Hepatitis E detection Laboratory :

UK NEQAS 7971

Distribution : 5843 Page 1 of 12

Microbiology
Dispatch Date : 02-Jun-2025

Intended Result Your Report Your Score
Specimen 5843A HEV IgM negative HEV IgM negative 2

HEV IgG negative HEV IgG negative 2

HEV RNA negative HEV RNA negative 2
Specimen 5843B HEV IgM negative HEV IgM negative 2

HEV IgG positive HEV IgG positive Not scored

HEV RNA negative HEV RNA negative 2
Specimen 5843C HEV IgM positive HEV IgM positive 2

HEV IgG positive HEV IgG positive 2

HEV RNA positive HEV RNA positive 2
Specimen 5843D HEV IgM positive HEV IgM positive 2

HEV IgG positive HEV IgG positive 2

HEV RNA positive HEV RNA positive 2

Cumulative score information

Total number of specimens sent to you for UK NEQAS for Hepatitis E detection over the last 3 distributions is 12

For these distributions specimen numbers 8801 8802 8803 8804 9057 9058 9059 9060 5843A 5843B 5843C 5843D 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 66 out of a possible 66

The mean score calculated from the reports returned by UK laboratories testing the specimen/test combinations you examined was 61.94 with a standard error of
3.63.

Performance rating

Your performance rating for UK NEQAS for Hepatitis E detection (i.e. the number of standard errors by which your cumulative score lies above or below the mean
for UK laboratories) is 1.12.

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 return 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.
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Distribution Distribution
Comments:

Overall performance for this distribution ranged from good to excellent with 100% of participants reporting the intended results for HEV IgM, 92.3% for HEV IgG for
scored specimens, and 97.4% for HEV RNA.

Please refer to the Comments pages 10-12 for scheme specific information and details concerning analytes not scored.

In the histograms on page 2 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.

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/.

Acknowledgments: We thank colleagues at UKHSA Birmingham, Gloucestershire Hospitals, NHSBT and the UKHSA Virus Reference Department at Colindale for
their assistance with pre-distribution testing.

Report authorised by: Dr Sanjiv Rughooputh, Scheme Organiser.
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Hepatitis E detection

Laboratory :

UK NEQAS 7971

Microbiology \ /;’01

Distribution : 5843

Page 2 of 12

Dispatch Date : 02-Jun-2025

Four specimens were dispatched with a request to report on the presence of hepatitis E virus (HEV) IgM, IgG and/or RNA status. All specimens were derived from
thrombinised human plasma (serum) donations. Specimens 5843A and 5843D were derived from neat donations, specimens 5843B and 5843C had a dilution factor
of 1:4.6 and 1:1.4, respectively. Bronidox at a final concentration of 0.05% was added to all specimens as a preservative.

Specimen: 5843A HEV IgM negative

Your Report : HEV IgM negative

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

Dia.Pro: HEV IgM & 2 (3.2 7 (6.2)
Roche : Elecsys 0 (0.0 1 (0.9)  Overall Results UK Al Score
recomWell HEV IgM 0 (0.0 2 (1.8)
Unspecified 0 (0.0 2 (1.8)  HEV IgM positive 0 0 -1
_ Vircell 0 (0.0 3 (27)  HEV IgM equivocal 0 0 1
Euroimmun: HEV IgM 1 (16) 3 (27  HEV IgM negative 58 115 2
Wantai: ELISA 0 (0.0 4 (3.5)

Vircell: VirClia HEV IgM 1 (1.6) 8 (7.1) Total 58 115
Fortress: HEV IgM 10 (15.9) 11 (9.7) o Correct 100 100
Biomerieux: vidas 17 (27.0) 25 (22.1)

DiaSorin: Liaison | 32 (50.8) 47 (41.6)
[ T T T T |
0 10 20 30 40 50
Number of Reports
I:, Positive D Equivocal I:, Negative
Specimen: 5843A HEV IgM line assay results
UK (%) Al (%) Your Report : HEV IgM negative
recomLine HEV IgG/IgM | | 1 (100) 4 (100)
f T T T T |
0 1 2 3 4 5
Number of Reports
D Positive D Equivocal D Negative
Specimen: 5843A Hev IgG negative
UK (%) Al (%) Your Report : HEV 1gG negative
Your Score : 2
Dia.Pro: HEV IgG ¢ 2 (3.4 7 (6.5)
Roche : Elecsys 0 (0.0 1 (0.9)  Overall Results UK Al Score
Euroimmun: HEV 1gG 0 (0.0 2 (1.9
Unspecified 0 (0.0) 2 (1.9)  HEV IgG positive 1 2 -1
Wantai: ELISA 0 (0.0 3 (2.8)  HEV IgG equivocal 0 0 1
recomWell HEV 19G 1 (17 3 (28)  HEV IgG negative 53 107 2
Vircell 0 (0.0 3 (2.8)

Vircell: VirClia HEV 1gG 1 17 8 (7.5 Total 54 109
Fortress: HEV IgG 9 (15.3) 11 (10.3) o Correct 98.1 98.2
Biomerieux: vidas 17 (28.8) 23 (21.5)

DiaSorin: Liaison 29 (49.2) 44 (41.1)
f T T T T 1
0 10 20 30 40 50
Number of Reports
D Positive D Equivocal D Negative
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Hepatitis E detection Laboratory :

UK NEQAS 7971

Microbiology = /2’01

Distribution : 5843 Page 3 of 12

Dispatch Date : 02-Jun-2025

Four specimens were dispatched with a request to report on the presence of hepatitis E virus (HEV) IgM, IgG and/or RNA status. All specimens were derived from
thrombinised human plasma (serum) donations. Specimens 5843A and 5843D were derived from neat donations, specimens 5843B and 5843C had a dilution factor
of 1:4.6 and 1:1.4, respectively. Bronidox at a final concentration of 0.05% was added to all specimens as a preservative.

Specimen: 5843A HEV IgG line assay results
UK (%) Al (%) Your Report : HEV 1gG negative

recomLine HEV IgG/IgM | | 1 (100) 4 (100)

[ I I I
0 1 2 3 4 5

Number of Reports

D Positive D Equivocal D Negative

Specimen: 5843A HEV RNA negative

UK (%) Al (%) Your Report : HEV RNA negative
Your Score : 2

Grifols: Procleix HEV | ¢+ 4 (33.3) 5 (17.2)
Altona: RealStar | 3 (25.0) 7 (24.1)  Overall Results UK All Score
Qiagen: Rotor-Gene 1 (8.3) 1 (34
Real-Time Single target 0 (0.0) 1 (34) HEV RNA positive 0 0 -1
Mikrogen: ampliCube HEV 0 (0.0 2 (6.9)  HEV RNA negative 10 27 2
In house 1 (8.3) 2 (6.9
ELITech: ELITe InGenius 0 (0.0) 3 (10.3)  Total 10 27
Cobas 6800/8800 0 (0.0) 3 (10.3) o Correct 100 100
ELITech: ELITe MGB | 3 (25.0) 5 (17.2)

[ I I I I 1
0 2 4 6 8 10

Number of Reports

D Positive D Negative
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Hepatitis E detection

Laboratory :

UK NEQAS 7971

Microbiology \ /;’01

Distribution : 5843

Page 4 of 12

Dispatch Date : 02-Jun-2025

Four specimens were dispatched with a request to report on the presence of hepatitis E virus (HEV) IgM, IgG and/or RNA status. All specimens were derived from
thrombinised human plasma (serum) donations. Specimens 5843A and 5843D were derived from neat donations, specimens 5843B and 5843C had a dilution factor
of 1:4.6 and 1:1.4, respectively. Bronidox at a final concentration of 0.05% was added to all specimens as a preservative.

Specimen: 5843B HEV IgM negative

Your Report : HEV IgM negative

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

Dia.Pro: HEV IgM 4 2 (3.2 7 (6.3)
Roche : Elecsys 0 (0.0 1 (0.9)  Overall Results UK Al Score
recomWell HEV IgM 0 (0.0) 2 (1.8)
Unspecified 0 (0.0 2 (1.8)  HEV IgM positive 0 0 -1
_ Vircell 0 (0.0 3 (27)  HEV IgM equivocal 0 0 1
Euroimmun: HEV IgM 1 (1.6) 3 (27)  HEV IgM negative 58 115 2
Wantai: ELISA 0 (0.0 4 (3.6)

Vircell: VirClia HEV IgM 1 (1.6) 8 (7.1)  Total 58 115
Fortress: HEV IgM 10 (16.1) 11 (9.8) o5 Correct 100 100
Biomerieux: vidas 17 (27.4) 25 (22.3)

DiaSorin: Liaison | 31 (50.0) 46 (41.1)
I 1 1 1 1 1
0 10 20 30 40 50
Number of Reports
I:, Positive D Equivocal I:, Negative
Specimen: 5843B HEV IgM line assay results
UK (%) Al (%) Your Report : HEV IgM negative
recomLine HEV IgG/IgM | | 1 (100) 4 (100)
I 1 1 1 1 1
0 1 2 3 4 5
Number of Reports
D Positive D Equivocal D Negative
Specimen: 5843B HEev IgG positive
UK (%) Al (%) Your Report : HEV 1gG positive
Your Score : Not scored
Dia.Pro: HEV IgG | & 2 (3.4) 7 (6.6)
Roche : Elecsys || 0 (0.0 1 (0.9)  Overall Results UK Al Score
Euroimmun: HEV 1gG 0 (0.0 2 (1.9
Unspecified 0 (0.0) 2 (1.9)  HEV IgG positive 21 57 NS
Wantai: ELISA 0 (0.0 3 (2.8)  HEV IgG equivocal 2 5 NS
recomWell HEV IgG 1 (17 3 (28)  HEV IgG negative 31 47 NS
Vircell 0 (0.0 3 (2.8)

Vircell: VirClia HEV 1gG 1 (1.7) 8 (7.5) Total 54 109
Fortress: HEV IgG 9 (15.5) 11 (104) o Correct 38.9 523
Biomerieux: vidas [1 17 (29.3) 23 (21.7)

DiaSorin: Liaison [ 28 (48.3) 43 (40.6)
I T T T 1 1
0 10 20 30 40 50
Number of Reports
D Positive D Equivocal D Negative
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Hepatitis E detection Laboratory :

UK NEQAS 7971

Microbiology = /2’01

Distribution : 5843 Page 5 of 12

Dispatch Date : 02-Jun-2025

Four specimens were dispatched with a request to report on the presence of hepatitis E virus (HEV) IgM, IgG and/or RNA status. All specimens were derived from
thrombinised human plasma (serum) donations. Specimens 5843A and 5843D were derived from neat donations, specimens 5843B and 5843C had a dilution factor
of 1:4.6 and 1:1.4, respectively. Bronidox at a final concentration of 0.05% was added to all specimens as a preservative.

Specimen: 5843B HEV IgG line assay results
UK (%) Al (%) Your Report : HEV 1gG positive

recomLine HEV IgG/IgM | [ [ | ¢ 2 (100) 9 (100)

[ I I I I 1
0 2 4 6 8 10

Number of Reports

D Positive D Equivocal D Negative

Specimen: 5843B HEV RNA negative

UK (%) Al (%) Your Report : HEV RNA negative
Your Score : 2

Grifols: Procleix HEV | ¢+ 4 (33.3) 5 (16.7)
Altona: RealStar | 3 (25.0) 7(23.3)  Overall Results UK All Score
Qiagen: Rotor-Gene 1 (8.3) 1 (3.3)
Real-Time Single target 0 (0.0) 1 (3.3) HEV RNA positive 0 0 -1
Mikrogen: ampliCube HEV 0 (0.0) 2 (6.7)  HEV RNA negative 10 28 2
In house 1 (8.3) 2 (6.7)
ELITech: ELITe InGenius | 0 (0.0 3 (10.0)  Total 10 28
Cobas 6800/8800 | 0 (0.0 4 (13.3) 9 Correct 100 100
ELITech: ELITe MGB | 3 (25.0) 5 (16.7)

Number of Reports

D Positive D Negative
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Hepatitis E detection

Laboratory :

UK NEQAS 7971

Microbiology \ /;’01

Distribution : 5843

Page 6 of 12

Dispatch Date : 02-Jun-2025

Four specimens were dispatched with a request to report on the presence of hepatitis E virus (HEV) IgM, IgG and/or RNA status. All specimens were derived from
thrombinised human plasma (serum) donations. Specimens 5843A and 5843D were derived from neat donations, specimens 5843B and 5843C had a dilution factor
of 1:4.6 and 1:1.4, respectively. Bronidox at a final concentration of 0.05% was added to all specimens as a preservative.

Specimen: 5843C HEgv IgM positive

Your Report : HEV IgM positive

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

Dia.Pro: HEV IgM & 2 (3.2 7 (6.3)
Roche : Elecsys 0 (0.0) 1 (0.9  oOverall Results UK  All Score
recomWell HEV IgM 0 (0.0) 2 (1.8)
Unspecified 0 (0.0) 2 (1.8)  HEV IgM positive 57 114 2
_ Vircell 0 (0.0 3 (27)  HEV IgM equivocal 0 0 1
Euroimmun: HEV IgM 1 (1.6) 3 (27)  HEV IgM negative 0 0 -1
Wantai: ELISA 0 (0.0 4 (3.6)

Vircell: VirClia HEV IgM 1 (1.6) 8 (7.1) Total 57 114
Fortress: HEV IgM 10 (16.1) 11 (9.8) o Correct 100 100
Biomerieux: vidas 17 (27.4) 25 (22.3)

DiaSorin: Liaison | 31 (50.0) 46 (41.1)
[ T T T T |
0 10 20 30 40 50
Number of Reports
I:, Positive D Equivocal I:, Negative
Specimen: 5843C HEV IgM line assay results
UK (%) Al (%) Your Report : HEV IgM positive
recomLine HEV IgG/IgM | 2 (100) 9 (90.0)
Mikrogen recomLine 0 (0.0) 1 (10.0)
f T T T T 1
0 2 4 6 8 10
Number of Reports
D Positive D Equivocal D Negative
Specimen: 5843C HEev IgG positive
UK (%) Al (%) Your Report : HEV 1gG positive
Your Score : 2
Dia.Pro: HEV IgG | ¢ 2 (3.4 7 (6.6)
Roche : Elecsys || 0 (0.0) 1 (0.9  Overall Results UK  All Score
Euroimmun: HEV 1gG 0 (0.0 2 (1.9
Unspecified 0 (0.0) 2 (1.9)  HEV IgG positive 51 103 2
Wantai: ELISA 0 (0.0 3 (28)  HEV IgG equivocal 0 1 1
recomWell HEV IgG 1 @7 3 (28) HEV IgG negative 2 4 -1
Vircell 0 (0.0 3 (2.8)

Vircell: VirClia HEV 1gG 1 17 8 (7.5 Total 53 108
Fortress: HEV IgG 9 (15.5) 11 (10.4) o4 Correct 96.2 954
Biomerieux: vidas 17 (29.3) 23 (21.7)

DiaSorin: Liaison 28 (48.3) 43 (40.6)
f T T T T 1
0 10 20 30 40 50
Number of Reports
D Positive D Equivocal D Negative
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Hepatitis E detection Laboratory :

UK NEQAS 7971

Microbiology = /2’01

Distribution : 5843 Page 7 of 12

Dispatch Date : 02-Jun-2025

Four specimens were dispatched with a request to report on the presence of hepatitis E virus (HEV) IgM, IgG and/or RNA status. All specimens were derived from
thrombinised human plasma (serum) donations. Specimens 5843A and 5843D were derived from neat donations, specimens 5843B and 5843C had a dilution factor
of 1:4.6 and 1:1.4, respectively. Bronidox at a final concentration of 0.05% was added to all specimens as a preservative.

Specimen: 5843C HEV IgG line assay results
UK (%) Al (%) Your Report : HEV 1gG positive

recomLine HEV IgG/IgM | [ ] | ¢ 2 (100) 10 (100)

[ I I I 1
0 4 8 12 16 20

Number of Reports

D Positive D Equivocal D Negative

Specimen: 5843C HEV RNA positive

UK (%) Al (%) Your Report : HEV RNA positive
Your Score : 2

Grifols: Procleix HEV | ¢+ 4 (30.8) 5 (16.1)
Altona: RealStar | & 4 (30.8) 8(25.8)  Overall Results UK Al Score
TagMan Fast Virus 1-Step 0 (0.0) 1 (3.2
Qiagen: Rotor-Gene 1 (77 1 (32) HEV RNA positive 1 29 2
Real-Time Single target 0 (0.0 1 (3.2) HEV RNA negative 0 0 1
Mikrogen: ampliCube HEV 0 (0.0) 2 (6.5)
In house 1 (7.7) 2 (6.5 Total 11 29
ELITech: ELITe InGenius 0 (0.0 3 (9.7) 9 Correct 100 100
Cobas 6800/8800 0 (0.0) 3 (9.7)
ELITech: ELITe MGB | 3 (23.1) 5 (16.1)

[ I I I I 1
0 2 4 6 8 10

Number of Reports

D Positive D Negative
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Hepatitis E detection

Laboratory :

UK NEQAS 7971

Microbiology \ /;’01

Distribution : 5843

Page 8 of 12

Dispatch Date : 02-Jun-2025

Four specimens were dispatched with a request to report on the presence of hepatitis E virus (HEV) IgM, IgG and/or RNA status. All specimens were derived from
thrombinised human plasma (serum) donations. Specimens 5843A and 5843D were derived from neat donations, specimens 5843B and 5843C had a dilution factor
of 1:4.6 and 1:1.4, respectively. Bronidox at a final concentration of 0.05% was added to all specimens as a preservative.

Specimen: 5843D HEgv IgM positive

Your Report : HEV IgM positive

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

Dia.Pro: HEV IgM & 2 (3.2 7 (6.2)
Roche : Elecsys 0 (0.0 1 (0.9)  Overall Results UK Al Score
recomWell HEV IgM 0 (0.0 2 (1.8)
Unspecified 0 (0.0 2 (1.8)  HEV IgM positive 58 115 2
_ Vircell 0 (0.0 3 (27)  HEV IgM equivocal 0 0 1
Euroimmun: HEV IgM 1 (1.6) 3 (27)  HEV IgM negative 0 0 -1
Wantai: ELISA 0 (0.0 4 (3.5)

Vircell: VirClia HEV IgM 1 (1.6) 8 (7.1) Total 58 115
Fortress: HEV IgM 10 (15.9) 11 (9.7) o Correct 100 100
Biomerieux: vidas 17 (27.0) 25 (22.1)

DiaSorin: Liaison | 32 (50.8) 47 (41.6)
[ T T T T |
0 10 20 30 40 50
Number of Reports
I:, Positive D Equivocal I:, Negative
Specimen: 5843D HEV IgM line assay results
UK (%) Al (%) Your Report : HEV IgM positive
recomLine HEV IgG/IgM | 2 (100) 9 (90.0)
Mikrogen recomLine 0 (0.0) 1 (10.0)
f T T T T 1
0 2 4 6 8 10
Number of Reports
D Positive D Equivocal D Negative
Specimen: 5843D HEev IgG positive
UK (%) Al (%) Your Report : HEV 1gG positive
Your Score : 2
Dia.Pro: HEV IgG ¢ 2 (3.4 7 (6.6)
Roche : Elecsys 0 (0.0 1 (0.9)  Overall Results UK Al Score
Euroimmun: HEV 1gG 0 (0.0 2 (1.9
Unspecified 0 (0.0) 2 (1.9)  HEV IgG positive 45 90 2
Wantai: ELISA 0 (0.0 3 (28)  HEV IgG equivocal 0 1 1
recomWell HEV 19G 1 (17 3 (28)  HEV IgG negative 8 17 -1
Vircell 0 (0.0 3 (2.8)

Vircell: VirClia HEV 1gG 1 17 8 (7.5 Total 53 108
Fortress: HEV IgG 8 (13.8) 10 (9.44) o Correct 84.9 833
Biomerieux: vidas 17 (29.3) 23 (21.7)

DiaSorin: Liaison 29 (50.0) 44 (41.5)
f T T T T 1
0 10 20 30 40 50
Number of Reports
D Positive D Equivocal D Negative
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Hepatitis E detection Laboratory :

UK NEQAS 7971

Microbiology = /2’01

Distribution : 5843 Page 9 of 12

Dispatch Date : 02-Jun-2025

Four specimens were dispatched with a request to report on the presence of hepatitis E virus (HEV) IgM, IgG and/or RNA status. All specimens were derived from
thrombinised human plasma (serum) donations. Specimens 5843A and 5843D were derived from neat donations, specimens 5843B and 5843C had a dilution factor
of 1:4.6 and 1:1.4, respectively. Bronidox at a final concentration of 0.05% was added to all specimens as a preservative.

Specimen: 5843D HEV IgG line assay results
UK (%) Al (%) Your Report : HEV 1gG positive

recomLine HEV IgG/igM [ [ | | ¢ 2 (100) 10 (100)

[ I I I 1
0 4 8 12 16 20

Number of Reports

D Positive D Equivocal D Negative

Specimen: 5843D HEV RNA positive

UK (%) Al (%) Your Report : HEV RNA positive
Your Score : 2

Grifols: Procleix HEV | ¢+ 4 (30.8) 5 (16.1)
Altona: RealStar | & 4 (30.8) 8(25.8)  Overall Results UK Al Score
TagMan Fast Virus 1-Step 0 (0.0) 1 (3.2
Qiagen: Rotor-Gene 1 (77 1 (32) HEV RNA positive 10 26 2
Real-Time Single target 0 (0.0 1 (3.2) HEV RNA negative 1 3 1
Mikrogen: ampliCube HEV 0 (0.0) 2 (6.5)
In house 1 (7.7) 2 (6.5 Total 11 29
ELITech: ELITe InGenius [ 0 (0.0 3 (9.7) 9 Correct 909 89.7
Cobas 6800/8800 0 (0.0 3 (9.7)
ELITech: ELITe MGB [ | 3 (23.1) 5 (16.1)

[ I I I I 1
0 2 4 6 8 10

Number of Reports

D Positive D Negative
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Hepatitis E detection Laboratory :

UK NEQAS it Distribution : 5843 Page 10 of 12

Microbiology / /:’021

Comments on distribution 5843

The overall performance in this distribution was excellent with 96.6% of participants obtaining
the intended results for scored specimens. This is a decline of 1.3% from previous distribution
5772, where the overall performance was 97.9%.

One hundred and thirty sets of specimens were distributed with 124 participants returning
results representing a return rate of 95.4%. This is an improvement of 2.3% to previous
distribution 5772, where the return rate was 93.1%.

This distribution included four serum specimens derived from individuals at varying stages of
Hepatitis E virus (HEV) infection.

Participants were required to report results for HEV RNA, IgM, and IgG markers for each
specimen, enabling assessment of diagnostic performance across different phases of
infection.

Specimen 5843B — HEV IgG Positive: Not scored

Specimen 5843B was derived from an original donation that on receipt tested positive for
HEV IgG and negative for HEV IgM.

This original material was subsequently diluted 4.6 times to make the bulk of specimen
5843B.

This specimen underwent pre-distribution testing with three EIA assays (Table 1) and was
further evaluated using the RecomLine HEV IgG confirmatory line assay (Table 2).

DiaPro HEV IgG DiaSorin Liaison bioMerieux Vidas
Specimen Kit: 1223, exp: 03.2025 Kit: 290022, exp: 21.07.25 Kit: 250514, exp: 14.05.25
Number
oD Index RLU RLU
0.19 [neg]
5843B 0.506 1.443 [pos] 0.60 [pos]
Cut-off with 0.35 1.0
grey zone >0.3 0.56
Table 1: HEV IgG EIA pre-distribution testing results for specimen 5843B
(Please note that at the time of testing the kits were in date)
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
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Hepatitis E detection Laboratory :

UK NEQAS it Distribution : 5843 Page 11 of 12

Microbiology / /:’021

Mikrogen RecomLine HEV IgG line assay
Kit: LHE 082301
Specimen O2N o2Mm 02C 03 b2 Result*

G1 G3 G1 G3 G1 G3

5843B +/- - - +/- + - - 4 HEV IgG positive

*Interpretation using kit criteria:
P (positive)-I (indeterminate)-N (negative)
Table 2: HEV IgG Line assay results for specimen 5843B

Of the 109 participants who submitted HEV IgG results, 52.3% (57) reported the specimen as
positive, 4.6% (5) as equivocal and 43.1% (47) as negative.

Pre-distribution evaluation of this specimen showed inconsistent results across enzyme
immunoassays (ElAs), with two assays yielding positive results, while the DiaSorin Liaison
assay returned a negative result. However, the confirmatory RecomLine IgG assay was
positive.

Due to these conflicting pre-distribution findings, likely attributable to a dilution factor
exceeding the limit of detection for some assays and the lack of concordance between
screening and confirmatory results, this specimen was not scored for HEV IgG.

Investigating incorrect results and non-return of results

Participants who did not obtain the intended results for scored specimens 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/

If you have any questions or queries, please feel free to contact us by email:
organiser@uknegasmicro.org.uk
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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://lukneqasmicro.org.uk/participant-info/information-on-scoring/

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

Stability

https://lukneqasmicro.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

End of report
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