus
(HBV) infection, typically indicating acute or recent infection when elevated. Its detection is
critical for distinguishing between acute, chronic, and resolving HBV infections, as outlined in
Table 2. This differentiation significantly influences clinical management decisions, particularly
in cases where viral mutations are present.

A HBV DNA

Total anti-HBc

anti-HBs

HBsAg anti-HBc IgM

Relative concentration

I I
T T T T T 117 T

12 16 20 24 28 32 36 52 100

QO =
S -
[0}

Weeks after Exposure

Figure 1: Acute Hepatitis B infection profile
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HBsAg Total anti-HBc | Anti-HBc IgM m HBV DNA Possible Interpretation®

Mever infected; susceptible it never vaccinated or vaccine failure

Early acute infection (if HBV DNA is positive); transiently positive for
R - N B RE= HBsAg after vaccination (if HBY DNA is negative)'
+ + + - + Acute infection
- + + +or— +ar— Acute resolving infection; “window period” if anti-HBs is negative
= + - + - Recovered from past infection and immune
+ + = - + Chronic HBV infection
Immune from vaccination; passive anti-HBs transfer after hepatitics B
- - - * N immune globulin administration
- + - - +or— Isolated total anti-HBc positivet
_ $ar— = +or— - Occult HBY infection’
+or-5 - + Or — +or— - Possible HBsAg mutant infection

Table 2: hepatitis B test result interpretation.

Sequence and phylogenetic analysis of the hepatitis B surface antigen (HBsSAgQ) region
indicates that the virus isolated from this specimen belongs to genotype A2. This genotype is
frequently encountered in Europe and North America and is associated with specific virological
and clinical characteristics.

Further analysis identified an amino acid variation at codon 130 (G130G/S). Mutations within
the S region, including G130G/S, have been implicated in "vaccine escape” and may pose
challenges for both serological diagnostics and epidemiological surveillance due to altered
immune recognition. In the laboratory setting, such mutations may impact assay sensitivity
and interpretation of serological markers.

Mutations within the HBV genome, particularly in the surface antigen and polymerase regions
can significantly influence viral replication dynamics, immune escape mechanisms and clinical
progression. Chen and Oon (2000) revealed that certain HBsSAg mutants can slip past
standard detection methods and continue to circulate in people with HBV, even after they've
lost detectable HBsAg and developed anti-HBs antibodies. Strikingly, these mutants are not
neutralised even by anti-HBs levels well above the commonly accepted protective threshold
of 10 mliu/ml.

These findings highlight the need for ongoing molecular surveillance and awareness of
clinically relevant mutations that could affect diagnostic accuracy, assay performance, and
patient management pathways.
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Investigating incorrect results and non -return of results

Participants who did not obtain the intended results are requested to investigate and report
the plausible root cause by completing an incident review form (IRF) online within 30 days of
this report being published. IRFs are taken into considerations when poor performance
analysis is carried out for the National Quality Assurance Advisory Panel (NQAAP).

Non-return of results is considered as poor performance.

Participants who did not return their results should also complete an IRF. IRFs are available
on the following link: https://uknegasmicro.org.uk/incident-review-form/

Please use the following links for information on

Report format explained:

https://ukneqasmicro.org.uk/participant-info/report-format-explained/

How to interpret your performance (cumulative score and performance rating):

https://uknegasmicro.org.uk/interpretation-of-performance-2/

Scoring:

https://uknegasmicro.org.uk/participant-info/information-on-scoring/

Homogeneity:

https://uknegasmicro.org.uk/?r3d=information-of-homogeneity/

Stability:

https://luknegasmicro.org.uk/?r3d=information-on-stability/

For further information about the Service including confidentiality, please refer to the
Directory and Participants Manual:

https://uknegasmicro.org.uk/participant-info/directory-participants-manual
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