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VALHUDES –
VALidation of HUman papillomavirus assays and collection DEvices for 
HPV testing on vaginal Self-samples and urine samples 
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Objective 

Accuracy of HPV testing on vaginal and urine self-samples to detect precancer 

compared to clinician taken cervical samples.

Arbyn et al. J Clin Virol 2018 
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Partial genotyping

• Abbott RealTime High Risk HPV (U+V) (16, 18 and 12 others)

• Roche Cobas 4800 (U) (16, 18 and 12 others)

• Roche Cobas 6800 (U) (16, 18 and 12 others)

Extended genotyping

• Abbott Alinity m HR HPV (U+V) (16, 18, 45, 31/33/52/58, 35/39/51/56/59/66/68)

• BD Onclarity HPV assay (U+V) (16, 18, 31, 45, 51, 52 33/58, 35/39/68, 56/59/66)

• Cepheid's Xpert HPV (V) (16, 18/45, 31/33/35/52/58, 51/59, 39/56/66/68)

Full genotyping

• Riatol qPCR HPV assay (U+V) (14 high risk + 3 low risk)

• Euroimmun EUROArray HPV (V) (14 high risk + 16 low risk)

Evaluated assays 
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Relative accuracy for CIN2+ vaginal vs cervical

Latsuzbaia et al. Cancer Epidemiol Biomarkers Prev 2022; Latsuzbaia et al. Microbiol Spectr 2022; Latsuzbaia et al. J Mol Diagn 2023
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Cut-off optimization on vaginal samples for CIN2+
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Relative accuracy for CIN2+ urine vs cervical

Van Keer et al. Gynecol Oncol 2021; Van Keer et al. J Clin Virol 2022



Summary 
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• Clinical accuracy seems to vary by device and tended to be lower in vaginal 

specimens taken with Qvintip compared to Evalyn Brush.

• Clinical accuracy for CIN2+ of evaluated HPV DNA assays on vaginal and urine 

samples was similar or could be similar after cutoff optimization compared 

cervical samples. 

• More research is necessary for further optimisation of HPV tests, devices and 

media on self-samples. 
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