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Abstract 

Background 

Sexually transmitted infections (STIs) continue to rise globally, with >1                 

million new cases reported daily in 2020. In England, newly diagnosed STIs 

increased by 23.8% in 2022 compared to 2021. Many infections remain                

asymptomatic yet  contribute to infertility, pregnancy complications, and                

neonatal morbidity. While routine screening often focuses on Chlamydia            

trachomatis, broader detection is limited by laboratory turnaround times and 

restricted test panels. 

Methods 

We analysed 6003 home-collected urine and/or swab samples submitted for                

sexual health screening in the UK. Samples were tested in the laboratory for 10 

bacterial and viral pathogens. A total of 5859 urine and 1627 swab samples 

were processed, with paired samples assessed for diagnostic agreement. 

Results 

The most common infections detected in urine were Ureaplasma urealyticum 

(12.1%), Mycoplasma hominis (8.6%), and Chlamydia trachomatis (2.4%). 

Swabs showed similar prevalence, with Ureaplasma urealyticum (11.6%) most 

frequent, followed by Mycoplasma hominis (10.4%) and HSV-2 (4.4%). Paired 

urine–swab samples demonstrated strong agreement, though swabs improved 

HSV detection. 

Conclusions 

Ureaplasma urealyticum was the most prevalent STI detected, yet only                         

Chlamydia trachomatis is routinely screened in England. Comprehensive                    
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laboratory testing of home-collected samples could reduce the hidden burden of STIs, infertility,             

pregnancy complications, and neonatal infections, while offering confidential and accessible diagnos-

tics. 

Introduction 

Sexually transmitted infections (STIs), and the subset of STIs referred to as sexually transmitted                 

diseases (STDs), are infections/diseases (e.g., chlamydia, gonorrhoea, syphilis) that are spread by                 

sexual activity. Sexual contact can transfer more than 30 different bacteria, viruses and parasites. The 

most common STIs are caused by eight pathogens, four of which are bacteria (Treponema pallidum 

causing syphilis, Neisseria gonorrhoeae causing gonorrhoea, Chlamydia trachomatis causing                      

chlamydia and Trichomonas vaginalis causing trichomoniasis), and four are viral (hepatitis B virus 

causing hepatitis B, herpes simplex virus (HSV) causing herpes, human immunodeficiency virus (HIV) 

causing acquired immunodeficiency syndrome (AIDS) and human papillomavirus (HPV), which is 

linked to cervical cancer). An STI caused by a bacterium is usually treated using antibiotics, for                   

example, chlamydia can be treated with Zithromax (azithromycin) or Vibramycin (doxycycline), and 

gonorrhoea can be treated with Rocephin (ceftriaxone) or, if a person is allergic to Rocephin, Gentak 

(gentamicin) plus azithromycin, are usually prescribed. An STI caused by a virus is usually treated with 

an antiviral or antiretroviral medication (herpes e.g., acyclovir, famciclovir, valacyclovir; HPV e.g., 

podofilox, imiquimod, sine-catechins). Most viral infections can be managed (e.g., genital warts or 

cervical dysplasia) with medication.  

According to the World Health Organisation (WHO) there were more than 1 million STIs acquired 

every day in 2020 (1). The estimated total number of new infections was 374 million of which 1 in 4 

were chlamydia (129 million) (1). In England, 2,195,909 sexual health screens were performed in 2022 

by the National Health Service (NHS) (an increase of 13.4% compared to 2021) and there was an                

increase of 23.8% of newly diagnosed STIs (317,022) compared to 2021 (1). The greatest increase in 

newly diagnosed STIs (50.3%) was for gonorrhoea (1). Disease burden by region is described                    

independently by each public health agency (2–4). Compared to the ten neighbouring countries in 

Northern Europe, the UK had the highest number of reported cases of gonorrhoea, fourth highest                 

number of cases for chlamydia, and second highest number of cases for syphilis (5). In the US, one in 

five individuals (20%) are reported to have an STI (just under 68 million infections) (6).   

STIs are spread by unprotected vaginal, oral, and anal sex; often vaginal and rectal infections have no 

symptoms. Untreated STIs can cause infertility, pelvic inflammatory disease (PID) and can be passed 

onto a child during vaginal birth. For example, genital herpes caused by HSV infection in pregnant 

women can cause neonatal HSV in neonates infected during vaginal birth. In the neonates, the infection 

can affect skin, eyes and/or mouth, and the central nervous system, and mortality is high, if left               

untreated. Chlamydia trachomatis is also usually asymptomatic in women and if untreated is associated 

with PID, ectopic pregnancy, chronic pelvic pain and tubal infertility and is also associated with               

preterm birth, stillbirth, low birth weight and neonatal infections e.g., pneumonia and conjunctivitis (7–

9). 

Syphilis infection during pregnancy has also been associated with neonatal infections, in addition to 

low birth weight, and preterm delivery. Furthermore, syphilis infection during pregnancy is the second 

leading cause of stillbirth globally (10).   

STIs can have a direct impact on sexual and reproductive health through infertility, cancers and               

pregnancy complications and can also increase the risk of HIV. The natural inflammatory response to 
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an STI produces both CD4 T-cells (“helper” cells) and CD8 T-cells (cytotoxic cells).  The CD4 T-cells 

direct the CD8 T-cells, to neutralise the STI infection. However, CD4 T-cells are potential targets for 

HIV infection (11,12). Therefore, the more effective the inflammatory response, the more CD4 T-cells 

that are recruited, improving the likelihood of HIV penetrating the immune defences (11,12). Thus, 

early identification and/or screening for STIs, especially in asymptomatic individuals is important in 

reducing potential transmission. Currently there are no tests that have the sensitivity or specificity to be 

100% accurate.  However, the nucleic acid amplification test (NAAT) is the current standard of care for 

all cases, including extra-genital infections and medico-legal cases (13–16). The testing guidelines for 

STIs in the UK are prepared by the British Association for Sexual Health and HIV (BASHH) and the 

National Institute for Clinical Excellence (NICE) (Supplementary 1 and 2, respectively) (17,18). 

Laboratory tests often have long turnaround times, which can delay effective treatment, and potentially 

lead to an increase in transmission and can contribute to an individual’s anxiety.  Confidante®, a home 

STI test kit enables an individual to collect a urine and/or swab sample in the privacy of their own 

home and receive their sexual health results confidentially. Following COVID, there has been greater 

acceptance for the use of home testing kits in diagnostics. For example, in 2020, the number of home 

testing kits issued by the NHS (each kit tests for chlamydia, gonorrhoea, syphilis and HIV) increased 

by 61% compared to 2019. Almost 60% of the tests issued were to individuals aged between 20-29 

years (19).   

The availability of home STI test kits, such as Confidante®, tests for Chlamydia trachomatis, Neisseria 

gonorrhoea, HPV1, HPV2, Treponema pallidum, Mycoplasma hominis, Ureaplasma urealyticum,  

Mycoplasma genitalium, Haemophilus ducreyi and, Trichomonas vaginalis,  is enabling key population 

groups and individuals, who may not want, or be able to attend a face-to-face service for several               

reasons, including age, socioeconomic circumstances, ethnicity and/or geographic location. Non-NHS 

home STI test kits are not reimbursed, however, without home STI test kits, these individuals may not 

self-test and as a result develop significant morbidity and could potentially contribute to onward               

transmission of STIs.   

A blood test for 3 infectious diseases (hepatitis B, HIV, and syphilis) is offered to women during             

pregnancy as part of their routine antenatal screening, which is recommended for every pregnancy. 

Other STI ‘at risk groups’ include men who have sex with men and other sexual and gender diverse 

individuals (e.g., transgender women), adolescents and young adults, and people of colour (20). 

The aim of this study was to analyse the incidence of STI infection in UK individuals who submitted a 

urine and/or swab sample for investigation from 3rd June 2014 to 21st November 2022 (Supplementary 

3), using the Confidante® kit (Randox Laboratories Ltd, Crumlin, UK) to report the number of positive 

infections detected from urine and/or swab samples provided by the individual. In addition, the                 

distribution of infection by age group and the number of infections per sample were also reviewed. 

Materials and Methods 

Data was collected from n=6003 UK individuals (total number of individuals) who had submitted a 

urine and/or swab sample for sexual health screening using the Confidante® STI kit (Figure 1). Client 

data was anonymous. Demographics included age and gender. In total, results from n=5859 urine             

samples and n=1627 swab samples from n=6003 individuals were included in the study (n=1304               

individuals provided both a urine and a swab sample “paired”). Consent was obtained digitally through                      

Randox’s online booking platforms.  
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Confidante® Home STI Testing Kit 

Confidante® is a home testing kit that allows an individual to collect a urine and/or swab sample (s) and 

post to Randox Laboratories Ltd for screening of 10 sexually transmitted infections: Chlamydia tracho-

matis, Neisseria gonorrhoea, herpes simplex virus 1, herpes simplex virus 2, Treponema pallidum, 

Mycoplasma hominis, Ureaplasma urealyticum, Mycoplasma genitalium, Haemophilus ducreyi and, 

Trichomonas vaginalis. Individuals can purchase a Randox Confidante® STI test kit online, at their 

local pharmacy, or at Randox Health Clinics throughout the UK. Easy-to-follow instructions, provided 

within the Confidante® kit, direct the individual how to collect their sample (s). For individuals that are 

asymptomatic, a urine sample is required; for those that are symptomatic (i.e., showing signs of infec-

tion e.g., sores, painful or burning urination and/or unusual discharge), a urine sample and swab (of the 

infected area) are required. Individuals register their Confidante® kit online (confidential), post their 

sample(s) to Randox Laboratories Ltd, and receive their results electronically in less than one week. All 

Figure 1. Confidante® STI testing kit 

Table 1. Randox STI PCR sensitivity and specificity data 

  TP FP TN FN 
Total 

Samples 
Concordance 

(%) 
Sensitivity 

(%) 
Specificity 

(%) 
Chi-Sq 

Sig 
Fisher's 

Sig 
PPV  
(%) 

NPV  
(%) 

Prevalence 
(%) 

CT 37 0 735 0 772 100 100 100 0.0001 0.001 100 100 4.8 

NG 8 3 761 0 772 100 100 100 0.0001 0.001 73 100 1.0 

HSV1 69 10 229 0 308 97 100 96 0.0001 0.001 87 100 22.4 

HSV2 42 17 250 0 309 94 100 94 0.0001 0.001 71 100 13.6 

TP 11 0 243 0 254 100 100 100 0.0001 0.001 100 100 4.3 

TV 5 3 175 0 183 98 100 98 0.0001 0.001 63 100 2.7 

MH 71 20 287 0 378 95 100 93 0.0001 0.001 78 100 18.8 

MG 12 4 338 1 355 99 92 99 0.0001 0.001 75 100 3.4 

UU 110 15 247 0 372 96 100 94 0.0001 0.001 88 100 29.6 

CT, Chlamydia trachomatis; NG, Neisseria gonorrhoea; HSV1, herpes simplex virus 1; HSV2, herpes simplex virus 2; TP,                  
Treponema pallidum; TV, Trichomonas vaginalis; MH, Mycoplasma hominis; MG, Mycoplasma genitalium; UU, Ureaplasma  
urealyticum; TP, true positive; FP, false positives; TN, true negatives; FN, false negatives; Sig, significance; PPV, positive predictive 
value; NPV, negative predictive value; Sig, significance. 
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tests are performed using biochip array technology (which incorporates PCR-based technology and 

hybridisation to a biochip (sensitivity and specificity data is included in Table 1) (21) at Randox’s 

ISO17025 accredited laboratory (Randox Clinical Laboratory Services (RCLS), Randox Science Park, 

30 Randalstown Road, Antrim, BT41 4FL, UK) on an Evidence Investigator instrument (Randox         

Laboratories Ltd).  

Statistical Analysis 

Statistical analysis was performed using R (22). The association between swab positive and urine                   

positive results and swab negative and urine negative results was assessed using a matrix of results and 

Cramer’s V output where Cramer’s V was used to calculate the correlation between nominal categori-

cal variables and a value >0.7 was considered a strong correlation.  Data visualisations were generated 

using R.  

Results 

Demographics 

Individuals (n=6003) registered their Confidante® STI kit online, at which time they also provided 

their age and gender.  Individuals were aged between 16-75 years with a median age of 33 years.  

There was n=3405/6003 (56.7%) males, n=2110/6003 (35.1%) females and n=488/6003 (8.1%) with 

no recorded gender. Of the n=1355 individuals that tested positive for any of the measured STIs, from 

either urine or swab samples, n=538/1355 (43.4%) were male, n=703/1355 (51.9%) were female, and 

n=114/1355 (8.4%) did not report gender (“Unknown”). There were more Chlamydia trachomatis     

    
Male 
n=538 
n (%) 

Female 
n=703 
n (%) 

Unknown  
n=114 
n (%) 

Chlamydia trachomatis 
URINE 72 (13.38%) 55 (7.82%) 12 (10.53%) 

SWAB 12 (2.23%) 19 (2.7%) 6 (5.26%) 

Haemophilus ducreyi 
URINE 1 (0.19%) 0 (0%) 0 (0%) 

SWAB 0 (0%) 0 (0%) 0 (0%) 

Herpes simplex virus 1 
URINE 15 (2.79%) 11 (1.56%) 8 (7.02%) 

SWAB 18 (3.35%) 18 (2.56%) 6 (5.26%) 

Herpes simplex virus 2 
URINE 18 (3.35%) 30 (4.27%) 7 (6.14%) 

SWAB 21 (3.9%) 37 (5.26%) 9 (7.89%) 

Mycoplasma genitalium 
URINE 42 (7.81%) 38 (5.41%) 10 (8.77%) 

SWAB 10 (1.86%) 20 (2.84%) 11 (9.65%) 

Mycoplasma hominis 
URINE 150 (27.88%) 337 (47.94%) 11 (9.65%) 

SWAB 18 (3.35%) 126 (17.92%) 17 (14.91%) 

Neisseria gonorrhoea 
URINE 8 (1.49%) 6 (0.85%) 7 (6.14%) 

SWAB 8 (1.49%) 3 (0.43%) 5 (4.39%) 

Treponema pallidum 
URINE 1 (0.19%) 0 (0%) 0 (0%) 

SWAB 2 (0.37%) 0 (0%) 0 (0%) 

Trichomonas vaginalis 
URINE 2 (0.37%) 8 (1.14%) 13 (11.4%) 

SWAB 6 (1.12%) 8 (1.14%) 17 (14.91%) 

Ureaplasma urealyticum 
URINE 294 (54.65%) 380 (54.05%) 29 (25.44%) 

SWAB 43 (7.99%) 116 (16.5%) 22 (19.3%) 

Table 2. Number of infections detected in urine and swab by gender, and unknown  
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infections in males, whereas there was more Mycoplasma genitalium, Mycoplasma hominis and 

Ureaplasma urealyticum infections in females (Table 2). 

Urine sample results 

The two most common infections detected in urine using the Confidante® kit were Ureaplasma urea-

lyticum and Mycoplasma hominis (Table 3 and Figure 2). 

Figure 2. Number of positive results for each STI infection detected from urine and swab samples.  The two 

most common STI infections detected in urine using the Confidante® kit were Ureaplasma urealyticum (n=707 

urine, n=188 swab) and Mycoplasma hominis (n=503 urine, n=169 swab). 

http://www.openaccesspub.org/
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A total of n=4608/5859 (78.6%) urine samples tested negative for any STI infection, whereas 

n=954/5859 (16.3%) tested positive for one STI infection, n=270/5859 (4.6%) for 2 STI infections, 

n=25/5859 (0.4%) for 3 STI infections and n=2/5859 (<0.1%) for 4 STI infections. 

Swab sample results 

The two most common STI infections detected from swab samples were Ureaplasma urealyticum and 

Mycoplasma hominis (Table 3). A total of n=1175/1627 (72.2%) swab samples tested negative for any 

STI infection whereas, n=316 tested positive for 1 STI infection (19.4%), n=114 (7.0%) for 2 STI            

infections, n=20 (1.2%) for 3 STI infections, and, n=2 (0.1%) for 4 STI infections. 

Comparison of swab and urine results 

According to Confidante® kit instructions, individuals that are asymptomatic should provide a urine 

sample; for those that are symptomatic (i.e., showing signs of infection), a urine sample and swab of 

the infected area, are required. A total of n=1396/6003 (23.3%) individuals provided both urine and 

swab samples. Where both urine and swab samples were tested from the same individual (paired sam-

ple), there was strong agreement between STI infections detected from both matrices as shown by the 

Cramer’s V statistic (Table 4). Although HSV1 was detected in n=37 swabs, n=17 of these positive 

swab samples had a negative result for HSV1 for the associated urine sample. However, when the swab 

was negative, the associated urine sample was also negative for HSV1. Similarly, for HSV2, of the 

n=56 swabs that were positive, n=18 of the associated urine samples were negative for HSV2. These 

results demonstrate the need to include a swab sample for the accurate detection of HSV1 and 2. Of the 

n=1396 paired urine and swab samples, n=40 paired samples for the detection of Ureaplasma urealyti-

cum did not agree, and n=33 paired samples for the detection of Mycoplasma hominis also did not 

agree.  

There was a strong association between swab positive and urine positive results and swab negative and 

urine negative results, as demonstrated by high (>0.7) Cramer’s V output (Table 4). Results for Hae-

mophilus ducreyi, from paired urine and serum samples were negative, therefore, Cramer’s V was not 

calculated. 

    Urine Swab 

# Infectious agent Positives/total (%) Positives/total (%) 

1 Ureaplasma urealyticum 707/5859 (12.1) 188/1627 (11.6) 

2 Mycoplasma hominis 503/5859 (8.6) 169/1627 (10.4) 

3 Chlamydia trachomatis 139/5859 (2.4) 40/1627 (2.5) 

4 Mycoplasma genitalium 90/5859 (1.5) 42/1627 (2.6) 

5 Herpes simplex virus 2 58/5859 (1.0) 71/1627 (4.4) 

6 Herpes simplex virus 1 34/5859 (0.6) 46/1627 (2.8) 

7 Trichomonas vaginalis 23/5859 (0.4) 35/1627 (2.2) 

8 Neisseria gonorrhoea 21/5859 (0.4) 19/1627 (1.2) 

9 Treponema pallidum 1/5859 (<0.1) 2/1627 (<0.1) 

10 Haemophilus ducreyi 1/5859 (<0.1) 0/1627 (0) 

Table 3. Number of positive samples detected in the urine and by swab, using the 

Randox Confidante® kit, ranked by infectious agent for urine  
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STI Infection classification by age group 

To determine the STI infection classification by age group, individuals were categorised by age, sample 

type and STI infection. STI infection by age and classification is shown in Figure 3. There was n=1355 

individuals positive for any of the measured STIs in either urine or swab. The age group with the high-

Figure 3. Number of urine and swab samples positive for STI infection by age group  
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est incidence of any STI infection was 20-29 years (n=449/1355, 33.1%). The 30-39 year age group 

had the second highest incidence of any STI infection (n=328/1355, 24.2%).   

Discussion 

According to the World Health Organisation (WHO) there were more than 1 million STIs reported eve-

ry day in 2020 (1). The estimated total number of new STI infections was 374 million of which 1 in 4 

were chlamydia (129 million) (1). Some STIs have no symptoms, however, STIs can have a direct im-

pact on sexual and reproductive health causing infertility, cancers, pregnancy complications, and an 

increased risk of HIV (11,12,23).   

The aim of this work was to report the STI results from UK individuals that provided a urine and/or 

swab sample between 3rd June 2014 to 21st November 2022, using the Randox Confidante® kit (Randox 

Laboratories Ltd, Crumlin, UK) to identify the numbers of positive infections detected from urine and/

or swab samples. In addition, the distribution of STI infection by age group and the number of STI in-

fections per sample were also reported. The Confidante® STI kit allows an individual to collect a sam-

ple at home, which is then posted to Randox Laboratories to test for ten STIs. 

The length of time from an STI infection (exposure) to symptoms is known as the window period 

(WP). However, the exposure time of testing may not be within the WP. For chlamydia and gonorrhoea 

STI infection, the WP is 2 weeks; HIV WP 7 weeks; syphilis, hepatitis B and C, the WP 12 weeks (24). 

Table 4. Comparison matrix of test results when a urine and swab sample were provided from the same 

individual (paired sample) (n=1384). Note, not every individual had a positive urine and a positive swab 

result.  

 URINE 
SWAB 

Cramer's V 
Negative Positive 

Chlamydia trachomatis 
Negative 1359 6 

0.891 
Positive 2 29 

Haemophilus ducreyi 
Negative 1396 0 

- 
Positive 0 0 

Herpes simplex virus 1 
Negative 1359 17 

0.741 
Positive 0 20 

Herpes simplex virus 2 
Negative 1339 18 

0.803 
Positive 1 38 

Mycoplasma genitalium 
Negative 1359 6 

0.841 
Positive 4 27 

Mycoplasma hominis 
Negative 1236 13 

0.872 
Positive 20 127 

Neisseria gonorrhoea 
Negative 1381 5 

0.768 
Positive 1 9 

Treponema pallidum 
Negative 1394 1 

0.707 
Positive 0 1 

Trichomonas vaginalis 
Negative 1375 8 

0.825 
Positive 0 13 

Ureaplasma urealyticum 
Negative 1211 10 

0.865 
Positive 30 145 
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However, sometimes symptoms may not appear until months, or even years later.  This may potentially 

explain the results observed in the current study where of the n=5859 urine samples that were tested, 

78.6% tested negative, and of the n=1627 swab samples that were tested, almost 72.2% tested negative.  

This would also suggest there is significant merit in repeat testing at different time periods e.g., at the 

WP, or after a change of sexual partner. 

Of the samples that were positive for STI infection, most had only 1 STI infection (16.3% for urine and 

19.4% for swabs). The most common STI infective agent in urine samples was Ureaplasma urealyti-

cum followed by Mycoplasma hominis, HSV2, HSV1, Mycoplasma genitalium, Chlamydia tracho-

matis, Trichomonas vaginalis, Neisseria gonorrhoea, Treponema pallidum, and Haemophilus ducreyi.  

It is worth noting that where a urine and swab sample were provided by the same individual, the results 

did not always match (Table 4). For example, a possible explanation is that the HSV1 and 2 infections 

cause a sore which should be swabbed directly. If the sore caused by HSV1 and HSV2 is not in the 

path of urine, the virus may not be shed into the urine sample and, therefore, not detected. Moreover, 

the swab test is usually taken from an affected area, such as a blister or a sore. 

Ureaplasma urealyticum is very contagious infection that is commonly found in the genital flora of 

sexually active individuals. Ureaplasma urealyticum often has no symptoms, and a large percentage of 

infected individuals never experience any problems. However, if left undetected, and untreated, 

Ureaplasma urealyticum can lead to infertility, highlighting the need for regular sexual health checks.   

Mycoplasma hominis affects up to 50% of sexually active individuals. The bacterium is commonly 

found in the urinary tract in small quantities however, at high levels the bacterium can cause infection, 

which can be transmitted sexually. In the US there are no screening or treatment recommendations for 

Ureaplasma species or Mycoplasma hominis.  Mycoplasma genitalium testing is only recommended for 

males with persistent urethritis, or females with cervicitis or PID (25). Interestingly, motility of sperm 

is decreased following adhesion of Ureaplasma urealyticum (26) and the byproducts are also toxic to 

sperm (27) causing sperm to be susceptible to peroxidation damage, which can result in infertility (28).  

However, other studies reported no effect on male fertility (29). There is some speculation that the dif-

ferences observed in the studies may be related to the time, or level of infection, and possibly infection 

by multiple bacteria (30). Similarly, Mycoplasma can infect the male reproductive system. Mycoplasma 

hominis is associated with low sperm count and motility (31). Mycoplasma gentialium may not be asso-

ciated with male infertility however, it can impair female fertility if transmitted during sex (32). 

Chlamydia trachomatis, an intracellular bacterium, can also affect male fertility by infecting testicular 

cells (sperm, Leydig and Sertoli) within 3 days of exposure (33), resulting in reduced sperm quality 

(34). Chlamydia trachomatis, usually asymptomatic in females, if untreated can result in reproductive 

damage, and is associated with tubal infertility, PID, chronic pelvic pain and ectopic pregnancy (23).  

Preterm birth, stillbirth, low birth weight and neonatal infections e.g. conjunctivitis and pneumonia, can 

occur as a result of Chlamydia trachomatis infection in the mother during pregnancy (7–9). Early diag-

nosis and treatment of Chlamydia trachomatis are critical to preventing these conditions.  

Routine screening for STIs often include testing for chlamydia, gonorrhoea and HPV, however, from 

the results presented in this analysis, it is evident that although these infections were detected, the three 

most common infections were Ureaplasma urealyticum, Myoplasma hominis and Chlamydia tracho-

matis. If untreated, Ureaplasma urealyticum, Myoplasma hominis and Chlamydia trachomatis can af-

fect fertility, which may impact future pregnancy (23,26,32). In the UK, 53,000 patients undertook 

69,000 fresh and frozen IVF cycles and 5,700 donor insemination cycles in 2019. According to NICE 
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(National Health Service (NHS) UK guidelines) up to 3 cycles of IVF should be offered on the NHS 

but some Integrated Care Boards only offer 1 cycle (35). Indeed, one cycle of treatment can cost over 

£5,000 (35). This highlights the clinical utility for repeat STI screening. 

Where both urine and swab samples were tested from the same individual (paired samples), there was 

strong agreement between STI infections detected from both matrices as shown by the Cramer’s V sta-

tistic. However, the results also demonstrate the need to include a swab sample for the accurate               

detection of HSV1 and 2. 

Unsurprisingly, individuals in the 20-29 age group had the highest reported incidence of STIs. This was 

followed by 30-39 year olds. In the US, women <25 years account for most STI infections, therefore, 

annual screening in this age group is recommended to reduce the frequency of PID and other adverse 

health outcomes and potential complications (7,36,37). Similarly, in the UK and Europe, the impact of 

STIs remains greatest in individuals aged 15 to 24 years (1,38). The Randox Confidante® STI test      

detects the presence of 10 infectious agents. The 10 results are obtained from a urine and/or a swab 

sample, which can be collected at home using the Confidante® collection kit. The results reported from 

the STI test provide data to the individual to share with their clinician improving evidence-based                  

decision-making, antibiotic stewardship and patient outcome. Clinical utility of the Confidante® STI kit 

has the potential to reduce the current and future burden of STIs on the healthcare system, reduce infer-

tility and IVF treatments and reduce complications during pregnancy and neonate infections. The Con-

fidante® STI test (CE marked) provides an individual the opportunity to screen their own sexual health 

in the privacy of their own home.  

Study Limitations 

The results showed that not all individuals that provided samples for STI screening, recorded infor-

mation on their gender and age. HIV, hepatitis, and other blood borne STIs were not considered within 

this report. The time from potential infection to testing is not recorded for each sample, thus the WP of 

infection is unknown. Individuals collect their own samples, and it is possible that the swab/urine may 

be used incorrectly or potentially contaminated. This study was limited to those who purchased the test 

kit, which limits the generalisability of the results. 
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