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High-risk HPV (hrHPV) DNA detection is an effective strategy to prevent cervical cancer. Self-collection methods could
help reduce incidence, especially among women with limited healthcare access.
Benefits of Self-Collection:
Urine and vaginal self-collection methods are less invasive and widely accepted. They offer viable alternatives for
women who avoid conventional screenings due to factors like fear, cultural beliefs, physical limitations, or lack of
access to healthcare facilities.
Study Objective:
This study assesses the association and concordance of CIN2+ lesions with hrHPV and microbiome across different
sample types: urine (U), vaginal self-collection (SC), and healthcare professional collection (PC).
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Cross-sectional study with 100 women aged >21 referred for colposcopy due to CIN2+ histological findings
Self-Collection Guidance - Patients were shown an instructional video to guide them through the self-collection
steps (Fig. 1 – QR CODE)
Sample Collection - Three sample types were collected sequentially in the same visit:

Urine (U) Vaginal Self-Collection (SC) Healthcare Professional Collection (PC)
HPV Testing - COBASTM 4800 (Roche), HPV-Quant 21TM (DNA-Technology LLC), AllplexTM (Seegene), Flow ChipTM

(Mobius Life Science). Microbiome Analysis - Femoflor ScreeningTM platform (DNA-Technology LLC).
Statistical Analysis - Descriptive statistics: Absolute and relative frequencies, 95% CI, and mean ± SD. Concordance
tests: Cohen's Kappa and McNemar’s test for agreement assessment.
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Figure 2. HPV positivity rate (%) by detection method and sample collection type. OHR: other High Risk HPV group: 31, 33, 
35, 39, 45, 51, 52, 56, 58, 59, 66 and 68. Vertical lines at the center of the bars represent the 95% confidence interval

Figure 2 conclusion:

▪ All four methods 
showed consistent 
detection of HPV16, 
HPV18, and OHR 
types. HPV16 was 
detected in ~35–40%, 
OHR in 60–70%, and 
HPV18 in <10% of 
samples. Urine, self-
collected, and 
clinician-collected 
samples yielded 
similar results, 
indicating flexibility in 
sample choice.

Figure 3 conclusion:

• Urine samples showed 

the highest rate of 

eubiosis, while 

dysbiosis (moderate 

and severe) was more 

frequent in self-

collected samples, 

suggesting potential 

microbiota differences 

according to sample 

type

Figure 1.
Video QR-CODE

Patient’s Explanatory
video 

RESULTS

Figure 4. Agreement (Kappa, 95% CI – Confidence Interval) between urine, vaginal self-collection (SC), and
professional collection samples (PC) for detection of microbiome components and sexually transmitted infections
(STIs).

Figure 3. Distribution of normobiosis and dysbiosis by sample collection method. Vertical lines at the center of the 
bars represent the 95% confidence interval

Table 1. conclusion: Overall, high levels of agreement were observed, except for Cytomegalovirus when comparing 

urine with SC samples, and for Gardnerella vaginalis + Prevotella bivia + Porphyromonas spp. when comparing urine 

with PC samples.
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Figure 4 conclusion: Cohen’s kappa agreement (κ; 95% CI) was assessed between urine, SC, and PC samples. Substantial to 

almost perfect agreement was observed for Lactobacillus iners and Chlamydia trachomatis, while moderate agreement was 

observed for bacterial vaginosis–associated species (Gardnerella vaginalis, Prevotella bivia, and Porphyromonas spp.).

Table 1. Concordance between urine, vaginal self-collection (SC), and healthcare professional collection (PC) samples for 
microbiome components and sexually transmitted infections (STIs)
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