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 Your Report Intended Result  Your Score

 Specimen 5856A  HBsAg negative  HBsAg negative  2
 HBV DNA negative  HBV DNA negative  2
 HCV Ag/Ab negative  HCV Ag/Ab negative  2
 HCV RNA negative  HCV RNA negative  2
 HIV 1/2 Ag/Ab presumptive positive  HIV 1/2 Ag/Ab presumptive positive  2
 HIV RNA positive  HIV RNA positive  2

 Specimen 5856B  HBsAg negative  HBsAg negative  2
 HBV DNA negative  HBV DNA negative  2
 HCV Ag/Ab positive  HCV Ag/Ab positive  2
 HCV RNA positive  HCV RNA positive  2
 HIV 1/2 Ag/Ab negative  HIV 1/2 Ag/Ab negative  2
 HIV RNA negative  HIV RNA negative  2

 Specimen 5856C  HBsAg negative  HBsAg negative  2
 HBV DNA negative  HBV DNA negative  2
 HCV Ag/Ab negative  HCV Ag/Ab negative  2
 HCV RNA negative  HCV RNA negative  2
 HIV 1/2 Ag/Ab presumptive positive  HIV 1/2 Ag/Ab presumptive positive  2
 HIV RNA negative  HIV RNA negative  2

  Comments 

 Please refer to the histograms on page 3 and subsequent pages for information concerning overall performance and results for each marker.

  Specimen 5856A - HCVAg/Ab negative: scored. 
  Please refer to the Comments pages 9-11 for scheme specific information and further specimen details. 

 This scheme is intended for laboratories performing screening assays. Results of confirmatory assays (e.g. immunoblot assays) are not included in the analysis.

 In the histograms on page 3 and subsequent pages a maximum of 12 kit/test method 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. Written enquiries about this distribution
 should be addressed to Dr Sanjiv Rughooputh at organiser@ukneqasmicro.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 Manchester, UKHSA Bristol, UKHSA Birmingham, UKHSA Virus Reference Department, NHSBT and Gloucestershire Hospitals for
 assistance with pre-distribution testing. 

  Report authorised by: Dr Sanjiv Rughooputh, Scheme Organiser.
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 Cumulative score information 
  Total number of specimens sent to you for UK NEQAS for Blood borne viruses over the last 6 distribution is 18 
  For these distributions specimen numbers 8742 8743 8744 8837 8838 8839 8950 8951 8952 9041 9042 9043 5822A 5822B 5822C 5856A 5856B 5856C 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 142 out of a possible total of 142 
  The mean score calculated from the reports returned by UK laboratories testing the specimen/test combinations you examined was 140.30 (with a standard error of
 2.27).
  
  Performance rating 
  Your performance rating for UK NEQAS for Blood borne viruses (i.e. the number of standard errors by which your cumulative score lies above or below the mean
 for UK laboratories) is 0.75. 
 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.
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 Three specimens derived from thrombinised human plasma (serum) donations were dispatched with a request to report on the presence of hepatitis B surface
 antigen (HBsAg) and DNA, hepatitis C antigen/antibody and RNA, and HIV-1/2 antigen/antibody and RNA. Specimens 5856A, 5856B and 5856C were diluted 1.7x,
 16x and 8x, respectively, in negative serum. Bronidox at a final concentration of 0.05% was added as a preservative.

 Specimen: 5856A  Intended result 
  HBsAg negative

UK (%) All (%)

1 (1.4) 2 (2.2)Dia.Pro
12 (16.9) 14 (15.2)DiaSorin : Liaison

1 (1.4) 3 (3.3)Siemens:Atellica IM
2 (2.8) 3 (3.3)Siemens:ADVIA Centaur
3 (4.2) 3 (3.3)Roche : Cobas analyser
2 (2.8) 3 (3.3)Liaison : Murex HBsAg quant
3 (4.2) 3 (3.3)Other
3 (4.2) 4 (4.3)Abbott : Architect
6 (8.5) 7 (7.6)Roche

11 (15.5) 12 (13.0)Roche : Elecsys
10 (14.1) 12 (13.0)bioMerieux : Vidas
10 (14.1) 18 (19.6)Abbott: Alinity

Number of Reports
0 4 8 12 16 20

 Positive  Equivocal  Negative

 Your Report : HBsAg negative

74Total

0

56
98.6

Overall Results UK

56
1
2

0HBsAg positive 1

% Correct

-1
0

HBsAg negative
HBsAg equivocal

Score
------------------------------------------------------------

100

------------------------------------------------------------

All

73

 Your Score : 2

 Specimen: 5856A  Intended result 
  HBV DNA negative

UK (%) All (%)

1 (50.0) 1 (33.3)NeuMoDx 96
1 (50.0) 1 (33.3)Hologic: Aptima
0 (0.0) 1 (33.3)Roche: cobas HBV

Number of Reports
0 1 2 3 4 5

 Positive  Negative  Invalid result

 Your Report : HBV DNA negative

3Total

3

100

Overall Results

2

UK

0 0
2

HBV DNA positive 0 0

% Correct

2
-1

Invalid result
HBV DNA negative

Score

------------------------------------------------------------

------------------------------------------------------------

100

0

All

 Your Score : 2

 Specimen: 5856A  Intended result 
  HCV Ag/Ab negative

UK (%) All (%)

1 (1.4) 2 (2.2)Dia.Pro
9 (13.0) 12 (13.0)DiaSorin : Liaison
3 (4.3) 3 (3.3)Roche : Cobas analyser
1 (1.4) 3 (3.3)Liaison: Murex
3 (4.3) 3 (3.3)Liaison : XL 
3 (4.3) 3 (3.3)Other
4 (5.8) 4 (4.3)Beckman : Access
4 (5.8) 5 (5.4)Abbott : Architect
7 (10.1) 8 (8.7)Roche
6 (8.7) 9 (9.8)bioMerieux : Vidas

10 (14.5) 11 (12.0)Roche : Elecsys
10 (14.5) 17 (18.5)Abbott: Alinity

Number of Reports
0 4 8 12 16 20

 Positive  Equivocal  Negative

 Your Report : HCV Ag/Ab negative

32HCV Ag/Ab positive
1
248

UKOverall Results

84.7
56

8

Total 72

All

61

85.7

------------------------------------------------------------

------------------------------------------------------------

Score

HCV Ag/Ab negative
HCV Ag/Ab equivocal 6

-1
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 Your Score : 2
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 Blood borne viruses
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 Laboratory :

 Three specimens derived from thrombinised human plasma (serum) donations were dispatched with a request to report on the presence of hepatitis B surface
 antigen (HBsAg) and DNA, hepatitis C antigen/antibody and RNA, and HIV-1/2 antigen/antibody and RNA. Specimens 5856A, 5856B and 5856C were diluted 1.7x,
 16x and 8x, respectively, in negative serum. Bronidox at a final concentration of 0.05% was added as a preservative.

 Specimen: 5856A  Intended result 
  HCV RNA negative

UK (%) All (%)

1 (33.3) 1 (25.0)NeuMoDx 96
0 (0.0) 1 (25.0)Roche: cobas HCV
1 (33.3) 1 (25.0)Cobas 6800/8800
1 (33.3) 1 (25.0)Other

Number of Reports
0 1 2 3 4 5

 Positive  Negative  Invalid result

 Your Report : HCV RNA negative

3
100

Overall Results

Total 4

4
0

UK

0HCV RNA positive
2
0

0

Invalid result
HCV RNA negative

% Correct

-1
3

Score
------------------------------------------------------------

100

------------------------------------------------------------

All

0

 Your Score : 2

 Specimen: 5856A  Intended result 
  HIV-1/2 Ag/Ab presumptive positive

UK (%) All (%)

1 (1.3) 2 (1.9)Dia.Pro
10 (12.7) 13 (12.3)DiaSorin : Liaison

3 (3.8) 3 (2.8)Roche : Cobas analyser
1 (1.3) 3 (2.8)Liaison: Murex
3 (3.8) 3 (2.8)Liaison : XL
3 (3.8) 3 (2.8)Other
4 (5.1) 4 (3.8)Beckman : Access
4 (5.1) 5 (4.7)Abbott : Architect
7 (8.9) 8 (7.5)Roche

10 (12.7) 11 (10.4)Roche : Elecsys
13 (16.5) 18 (17.0)bioMerieux : Vidas
11 (13.9) 19 (17.9)Abbott: Alinity

Number of Reports
0 4 8 12 16 20

 Positive  Equivocal  Negative

 Your Report : HIV 1/2 Ag/Ab presumptive
 positive
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1
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 Specimen: 5856A  Intended result 
  HIV RNA positive

UK (%) All (%)

1 (33.3) 1 (20.0)NeuMoDx 96
0 (0.0) 2 (40.0)Roche: cobas HIV-1
2 (66.7) 2 (40.0)Other

Number of Reports
0 1 2 3 4 5

 Positive  Negative  Invalid result

 Your Report : HIV RNA positive

HIV RNA negative
Invalid result

% Correct

2
0

Score

------------------------------------------------------------

------------------------------------------------------------

100

0
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100
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5Total

0
0
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 Your Score : 2
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 Blood borne viruses

 Distribution : 5856

 Laboratory :

 Three specimens derived from thrombinised human plasma (serum) donations were dispatched with a request to report on the presence of hepatitis B surface
 antigen (HBsAg) and DNA, hepatitis C antigen/antibody and RNA, and HIV-1/2 antigen/antibody and RNA. Specimens 5856A, 5856B and 5856C were diluted 1.7x,
 16x and 8x, respectively, in negative serum. Bronidox at a final concentration of 0.05% was added as a preservative.

 Specimen: 5856B  Intended result 
  HBsAg negative

UK (%) All (%)

1 (1.4) 2 (2.2)Dia.Pro
12 (17.1) 14 (15.4)DiaSorin : Liaison

1 (1.4) 3 (3.3)Siemens:Atellica IM
2 (2.9) 3 (3.3)Siemens:ADVIA Centaur
3 (4.3) 3 (3.3)Roche : Cobas analyser
2 (2.9) 3 (3.3)Liaison : Murex HBsAg quant
3 (4.3) 3 (3.3)Other
3 (4.3) 4 (4.4)Abbott : Architect
6 (8.6) 7 (7.7)Roche
9 (12.9) 11 (12.1)bioMerieux : Vidas

11 (15.7) 12 (13.2)Roche : Elecsys
10 (14.3) 18 (19.8)Abbott: Alinity

Number of Reports
0 4 8 12 16 20

 Positive  Equivocal  Negative

 Your Report : HBsAg negative

------------------------------------------------------------

------------------------------------------------------------

100

74

All

HBsAg equivocal
HBsAg negative

% Correct

-1
0

Score

HBsAg positive 0

2
1

0

100

Overall Results

56Total 74

0
56

UK

 Your Score : 2

 Specimen: 5856B  Intended result 
  HBV DNA negative

UK (%) All (%)

1 (50.0) 1 (33.3)NeuMoDx 96
1 (50.0) 1 (33.3)Hologic: Aptima
0 (0.0) 1 (33.3)Roche: cobas HBV

Number of Reports
0 1 2 3 4 5

 Positive  Negative  Invalid result

 Your Report : HBV DNA negative

Score

HBV DNA negative
Invalid result

-1
2

% Correct

0

All

------------------------------------------------------------

100

------------------------------------------------------------

0

UK

100

Overall Results

2

3

3Total

0HBV DNA positive 0

0
2

 Your Score : 2

 Specimen: 5856B  Intended result 
  HCV Ag/Ab positive

UK (%) All (%)

1 (1.4) 2 (2.0)Dia.Pro
9 (12.3) 12 (12.2)DiaSorin : Liaison
3 (4.1) 3 (3.1)Roche : Cobas analyser
1 (1.4) 3 (3.1)Liaison: Murex
3 (4.1) 3 (3.1)Liaison : XL 
3 (4.1) 3 (3.1)Other
4 (5.5) 4 (4.1)Beckman : Access
4 (5.5) 5 (5.1)Abbott : Architect
7 (9.6) 8 (8.2)Roche

10 (13.7) 11 (11.2)Roche : Elecsys
8 (11.0) 12 (12.2)bioMerieux : Vidas

11 (15.1) 19 (19.4)Abbott: Alinity

Number of Reports
0 4 8 12 16 20

 Positive  Equivocal  Negative

 Your Report : HCV Ag/Ab positive

7356HCV Ag/Ab positive
1
-10

UK

56
100

Overall Results

73Total

0

All

0

------------------------------------------------------------

100

------------------------------------------------------------

Score

HCV Ag/Ab equivocal
HCV Ag/Ab negative

% Correct

0
2

 Your Score : 2
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 Blood borne viruses

 Distribution : 5856

 Laboratory :

 Three specimens derived from thrombinised human plasma (serum) donations were dispatched with a request to report on the presence of hepatitis B surface
 antigen (HBsAg) and DNA, hepatitis C antigen/antibody and RNA, and HIV-1/2 antigen/antibody and RNA. Specimens 5856A, 5856B and 5856C were diluted 1.7x,
 16x and 8x, respectively, in negative serum. Bronidox at a final concentration of 0.05% was added as a preservative.

 Specimen: 5856B  Intended result 
  HCV RNA positive

UK (%) All (%)

1 (25.0) 1 (16.7)NeuMoDx 96
1 (25.0) 1 (16.7)Cobas 6800/8800
1 (25.0) 1 (16.7)Other
1 (25.0) 3 (50.0)Roche: cobas HCV

Number of Reports
0 1 2 3 4 5

 Positive  Negative  Invalid result

 Your Report : HCV RNA positive

Score

HCV RNA negative
Invalid result

% Correct

0
2

All

0

------------------------------------------------------------

100

------------------------------------------------------------
0

UK

83.3

Overall Results

4 6Total

1
54HCV RNA positive

-1
0

 Your Score : 2

 Specimen: 5856B  Intended result 
  HIV-1/2 Ag/Ab negative

UK (%) All (%)

1 (1.5) 2 (2.2)Dia.Pro
9 (13.2) 12 (13.5)DiaSorin : Liaison
2 (2.9) 3 (3.4)Siemens:ADVIA Centaur
3 (4.4) 3 (3.4)Roche : Cobas analyser
3 (4.4) 3 (3.4)Liaison : XL
3 (4.4) 3 (3.4)Other
4 (5.9) 4 (4.5)Beckman : Access
4 (5.9) 5 (5.6)Abbott : Architect
7 (10.3) 8 (9.0)Roche
6 (8.8) 8 (9.0)bioMerieux : Vidas

10 (14.7) 11 (12.4)Roche : Elecsys
10 (14.7) 18 (20.2)Abbott: Alinity

Number of Reports
0 4 8 12 16 20

 Positive  Equivocal  Negative

 Your Report : HIV 1/2 Ag/Ab negative

-1
0

% Correct

HIV 1/2 Ag/Ab equivocal
HIV 1/2 Ag/Ab negative

Score

------------------------------------------------------------

100

------------------------------------------------------------

74

All

0

Total 74
100

56

Overall Results UK

56 2
1

HIV 1/2 Ag/Ab positive 0 0

 Your Score : 2

 Specimen: 5856B  Intended result 
  HIV RNA negative

UK (%) All (%)

1 (100) 1 (50.0)NeuMoDx 96
0 (0.0) 1 (50.0)Roche: cobas HIV-1

Number of Reports
0 1 2 3 4 5

 Positive  Negative  Invalid result

 Your Report : HIV RNA negative

All

0

100

------------------------------------------------------------

------------------------------------------------------------

Score

-1
1

% Correct

Invalid result
HIV RNA negative

0
2
0

0HIV RNA positive

UK

0
2

2Total 1
100

Overall Results

 Your Score : 2
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 Blood borne viruses

 Distribution : 5856

 Laboratory :

 Three specimens derived from thrombinised human plasma (serum) donations were dispatched with a request to report on the presence of hepatitis B surface
 antigen (HBsAg) and DNA, hepatitis C antigen/antibody and RNA, and HIV-1/2 antigen/antibody and RNA. Specimens 5856A, 5856B and 5856C were diluted 1.7x,
 16x and 8x, respectively, in negative serum. Bronidox at a final concentration of 0.05% was added as a preservative.

 Specimen: 5856C  Intended result 
  HBsAg negative

UK (%) All (%)

1 (1.4) 2 (2.2)Dia.Pro
12 (17.4) 14 (15.6)DiaSorin : Liaison

1 (1.4) 3 (3.3)Siemens:Atellica IM
2 (2.9) 3 (3.3)Siemens:ADVIA Centaur
3 (4.3) 3 (3.3)Roche : Cobas analyser
2 (2.9) 3 (3.3)Liaison : Murex HBsAg quant
3 (4.3) 3 (3.3)Other
3 (4.3) 4 (4.4)Abbott : Architect
6 (8.7) 7 (7.8)Roche
8 (11.6) 10 (11.1)bioMerieux : Vidas

11 (15.9) 12 (13.3)Roche : Elecsys
10 (14.5) 18 (20.0)Abbott: Alinity

Number of Reports
0 4 8 12 16 20

 Positive  Equivocal  Negative

 Your Report : HBsAg negative

------------------------------------------------------------

100

------------------------------------------------------------

74

All

0
-1

% Correct

HBsAg equivocal
HBsAg negative

Score

2
1

HBsAg positive 0 0
0

74Total

Overall Results

100
56

UK

56

 Your Score : 2

 Specimen: 5856C  Intended result 
  HBV DNA negative

UK (%) All (%)

1 (100) 1 (50.0)NeuMoDx 96
0 (0.0) 1 (50.0)Roche: cobas HBV

Number of Reports
0 1 2 3 4 5

 Positive  Negative  Invalid result

 Your Report : HBV DNA negative

100
1

Overall Results

Total 2

2
0

UK

0HBV DNA positive
2
0

0
HBV DNA negative
Invalid result

% Correct

1
-1

Score
------------------------------------------------------------

100

------------------------------------------------------------

All

0

 Your Score : 2

 Specimen: 5856C  Intended result 
  HCV Ag/Ab negative

UK (%) All (%)

1 (1.5) 2 (2.2)Dia.Pro
9 (13.2) 12 (13.5)DiaSorin : Liaison
2 (2.9) 3 (3.4)Siemens:ADVIA Centaur
3 (4.4) 3 (3.4)Roche : Cobas analyser
3 (4.4) 3 (3.4)Liaison : XL 
3 (4.4) 3 (3.4)Other
4 (5.9) 4 (4.5)Beckman : Access
4 (5.9) 5 (5.6)Abbott : Architect
5 (7.4) 7 (7.9)bioMerieux : Vidas
7 (10.3) 8 (9.0)Roche

10 (14.7) 11 (12.4)Roche : Elecsys
10 (14.7) 18 (20.2)Abbott: Alinity

Number of Reports
0 4 8 12 16 20

 Positive  Equivocal  Negative

 Your Report : HCV Ag/Ab negative

56
97.3

Overall Results

Total 73

0
56

UK

0HCV Ag/Ab positive
1
2

2
HCV Ag/Ab equivocal
HCV Ag/Ab negative

% Correct

0
-1

Score
------------------------------------------------------------

100

------------------------------------------------------------

All

71

 Your Score : 2
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 Blood borne viruses

 Distribution : 5856

 Laboratory :

 Three specimens derived from thrombinised human plasma (serum) donations were dispatched with a request to report on the presence of hepatitis B surface
 antigen (HBsAg) and DNA, hepatitis C antigen/antibody and RNA, and HIV-1/2 antigen/antibody and RNA. Specimens 5856A, 5856B and 5856C were diluted 1.7x,
 16x and 8x, respectively, in negative serum. Bronidox at a final concentration of 0.05% was added as a preservative.

 Specimen: 5856C  Intended result 
  HCV RNA negative

UK (%) All (%)

1 (33.3) 1 (25.0)NeuMoDx 96
0 (0.0) 1 (25.0)Roche: cobas HCV
1 (33.3) 1 (25.0)Cobas 6800/8800
1 (33.3) 1 (25.0)Other

Number of Reports
0 1 2 3 4 5

 Positive  Negative  Invalid result

 Your Report : HCV RNA negative

0

0
2

HCV RNA positive 0

UK

0

Total 4

4

3
100

Overall Results

0

All

------------------------------------------------------------

------------------------------------------------------------

100

Score

% Correct

3
-1

Invalid result
HCV RNA negative

 Your Score : 2

 Specimen: 5856C  Intended result 
  HIV-1/2 Ag/Ab presumptive positive

UK (%) All (%)

1 (1.3) 2 (1.9)Dia.Pro
10 (12.7) 13 (12.3)DiaSorin : Liaison

3 (3.8) 3 (2.8)Roche : Cobas analyser
1 (1.3) 3 (2.8)Liaison: Murex
3 (3.8) 3 (2.8)Liaison : XL
3 (3.8) 3 (2.8)Other
4 (5.1) 4 (3.8)Beckman : Access
4 (5.1) 5 (4.7)Abbott : Architect
7 (8.9) 8 (7.5)Roche

10 (12.7) 11 (10.4)Roche : Elecsys
13 (16.5) 18 (17.0)bioMerieux : Vidas
11 (13.9) 19 (17.9)Abbott: Alinity

Number of Reports
0 4 8 12 16 20

 Positive  Equivocal  Negative

 Your Report : HIV 1/2 Ag/Ab presumptive
 positive

All

0

------------------------------------------------------------

100

------------------------------------------------------------

Score

% Correct

0
2

HIV 1/2 Ag/Ab equivocal
HIV 1/2 Ag/Ab negative

74
1
-1

56HIV 1/2 Ag/Ab positive

UK

0

Total 74

0

100
56

Overall Results

 Your Score : 2

 Specimen: 5856C  Intended result 
  HIV RNA negative

UK (%) All (%)

1 (33.3) 1 (20.0)NeuMoDx 96
0 (0.0) 2 (40.0)Roche: cobas HIV-1
2 (66.7) 2 (40.0)Other

Number of Reports
0 1 2 3 4 5

 Positive  Negative  Invalid result

 Your Report : HIV RNA negative

Score

% Correct

-1
3HIV RNA negative

Invalid result

All

0

------------------------------------------------------------

75.0

------------------------------------------------------------

UK

0

Total 6

5

83.3

Overall Results

4

1
2
0

1HIV RNA positive

 Your Score : 2
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Comments on distribution 5856 

This is the second distribution of the Blood Borne Viruses External Quality Assessment 
(EQA) scheme to incorporate nucleic acid testing (NAT) results for HBV, HCV, and HIV, in 
addition to serological testing. Performance scoring and management are now applicable to 
these molecular analytes. 

Overall performance in this distribution was excellent, with 97.0% of participants reporting 
the intended results for scored specimens. This is a decline of 2.5% on the previous 
distribution 5822, where the overall performance was 99.5%. 

On average 99.5% of participants provided correct results for HBsAg, 100% for HBV DNA, 
94.0% HCV Ag/Ab, 94.4% for HCV RNA, 99.5% for HIV 1-2 Ag/Ab and 94.4% for HIV RNA. 

Sevent-eight sets of specimens were dispatched with 76 participants returning results: 
representing a return rate of 97.4%, an improvement of 7.0%% compared to distribution 
5822; where the return rate was 90.4%. 

 

Specimen 5856A - HCVAg/Ab negative: scored. 

Specimen 5856A was prepared from a plasma donation that was HIV Ag/Ab and RNA 
positive, negative for HCV and HBV. This material was subsequently diluted 1.7 times in 
HCV-negative serum to produce the bulk of specimen 5856A. 

Following preparation, the bulk of specimen 5856A was tested for HCV Ab by 4 different 
methods as shown in Table 1. 

Specimen  

DiaPro HCV Ab 
Batch: 20250507 
Expiry: 31-05-26 

DiaSorin Liaison XL 
Batch: 346026 
Expiry: 21-06-26 

Roche Cobas  
Batch: 84603401 
Expiry: 31-05-2026 

Abbott  Alinity 
Batch: 72622BE00 
Expiry: 29-01-26 

OD  S/CO Index Index 

5856A 0.074 0.225 
(Negative) 

0.15  
(Negative) 

0.052 
(Negative) 

1.10  
(Positive) 

Cut-off with 
Grey zone  0.9-1.1 1 1 1 

                              Table 1:  Pre-distribution testing results for specimen 5856A 
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A total of 72 participants submitted HCV Ag/Ab results for this specimen.  Of these, 84.7% 
(61) reported this specimen as negative, 11.1% (8) as equivocal, and 4.2% (3) as positive. 

 

 

Figure 1: Approximate time course of virological and immunological markers following HCV infection. 

(source https://www.ncbi.nlm.nih.gov/books/NBK442290/figure/ch4.f5/) 

 

The reason why some participants reported equivocal or positive results for the HCV Ag/Ab 
test on this specimen remains uncertain. A possible explanation is that the assays used by 
certain participants may have been capable of detecting HCV antigen (Ag) in addition to 
antibodies. However, all assays employed during pre-distribution tested exclusively for HCV 
antibodies. Despite this, one platform returned a positive result for HCV antibodies (please 
refer to Table 1). 

As shown in Figure 1, during both self-limiting (A) and chronic (B) HCV infections, HCV RNA 
becomes detectable before HCV antigen. In self-limiting infections, HCV RNA and antigen 
levels peak early and decline as the adaptive immune response develops, with anti-HCV 
antibodies persisting after viral clearance. In chronic infections, both HCV RNA and antigen 
remain persistently detectable, reflecting an inadequate immune response to eliminate the 
virus. 

In the present case, the original donation tested negative for HCV RNA; a result confirmed 
during pre-distribution testing and supported by the majority of participants’ data. It is also 
reasonable to assume that HCV antigen would have been negative.  

Therefore, it is unlikely that the specimen contained detectable levels of HCV antigen 
sufficient to yield a positive or equivocal HCV Ag/Ab result. Based on this assessment, the 
specimen has been scored accordingly. 
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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://ukneqasmicro.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://ukneqasmicro.org.uk/interpretation-of-performance-2/ 

Scoring:  

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

Homogeneity:  

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

Stability: 

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

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

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

 

 

End of report 
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