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Dispatch Date : 07-Apr-2025

Intended Result Your Report Your Score

Qualitative results

Specimen 5805A HCV RNA positive HCV RNA positive 2
HCV genotype 2/2a detected HCV genotype 2/2a detected 2
Specimen 5805B HCV RNA positive HCV RNA positive 2
HCV genotype 2/2a detected HCV genotype 2/2a detected 2

Quantitative results

Specimen 5805A  Median concentration 4.12 log IU/mL 4.23 log IU/mL
Specimen 5805B  Median concentration 3.71 log IU/mL 3.97 log IU/mL
Average of the median differences in conc. between specimens 5805A and 5805B Difference in conc. is 0.26 log IU/mL 2

is 0.40 log IU/mL

Cumulative score information

Total number of specimens sent to you for UK NEQAS for Hepatitis C RNA detection over the last 3 distributions is 6

For these distributions specimen numbers 8690 8691 8932 8933 5805A 5805B 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 28 out of a possible total of 28

The ;nean score calculated from the reports returned by UK laboratories testing the specimen/test combinations you examined was 27.26 (with a standard error of
1.84).

Performance rating

Your performance rating for UK NEQAS for Hepatitis C RNA detection (i.e. the number of standard errors by which your cumulative score lies above or below the
mean) for UK laboratories is 0.40.

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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Comments:

Quialitative results: The intended result was reported by 100% of participants for both specimens 5805A and 5805B.
The qualitative aspect of the scheme is aimed at qualitative kits/assays.

Genotype results: Specimens 5805A and 5805B were correctly reported as genotype 2/2a by 93.8% and 92.2% of participants, respectively.

Quantitative results: The overall performance for this specimen pair was very good with 95.6% of participants reporting results within 0.30 log IU/mL of the average
median of reported differences in concentration. Of the outlying results: three participants reported a result between >0.30-0.50 log IU/mL of the average median of
reported differences in concentration (listed methods: Abbott: Alinity m n=1, ELITech: ELITe InGenius n=1, Cobas 6800/8800 n=1). One participant reported a result
between >0.50-0.75 log IU/ml of the average median of reported differences in concentration (listed method: Abbott Alinity m). Three participants reported a result
>0.75 log IU/ml of the average median of reported differences in concentration (listed methods: Hologic n=2, Cobas 6800/8800 n=1,).

Please refer to the Comments pages 5-6 for scheme specific information

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 please request using the web form at
https://uknegasmicro.org.uk/participant-info/order-repeat-specimens/.

Acknowledgements: We thank colleagues from UKHSA Manchester, UKHSA Birmingham and UKHSA Virus Reference Department at Colindale for their kind
assistance with pre-distribution testing.

Report authorised by: Dr Sanjiv Rughooputh, Scheme Organiser.
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Two freeze-dried specimens of plasma were dispatched with a request for the detection, quantification and genotyping of HCV. Specimens 5805A and 5805B
consisted of a single donation of HCV RNA positive plasma (genotype 2a diluted 1:18 and 1:46.8, respectively, in human plasma negative for HCV RNA).

Specimen: 5805A Qualitative testing: HCV RNA detected

Your Report : HCV RNA positive

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

Cobas 6800/8800 | & 12 (22.2) 29 (20.7)
Roche: Cobas TagMan 1 (19 4 (29)  Overall Results UK Al Score
Hologic 4 (7.4) 5 (3.6)
Hologic: APTIMA Mono 4 (7.4) 5 (3.6) Detected 52 142 2
Cobas Amplip TagMan v2 1 (1.9 5 (3.6) Not detected 0 0 -1
Abbott: Alinity 1 (1.9 5 (3.6)
Abbott Real-Time 2 (3.7 5 (3.6) Total 52 142
Roche: Cobas 4800 1 (1.9 7 (5.0) 9 Correct 100 100
Unspecified 4 (7.4) 8 (5.7)
Roche: Cobas 5800 1 (19 10 (7.1)
Cepheid: GeneXpert | 7 (13.00 16 (11.4)
Abbott: Alinity m | 8 (14.8) 17 (12.1)

Number of Reports

I:, Detected D Not detected

Specimen: 5805A

Your Report : HCV genotype 2/2a detected

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

Sequencing + 2 (18.2) 5 (8.2
Roche: Linear Array | | 0 (0.0 1 (1.6)  Overall Results UK Al Score
Abbott: m2000sp | | 0 (0.0 1 (16
Unspecified 1 (9.1 1 (1.6) Incorrect genotype 0 0 -1
Siemens 1 (91 2 (33)  Genotype not detected 0 0 0
In house 0 (0.0 2 (33) Genotype 2b detected 0 0 1
Roche 0 (0.0 2 (33) Genotype 2/2adetected 11 60 2
Bosphore multiplex 0 (0.0 4 (6.6)  untypeable 1 4
Nuclear Laser Medicine 0 (0.0 4 (6.6
Abbott Real-Time | 0 (0.0 5 (82) Total 12 64
Roche: Cobas 4800 | 3(27.3) 14 (23.0) 9 Correct 91.7 93.8
Siemens:Versant LiPA | 3(27.3) 15 (24.6)

[ I I I I 1
0 4 8 12 16 20

Number of Reports

I:, Genotype 2/2a detected D Genotype 2b detected - Incorrect genotype . Genotype not detected - Untypeable
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Dispatch Date : 07-Apr-2025

Two freeze-dried specimens of plasma were dispatched with a request for the detection, quantification and genotyping of HCV. Specimens 5805A and 5805B
consisted of a single donation of HCV RNA positive plasma (genotype 2a diluted 1:18 and 1:46.8, respectively, in human plasma negative for HCV RNA).

Specimen: 5805B Qualitative testing: HCV RNA detected

Your Report : HCV RNA positive

UK (%) Al (%)
Your Score : 2
Cobas 6800/8800 | & 12 (22.2) 29 (20.9)
Roche: Cobas TagMan 1 (19 4 (2.9)  Overall Results UK Al Score
Hologic 4 (7.4) 5 (3.6)
Hologic: APTIMA Mono 4 (7.4 5 (36) Dpetected 52 141 2
Cobas Amplip TagMan v2 1 (19 5 (3.6)  Not detected 0 0 -1
Abbott: Alinity 1 (19 5 (3.6)
Abbott Real-Time 2 (37 5 (36) Total 52 141
Roche: Cobas 4800 1 (L9 7 (5.0) 9 Correct 100 100
Unspecified 4 (7.4) 8 (5.8)
Roche: Cobas 5800 1 (19 10 (7.2)
Cepheid: GeneXpert | 7 (13.0) 15 (10.8)
Abbott: Alinity m | 8 (14.8) 17 (12.2)
T T T T T 1
0 6 12 18 24 30
Number of Reports
I:, Detected D Not detected
Specimen: 5805B
UK (%) Al (%) Your Report : HCV genotype 2/2a detected
Your Score : 2
Sequencing 4+ 2 (18.2) 5 (8.2
Roche: Linear Array | | 0 (0.0 1 (1.6)  Overall Results UK Al Score
Abbott: m2000sp | | 0 (0.0 1 (16
Unspecified 1 (9.1 1 (1.6) Incorrect genotype 0 0 -1
Siemens 1 (91 2 (33)  Genotype not detected 0 0 0
In house 0 (0.0 2 (33) Genotype 2b detected 0 0 1
Roche 0 (0.0 2 (33) Genotype 2/2adetected 11 59 2
Bosphore multiplex 0 (0.0 4 (6.6)  untypeable 1 5
Nuclear Laser Medicine 0 (0.0 4 (6.6)
Abbott Real-Time | 0 (0.0 5 (82 Total 12 64
Roche: Cobas 4800 | 3(27.3) 14 (23.0) o Correct 91.7 922
Siemens:Versant LiPA I | 3(27.3) 15 (24.6)

[ I I I 1
0 4 8 12 16 20

Number of Reports

I:, Genotype 2/2a detected D Genotype 2b detected - Incorrect genotype . Genotype not detected - Untypeable
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Dispatch Date : 07-Apr-2025

Two freeze-dried specimens of plasma were dispatched with a request for the detection, quantification and genotyping of HCV. Specimens 5805A and 5805B
consisted of a single donation of HCV RNA positive plasma (genotype 2a diluted 1:18 and 1:46.8, respectively, in human plasma negative for HCV RNA).

Specimen : 5805A

n (UK) range median 5%-95% O All methods Your result :
@ In house 4.23 log IU/mL
All methods 160 (52) -2.07-4.62 412 3.80-4.48
! 309 —y Method median concentration :
Abbott Real-Time 6(2) 3.89-416  4.09 3.89-4.15 — [ 4.23 log 1U/mL
Abbott: Alinity 6 (2) 3.90-4.12 3.97 391411 @ 25
Abbott: Alinity m 21(9) -2.07-416 399 365412 & oo Median concentration :
Abbott: m2000sp 3(1) 397414 414 398414 € 4.12 log 1U/mL
Cepheid: GeneXpert 22 (9) 3.78-4.31 3.91 3.80-4.04 R 15 -
Cobas 6800/8800 40 (13) 3.12-4.58 4.25 3.99-445
Hologic 6(5) 358412 392 359410 © 107
Hologic: APTIMA Mono 5(3) 3.76-3.98 391 3.77-3.97 2 5
NeuMoDx 96 3(2) 4.00-4.08 4.07 4.01-4.08
Qiagen: Artus 2 3.25-4.48 0 11 —] T 11
Roche: Cobas 4800 13 (1) 3.97-4.50 421 4.07-4.45 356 383 410 437 464
Roche: Cobas 5800 12 (1) 4.05-4.53 426 4.08-4.50 log IU/mL
Specimen : 5805B
n (UK) range median 5%-95% O All methods Your result :
E In house 3.97 log IU/mL
All methods 160 (52) -2.39-4.33 3.71 3.42-4.07
) 30 Method median concentration :
Abbott Real-Time 6(2) 3.43-3.81  3.60 3.43-3.78 | — 3.97 log IU/mL
Abbott: Alinity 6(2) 353-387 3.67 354385 § 2° -
Abbott: Alinity m 21(9) -2.39-4.00  3.64 332383 5 50| Median concentration :
Abbott: m2000sp 3(1) 358371 364 359371 3.71 log IU/ML
Cepheid: GeneXpert 22 (9) 3.40-3.76 3.49 3.40-3.70 g 15
Cobas 6800/8800 40 (13) 2.70-4.33 3.80 3.61-4.07
Hologic 6(5) 3.46-409  3.64 3.49-405 © 107 4
Hologic: APTIMA Mono 5(3) 3.41-3.77 362 342375 2 g |
NeuMoDx 96 3(2) 3.50-3.66 3.56 3.51-3.65
Qiagen: Artus 2 2.82-3.83 0 T T 1 1 T 1
Roche: Cobas 4800 13 (1) 3.64-3.91 3.79 3.64-3.91 323 347 371 395 419
Roche: Cobas 5800 12 (1) 3.54-425  3.81 3.60-4.18 log 1U/mL

Intended result : 0.10 to 0.70 log IU/mL
(average median of the reported differences in concentration between specimen 5805A and 5805B +/- 0.3 log IU/mL, with an uncertainty of 0.017)

Difference in concentration between specimen 5805A and 5805B expressed in log 1U/mL : Your result :

Difference in conc. is 0.26 log IU/mL

n (UK) range av.median 5%-95% O All methods
E In house Your score : 2
All methods 160 (52) -0.47-0.80 0.40 0.22-0.57 40 —
. Overall results UK Al Score
Abbott Real-Time 6 (2) 0.29-0.55 0.47 0.32-0.53 2 -
Abbott: Alinity 6(2) 0.06-047 032 0.12-046 = 307 Median
Abbott: m2000sp 3(1) 0.39-0.50 043 039049 S 50| +->031005log 2 3 1
Cepheid: GeneXpert 22 (9) 0.24-0.55 0.40 0.26-0.53 <«© v +->0.5100.75 log 0 1 0
Cobas 6800/8800 40 (13) -0.46-0.74  0.44 0.22-061 G +/->0.75 log 1 3 1
Hologic 6(5) -0.47-0.54  0.35 -0.44-052 ¢ 107
Hologic: APTIMA Mono 5(3) 0.14-041  0.30 0.17-0.39 Total 52 160
NeuMon 06 ég; 041052 050 042082 0T T T T %Correct 42 956
Roche: Cobas 4800 13 (1) 0.25-0.65 0.43 0.30-0.59 010 025 040 055 0.0
Roche: Cobas 5800 12 (1) 0.23-0.60 0.39 0.26-0.58
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Hepatitis C RNA detection Laboratory :
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Comments on distribution 5805

The overall performance in this distribution was excellent with 96.2 % of participants
reporting the intended results across all the analytes. This is a decline of 1.5% compared to
previous distribution 5732, where the overall performance was 97.7%.

One hundred and seventy-nine sets of specimens were dispatched with 170 participants
returning results, representing a return rate of 95.0%, an improvement of 2.3% on the
previous distribution 5732, where the return rate was 92.7%.

Qualitative results

Performance was outstanding with 100% of participants reporting the intended results for
gualitative testing for both specimens 5805A and 5805B.

This is similar compared to distribution 5732, where the overall performance was 100%.

Genotyping results

Of the 64 genotyping results submitted for specimen 5805A; 93.8% (60) correctly genotyped
the specimen as genotype 2/2a and 6.3% (4) as untypeable.

Sixty-four participants returned results for specimen 5805B; 92.2% (59) correctly genotyped
the specimen as genotype 2/2a and 7.8% (5) as untypeable.

Qualitative results

Performance was excellent with 95.6% of participants reporting difference in concentration
between the samples pair within +/- 0.3log. This is a decline of 1.0% on previous distribution
5732 where the performance was 96.6%

Investigation of Incorrect or Non-Returned Results

Participants who did not obtain the expected results for scored specimens are required to
investigate and identify the potential root cause by completing an online Incident Review
Form (IRF) within 30 days of this report’s publication.

The information provided through IRFs is considered during the assessment of performance
by the National Quality Assurance Advisory Panel (NQAAP).

Failure to return results is classified as poor performance. Participants who did not submit
results are also expected to complete an IRF.

The IRF can be accessed via the following link: https://uknegasmicro.org.uk/incident-review-
form/

For any questions or further assistance, please contact us at:
organiser@uknegasmicro.org.uk
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Distribution : 5805 Page 6 of 6

Starting from the April 2025 distributions, our specimen numbering system will transition to
an alphanumeric format.

Each specimen will now share the same base number as the distribution and will be
distinguished by a consecutive letter (A, B. etc.).

This change is purely administrative and does not affect the EQA process or the nature of
the specimens in any way.

Please use the following links for information on

Report format explained:

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

Homogeneity

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

Stability

https://lukneqgasmicro.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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