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Intended Result Your Report Your Score
Specimen 5838A  HPV high risk genotype(s) detected HPV high risk genotype(s) detected 2
Specimen 5838B  HPV high risk genotype(s) detected HPV high risk genotype(s) detected 2
Specimen 5838C HPV high risk genotype(s) detected HPV high risk genotype(s) detected 2
Specimen 5838D HPV high risk genotype(s) not detected HPV high risk genotype(s) not detected 2

Cumulative score information

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

For these distributions specimen numbers 8789 8790 8791 8792 8990 8991 8992 8993 5838A 5838B 5838C 5838D have been analysed and scored.
Number of reports analysed 12

Number of specimens reported as not examined (not scored) 0

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

Number of specimens for which no report was received (not scored) 0

Your cumulative score for these specimens was 24 out of a possible total of 24

The mean score calculated from the reports returned by UK laboratories was 23.69 with a standard error of 1.44.

Performance rating

Your performance rating for UK NEQAS for Molecular detection of HPV (i.e. the number of standard errors by which your cumulative score lies above or below the
mean) for UK laboratories is 0.22.

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

Please note your performance rating may alter 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.

Your performance rating over the past 12 distributions
Your current performance rating is 0.22

Total score you achieved for each of the last 12 distributions
Your current total score is 8
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Distribution Distribution
Comments:

A total of 131 sets of specimens were distributed with 122 participants returning results within the specified period.

Spkecimen 5838A ((:o)nsisted of pooled clinical cervical samples positive for HPV high risk genotype(s). 98.3% of participants correctly reported the presence of high
risk HPV genotype(s).

Specimen 5838B consisted of pooled clinical cervical samples positive for HPV high risk genotype(s). 99.2% of participants correctly reported the presence of high
risk HPV genotype(s).

Specimen 5838C consisted of pooled clinical cervical samples positive for HPV high risk genotype(s). 85.8% of participants correctly reported the presence of high
risk HPV genotype(s).

Specimen 5838D consisted of pooled cervical samples negative for HPV high risk genotype(s). 100% of participants correctly reported that high risk HPV genotypes
were not detected in this specimen.

Please see page 6-7 for comments.

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.

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.

Acknowledgements: We thank colleagues from the Scottish HPV Reference Laboratory, Edinburgh, and The HPV Research Group, University of Edinburgh,
Centre for Reproductive Health, for support with the preparation of this panel. We thank colleagues from the UKHSA Virus Reference Department at Colindale for
help with pre-distribution testing.

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@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/.

Report authorised by: Dr Sanjiv Rughooputh, Scheme Organiser.
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Four cervical and simulated cervical specimens in liquid-based cytology fluid (PreservCyt) were dispatched with the request to report on the detection of
Papillomaviruses by molecular methods. Specimen 5838A consisted of pooled clinical samples positive for HPV high risk genotypes 16, 52, 56 (low risk 54, other
53). Specimen 5838B consisted of dilution of HPV HR 18 containing cell line. Specimen 5838C consisted of pooled clinical and cell line positive for HPV high risk
genotype 68. Specimen 5838D consisted of pooled clinical sample negative for HPV high risk and low risk genotypes. A range of pre-distribution tests was
performed on all specimens.
Specimen: 5838A
HPV high risk genotype(s) detected
UK (%) Al (%) ggtl:a';:tRe%pon : HPV high risk genotype(s)
PCR: Multiplex [ | ¢ 2 (42 2 (L.2)  Your Score: 2
Cepheid: GeneXpert | | ¢ 7 (14.6) 18 (10.9)
Hologic: Aptima | | | ¢ 19 (39.6)  25(15.2)  Overall Results UK Al Score
Fujirebio : INNO-LiPA 0 (0.0 4 (2.4)
Roche: Cobas 5800 0 (0.0 4 (24) Detected 28 119 2
BD : Onclarity 0 (0.0 6 (3.6) Not detected 0 2 -1
Seegene: Anyplex Il HPV28 1 (2.1 7 (4.2
Abbott: Alinity m 0 (0.0 10 (6.1) Total 28 121
Seegene: Anyplex Il HPV HR | | 0 (0.0) 13 (7.9) o Correct 100 98.3
Roche: Cobas 4800 | 4 (83) 16 (9.7)
Seegene: Allplex HPV28 3 (6.3) 20 (12.1)
Cobas 6800/8800 8 (16.7) 20 (12.1)
[ T T T T 1
0 6 12 18 24 30
Number of Reports
D HPV high risk genotype(s) detected I:, HPV high risk genotype(s) not detected
Specimen: 5838A HPV high risk genotypes 16, 52, 56 detected [ No method
HPV high risk genotype combinations reported D Unspecified
gK (Qy) D Other
(27) 16 - Abbott Real-Time
2 2 16,18
1 1) 16,18,31,33,35,39,45,51,52,56,58,59,68 [] Roche: Cobas 4800
1 g; 16,31,33,35,39,45,51,52,56,58,59,68 |:| Cobas 6800/8800
16,31,33,35,39,51,52,56,58,59,68 .
0 € 16,31,33,35,39,52,56,58,68 B Roche: cobas 5300
0 (1) 16,31,52,56 - BD : Onclarity
0 3) 16,39,51,52,56 - Fujirebio : INNO-LiPA
1 @) 16,39,52,56 [ in house
1 (11) 16,51,52,56
2 (13) 16,52,56 D PCR: Single target
2 g; 16,52,56,59 D Real-Time Multiplex
31,33,35,39,45,51,52,56,58,59,68
0 @ 31,33,35,39,51,52,56,58,59,68 ] mecririe
0 (2) 31,39,56 D Genomica: CLART HPV 2
8 (i) 39,52,56 . Cepheid: GeneXpert
0 Elg 5152 16 gé’gg . Seegene: Anyplex Il HPV HR
0 (@) ’ ’51:52:56 . Seegene: Anyplex I HPV28
2 (ﬂ) 52 . Seegene: Allplex HPV28
0 El)) 52 gg’gg . Sacace Real-TM
0 1) " 56 [ Evrrech: ELITe InGenius
| | | | | | D Hologic: Aptima
0 6 12 18 24 30 D PANA RealTyper HPV
Number of Reports D Viasure HPV16+18
D Master Diag: Flow Chip
D Sansure HPV13+2
D Genematrix: NeoPlex HPV29

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 LY PO Box 63003

T London NW9 1GH Published at 16:25 on Tuesday 8 July 2025




Molecular detection of HPV

Laboratory :

UK NEQAS 7971

Microbiology

Distribution : 5838

Page 3 of 7

Dispatch Date : 02-Jun-2025

Four cervical and simulated cervical specimens in liquid-based cytology fluid (PreservCyt) were dispatched with the request to report on the detection of
Papillomaviruses by molecular methods. Specimen 5838A consisted of pooled clinical samples positive for HPV high risk genotypes 16, 52, 56 (low risk 54, other
53). Specimen 5838B consisted of dilution of HPV HR 18 containing cell line. Specimen 5838C consisted of pooled clinical and cell line positive for HPV high risk
genotype 68. Specimen 5838D consisted of pooled clinical sample negative for HPV high risk and low risk genotypes. A range of pre-distribution tests was

performed on all specimens.

Specimen: 5838B
HPV high risk genotype(s) detected

Your Report : HPV high risk genotype(s)

UK (%) Al (%) detected
PCR: Multiplex [ | ¢ 2 (42 2 (1.2)  Your Score: 2
Cepheid: GeneXpert | | ¢ 7 (14.6) 18 (10.8)
Hologic: Aptima | & 19 (39.6) 26 (15.7)  Overall Results UK Al Score
Fujirebio : INNO-LIPA 0 (0.0 4 (2.4)
Roche: Cobas 5800 0 (0.0) 4 (24) Detected 28 121 2
BD : Onclarity 0 (0.0 6 (3.6)  Not detected 0 1 -1
Seegene: Anyplex || HPV28 1 (2.1 7 (4.2
Abbott: Alinity m 0 (0.0) 10 (6.0) Total 28 122
Seegene: Anyplex | HPV HR | 0 (0.0) 13 (7.8) o Correct 100 99.2
Roche: Cobas 4800 | 4 (8.3) 16 (9.6)
Seegene: Allplex HPV28 3 (6.3) 20 (12.0)
Cobas 6800/8800 | | 8 (16.7) 20 (12.0)
[ T T T T 1
0 6 12 18 24 30
Number of Reports
D HPV high risk genotype(s) detected I:, HPV high risk genotype(s) not detected
Specimen: 5838B HPV high risk genotypes 18 detected [ No method
HPV high risk genotype combinations reported |:| Unspecified
UK (Al [ ] other
1 (1) 16,18,31,33,35,39,45,51,52,56,58,59,68 .
T TR T Abbott Real-Time
14 (94) 18 |||| - | I|| E .
1 (10) 18,45 Abbott: Alinity m
| | | | | | D Roche: Cobas 4800
0 20 40 60 80 100 - Cobas 6800/8800

- Roche: Cobas 5800

- BD : Onclarity

D Fujirebio : INNO-LIiPA

D In house

D Real-Time Multiplex

|:| mPCR/RLB

D Genomica: CLART HPV 2
. Cepheid: GeneXpert

. Seegene: Anyplex Il HPV HR
. Seegene: Anyplex Il HPV28
. Seegene: Allplex HPV28
. Sacace Real-TM

D ELITech: ELITe InGenius
D Hologic: Aptima

D PANA RealTyper HPV

D Viasure HPV16+18

D Master Diag: Flow Chip

D Sansure HPV13+2

D Genematrix: NeoPlex HPV29

Number of Reports
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Dispatch Date : 02-Jun-2025

Four cervical and simulated cervical specimens in liquid-based cytology fluid (PreservCyt) were dispatched with the request to report on the detection of
Papillomaviruses by molecular methods. Specimen 5838A consisted of pooled clinical samples positive for HPV high risk genotypes 16, 52, 56 (low risk 54, other
53). Specimen 5838B consisted of dilution of HPV HR 18 containing cell line. Specimen 5838C consisted of pooled clinical and cell line positive for HPV high risk
genotype 68. Specimen 5838D consisted of pooled clinical sample negative for HPV high risk and low risk genotypes. A range of pre-distribution tests was
performed on all specimens.

Specimen: 5838C
HPV high risk genotype(s) detected

UK (%) Al (%) Your Report : HPV high risk genotype(s)

detected
PCR: Multiplex [ |4 2 (4.2) 2 (1.2)  Your Score : 2
Cepheid: GeneXpert | ¢ 7 (14.6) 18 (10.9)
Hologic: Aptima | 19 (39.6) 26 (15.8)  Overall Results UK Al Score
Fujirebio : INNO-LiPA 0 (0.0 4 (2.4)
Roche: Cobas 5800 0 (0.0) 4 (24) Detected 26 104 2
BD : Onclarity 0 (0.0 6 (3.6)  Not detected 2 17 A
Seegene: Anyplex || HPV28 1 (2.1 7 (4.2
Abbott: Alinity m 0 (0.0) 10 (6.1) Total 28 121
Seegene: Anyplex | HPV HR | | 0 (0.0) 13 (7.9) o Correct 92.9 86.0
Roche: Cobas 4800 | 4 (83) 16 (9.7)
Seegene: Allplex HPV28 | 3 (6.3) 19 (11.5)
Cobas 6800/8800 | 8 (16.7) 20 (12.1)
I 1 1 1 T 1
0 6 12 18 24 30
Number of Reports
D HPV high risk genotype(s) detected I:, HPV high risk genotype(s) not detected
Specimen: 5838C HPV high risk genotypes 68 detected ] No method
HPV high risk genotype combinations reported |:| Unspecified
UK (Al [ ] other
0 6y 16 .
1 1) 16,18,31,33,35,39,45,51,52,56,58,59,68 [ Avbott Real-Time
2 (6) 31,33,35,39,45,51,52,56,58,59,68 [] Roche: Cobas 4800
0 1) 35,39,51,56,59,68 [ cobas 680078800
0 (1) 35,39,68 ) )
0 (18) 5168 | | - BD : Onclarity
5 27) 68 - Fujirebio : INNO-LIiPA
| | | | | | - In house
0 6 12 18 24 30 D Real-Time Multiplex
Number of Reports |:| Genomica: CLART HPV 2

D Seegene: Anyplex Il HPV HR
D Seegene: Anyplex || HPV28
D Seegene: Allplex HPV28

. Sacace Real-TM

. ELITech: ELITe InGenius
. Hologic: Aptima

. PANA RealTyper HPV

. Master Diag: Flow Chip

D Sansure HPV13+2

D Genematrix: NeoPlex HPV29
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Dispatch Date : 02-Jun-2025

Four cervical and simulated cervical specimens in liquid-based cytology fluid (PreservCyt) were dispatched with the request to report on the detection of
Papillomaviruses by molecular methods. Specimen 5838A consisted of pooled clinical samples positive for HPV high risk genotypes 16, 52, 56 (low risk 54, other
53). Specimen 5838B consisted of dilution of HPV HR 18 containing cell line. Specimen 5838C consisted of pooled clinical and cell line positive for HPV high risk
genotype 68. Specimen 5838D consisted of pooled clinical sample negative for HPV high risk and low risk genotypes. A range of pre-distribution tests was
performed on all specimens.

Specimen: 5838D
HPV high risk genotype(s) not detected

UK (%) Al (%) Your Report : HPV high risk genotype(s) not

detected
PCR: Multiplex [ | ¢ 2 (42 2 (1.2)  Your Score: 2
Cepheid: GeneXpert | & 7 (14.6) 18 (10.8)
Hologic: Aptima | 19 (39.6) 26 (15.7)  Overall Results UK Al Score
Fujirebio : INNO-LiPA 0 (0.0 4 (2.4)
Roche: Cobas 5800 0 (0.0 4 (24)  Dpetected 0 0 -1
BD : Onclarity 0 (0.0 6 (3.6)  Not detected 28 122 2
Seegene: Anyplex Il HPV28 1 (21) 7 (42
Abbott: Alinity m 0 (0.0) 10 (6.0) Total 28 122
Seegene: Anyplex Il HPV HR | 0 (0.0) 13 (7.8) o Correct 100 100
Roche: Cobas 4800 | 4 (83) 16 (9.6)
Seegene: Allplex HPV28 3 (6.3) 20 (12.0)
Cobas 6800/8800 8 (16.7) 20 (12.0)

[ I I I I 1
0 6 12 18 24 30

Number of Reports

D HPV high risk genotype(s) detected I:, HPV high risk genotype(s) not detected
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Comments on distribution 5838

Overall performance in this distribution was very good with 95.9% of participants reporting the
intended results for the 4 specimens.

This is a decline of 3.5% to the previous distribution 5749, where 99.4% of participants
reported the intended results.

The return rate was good with 93.1% of participants returning results within the specified time.
This is an improvement of 5.3% on the previous distribution 5749, where 87.8% of participants
returned their results.

Specimen 5838C High risk HPV detected: scored.

Specimen 5838C primarily composed of pooled clinical material and a cell line positive for high-
risk human papillomavirus (HPV) genotype 68. Following aliquoting, randomly selected samples
were tested using four different assays prior to distribution, as shown in Table 1.

Cepheid Hologic Panther Allplex Il HPV 28 In-house
Specimen GeneXpert HPV Aptima: High Risk Genotypes Multiplex PCR
Number High Risk HPV HPV Test Result & Hybridisation
16, 18_45, or other | Test reading Type Type
5838C Other high risk HPV | 5 ciive (68) Positive (68) Positive (68)
detected
Cepheid GeneXpert . .
UMy | HEToa O | HOBoparter V.| Aplex V281G |y
CE-10) Kit insert
Batch LBV 28] ML: 903278 HP6424105 Not stated
number 30601
ga"‘t:"p"y 23/11/2025 15/09/2026 02/10/2025 Not stated
452 -88.9
cells/ml for HPV16
and HPV18 cell
. lines, respectively.
- 10-300 copies/
Limits of 46-267 cells/ml reaction depending 1184 — 3660 variable

detection depending on type copies/ml and

on type 1217 — 5643 1U/ml
for plasmid DNA,
depending on
HPV type

Table 1. Pre-distribution testing results for high-risk HPV detection in specimen 5838C

All four assays used in pre-distribution testing successfully detected high-risk HPV in
specimen 5838C.

Of the 121 participants who returned results on this specimen, 86.0% reported as positive,
whilst 14.0% reported as negative.

As the pre-distribution testing results concurred, this specimen has been scored.
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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

e Report format explained:

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

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

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

e Scoring

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

o Homogeneity

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

o Stability

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

e 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

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

s London NW9 1GH Published at 16:25 on Tuesday 8 July 2025




