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Background

▪ HIV pre-exposure prophylaxis (PrEP) is a preventive treatment for HIV, given to 
people at substantial risk for HIV
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MSM
99%

At risk through sexual contact Other STIs:
• Neisseria gonorrhoeae (Ng) 
• Chlamydia trachomatis (Ct)



Background
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Majority of Ng/Ct infections in MSM are:
• Extra-genital
• Asymptomatic
• Clear spontaneously

Most PrEP guidelines recommend 3-site, 3-
monthly screening for Ng/Ct

The goal of such screening is to reduce 
transmission/incidence/prevalence, 
complications (very rare in MSM)

BUT no RCT had been performed to assess if screening for Ng/Ct is effective in reducing the incidence of these 
infections in MSM taking HIV-PrEP



Background

▪ AND screening for Ng/Ct leads to high antimicrobial consumption

▪ Which could in turn lead to the emergence of antimicrobial resistance

Source: Vanbaelen et al., 2021, De Baetselier et al., 2022 │4
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The Gonoscreen study

▪ Study design:

▪ Randomized, multicenter, controlled clinical trial of 3-site (oro-pharyngeal, ano-
rectal, urethral), 3-monthly screening for Ng/Ct versus non-screening among MSM 
taking HIV-PrEP.

▪ September 2020 – August 2022
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Study objectives

▪ Primary objective 

▪ To assess if not screening MSM on HIV-PrEP for Ng/Ct is non-inferior compared to 
screening in terms of the incidence rate of these infections over a 12-month period

▪ Secondary objectives 

▪ To assess if not screening MSM on PrEP for Ng/Ct is non-inferior compared to 
screening in terms of the incidence rate of symptomatic Ng/Ct infections 

▪ To assess antimicrobial exposure (ceftriaxone/azithromycin/doxycycline) in both 
arms

▪ Non-screening arm proven to be non-inferior if the upper limit of the 95% CI of 
the IRR (non-screening vs screening) lower than 1.25
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1014 PrEP users

3X3 screening

Non-screening

Incidence of Ng/Ct/Tp infections
Antimicrobial consumption

Incidence of Ng/Ct/Tp infections
Antimicrobial consumption
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▪Inclusion criteria:
▪Able and willing to provide informed consent 
▪Men (born as males) and transwomen aged 18 or more 
▪Has had sex with another man in the last 12 months 
▪Enrolled in Belgian PrEP program
▪Willing to comply with the study procedures

▪Exclusion criteria:
▪Enrolment in another interventional trial
▪Tests HIV-positive at screening
▪Symptoms of proctitis or urethritis



│9



│10

3-site testing for Ct and Ng
(PCR) 
- oro-pharyngeal swab
- ano-rectal swab
- urine sample
=> pooled sample

R/ all positives
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3-site testing R/ all positives



Baseline characteristics

3 x 3 Screening (N=506)

n (%)/Median (IQR)

Non-screening (N=508)

n (%)/Median (IQR)

Total population (N=1014)

n (%)/Median (IQR)

Age 39 (33 - 47) 39 (32·5 - 48) 39 (33 - 47)

Sex: Man 506 (100%) 505 (99·4%) 1011 (99·7%)

Sex: Transwoman 0 (0%) 3 (0·6%) 3 (0·3%)

Number of sex partners (past 3 months) 4 (2 - 8) 4 (2 - 8) 4 (2 - 8)

Number of unprotected sex partners 

(past 3 months)

2 (1 - 5) 2 (1 - 5) 2 (1 - 5)

Any antibiotic (past 6 months) 192 (37·9%) 173 (34·1%) 365 (36·0%)

Cephalosporins 67 (13·2%) 77 (15·2%) 144 (14·2%)

Macrolides 81 (16·0%) 94 (18·5%) 175 (17·3%)

Penicillins 63 (12·5%) 47 (9·3%) 110 (10·8%)

Quinolones 11 (2·2%) 5 (1·0%) 16 (1·6%)

Tetracyclines 57 (11·3%) 54 (10·6%) 111 (10·9%)
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Primary analysis
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Unresolved infections bias in the non-screening arm
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Baseline screening:
Ng -

M3 screening:
Ng +

M6 screening:
Ng +

Asymptomatic 
Ng infection

M9 screening:
Ng –

Screening arm
Asymptomatic 

Ng infection

Non-screening arm
Asymptomatic Ng 

infection
Asymptomatic Ng 

infection

Non-screening arm Asymptomatic Ng infection

Primary analysis = 2 infections 
Sensitivity analysis = 1 infection … unless evidence of the use of an effective antibiotic against the pathogen

Asymptomatic Ct infection

M3 screening:
Ng +
Ct+

Baseline screening:
Ng –
Ct-

M6 screening:
Ng +
Ct+

M9 screening:
Ng –
Ct-



Sensitivity analysis

Chapter Title │19



Symptomatic infections
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Symptomatic Ct infections 

• Broad definition of symptoms: e.g., pharyngitis and genital ulcus

• Repeat analysis with tighter definition of symptoms: 

▪ Urethritis

▪ Epididymitis

▪ Proctitis 
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Antimicrobial consumption
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-21%

-44%

-45%



Conclusion

▪ Non-screening for Ng/Ct in MSM taking HIV-PrEP is associated with a higher 
incidence of Ct infections but not Ng infections 

▪ When controlling for the untreated infection bias in the non-screening arm, no 
difference was found between arms

▪ Screening for Ng/Ct leads to a substantial increase in antimicrobial consumption 

▪ Based on our findings, the benefits of screening for Ng/Ct in PrEP cohorts do not 
seem to outweigh the harms
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Gonoscreen study: impact

▪ Results published in The Lancet HIV

▪ Results presented at the 2023 STI&HIV world congress in Chicago

▪ Several international contacts regarding ‘the Belgian approach’

▪ The results of the Gonoscreen study, combined with other evidence, informed 
the 2024 Belgian PrEP guidance, which do not recommend systematic 
screening for Ng/Ct in MSM using PrEP

│25



│26



ITGITMantwerp

@itmantwerp

@institute-of-tropical-medicine

@ITMantwerp @TropischITG

Thank you!
Thibaut Vanbaelen MD PhD
tvanbaelen@itg.be
www.itg.be

Chris Kenyon
Natacha Herssens
Christophe Burm
Hanne Landuyt
Jozefien Buyze
Liesbet Mertens
Lida Van Petersen
Emanuelle Cleve
Irith De Baetselier
Vicky Cuylaert
Saïd Abdellati
Thijs Reyniers
Bea Vuylsteke
Christophe Van Dijck

Agnès Libois
Coca Necsoi
Anca Reschner
Leslie Andry
Marie Hallin
Charlotte Michel
Nicolas Yin

Anne-Sophie Sauvage
Christelle Meuris
Patricia Dellot
Cécile Meex

Sophie Henrard
Jean-Christophe Goffard
Zoë Kipouros
Marie Hallin

Diana Huis in’t Veld
Els Caluwé
Liselotte Coorevits
Elizaveta Padalko


	Slide 1: Does screening for Neisseria gonorrhoeae and Chlamydia trachomatis affect the incidence of these infections in MSM taking HIV-PrEP?   Results from a randomized, multicenter, controlled trial  Thibaut Vanbaelen, MD PhD
	Slide 2: Background
	Slide 3: Background
	Slide 4: Background
	Slide 5: The Gonoscreen study
	Slide 6: Study objectives
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16: Baseline characteristics
	Slide 17: Primary analysis
	Slide 18: Unresolved infections bias in the non-screening arm
	Slide 19: Sensitivity analysis
	Slide 20: Symptomatic infections
	Slide 21: Symptomatic Ct infections 
	Slide 22
	Slide 23: Antimicrobial consumption
	Slide 24: Conclusion
	Slide 25: Gonoscreen study: impact
	Slide 26
	Slide 27: Thank you!

