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DEVELOPING A NEW 
TREATMENT FOR  
GONORRHOEA  
DURING A GLOBAL 
PANDEMIC

Like all STIs, gonorrhoea is becoming more common, 
particularly among 15-to-24-year olds. The disease 
disproportionally affects women, in whom it can cause 
infertility, pelvic inflammatory disease and life-threat-
ening ectopic pregnancies. Gonorrhoea is also a risk 
to developing babies—alongside the possibility of the 
infection being transmitted from mother to child, gon-
orrhoea can also cause prematurity, low birth weight 
and even death.

With 87 million new infections globally each year, gonorrhoea is one of the most common 
of all sexually transmitted infections (STIs)—and growing antibiotic resistance is making 
the disease increasingly difficult to treat. To address this challenge, GARDP is working to 
develop a new drug that could re-enable effective treatment of gonorrhoea resistant to 
current antibiotics. And we have been doing so despite the significant challenges caused 
by the COVID-19 pandemic. 

Worse, gonorrhoea is now significantly less treatable 
than it used to be, having slowly become resistant to 
many antibiotics that were once highly effective treat-
ments. And if we don’t act now, the problem will con-
tinue to get worse.

To address this challenge, GARDP has partnered with 
US biotech company Entasis Therapeutics to develop 
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zoliflodacin, a new antibiotic being developed specifi-
cally to treat resistant strains of gonorrhoea. 

PATIENT ENROLMENT PAUSED
To gain regulatory approval for zoliflodacin, GARDP 
and Entasis Therapeutics agreed a joint development 
plan that includes a phase 3 clinical trial across 12 sites 
in the Netherlands, South Africa, Thailand and the US. 
By early 2020, all US sites were actively recruiting par-
ticipants and preparations to activate sites in the Neth-
erlands, South Africa and Thailand were well underway.

Unfortunately, 2020 was not destined to be a normal 
year. Soon, it became clear that the unfolding COVID-
19 pandemic would have a significant impact on the 
conduct of the study. The GARDP study team’s ini-
tial approach was to work with all sites on evaluating the 
impact of the pandemic to establish whether it would be 
possible to continue the study while prioritizing patient 
and staff safety. We concluded that COVID-19 restric-
tions would make it impossible for sites to operate due 
to low staff availability and patients not seeking health-
care. Moreover, subsequent travel restrictions would 
also pose a challenge for both new site set-ups and 
existing sites’ training and monitoring visits. 

As a result, following close consultations with all sites, 
GARDP decided to pause all patient enrolment in the 
US (notifying ethics committees and the FDA) and site 
activations in all other countries on 19 March.

WORKING THROUGH THE CRISIS
By June, we had begun working closely with our sites 
on a re-launch strategy, which we based on an ongo-
ing evaluation of how to conduct the study safely while 
continuing to collect high-quality data. Although 
the steps taken will vary between sites depending on 
local context and guidance, all sites agreed a proce-
dure with GARDP as sponsor before resuming patient 
enrolment. The measures implemented may include 
pre-screening patients for respiratory symptoms and 
recent exposure to SARS-CoV-2 prior to clinic vis-
its, remote consultations where possible, and physical 
distancing and protective equipment where in-person 
interaction is required. 

As the pandemic progressed throughout 2020, this 
re-launch and new site activation strategy was subject 
to repeated site closures, the pandemic’s significant 
impact on clinic diagnostic supplies, and the requisi-
tioning of laboratory and clinic resources for COVID-
19 testing and research. Nevertheless, we have main-
tained our focus on supporting safe patient enrolment 
in existing sites and remote new site activations. 

Unavoidably, the delays have had a significant impact 
on patient recruitment. Therefore, we will explore the 
option of adding new sites to support enrolment tar-
gets and continue meeting the overall quality standards 
required.



FORGING AHEAD
The COVID-19 pandemic has posed tremendous dif-
ficulties not only for our study but also for research-
ers worldwide. Nevertheless, we must not allow such 
challenges to prevent us from tackling the slower-mov-
ing—though equally critical—pandemic of drug- 
resistant infections and its impact on the treatment of 
priority STIs like gonorrhoea. 

To that end, in November 2020, GARDP announced 
its MOU with the Foundation for Innovative New Diag-
nostics (FIND) and the WHO. It commits us to working 
with FIND and WHO to explore joint initiatives, with 
an initial priority focus on STIs, that could improve sus-
tainable access to antibiotics and protect them against 
the emergence of antimicrobial resistance. We will work 

on a joint project to roll out and scale up the use of a 
point-of care test along with zoliflodacin treatment for 
improved clinical management, stewardship and public 
health value. This will generate the evidence required to 
strengthen national and international treatment guide-
lines and implementation strategies. 

By adapting to a changing world, we will continue work-
ing to ensure that developing effective treatments for 
gonorrhoea remains a global health priority.

87 million new  
cases of gonorrhoea are  
diagnosed each year10
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10,000 people are  
infected with gonorrhoea  
every hour10

10 WHO. https://www.who.int/news-room/fact-sheets/detail/multi-drug-resistant-gonorrhoea.
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South Africa is one of four countries where GARDP is engaged in a phase 3 trial to develop 
a treatment for gonorrhoea, which affects millions of people across the world every year.

SEXUALLY TRANSMITTED INFECTIONS

SOUTH AFRICA  
ON THE FRONTLINE 
OF DEVELOPING 
A GONORRHOEA 
TREATMENT

“Because of the high prevalence of 
gonorrhoea in South Africa, particu-
larly in young women, South Africa is 
an ideal country in which to conduct 
this trial. South Africa also has a large 
population of people living with HIV. 
This is an important group to include 
in the study, as we also need to under-
stand the efficacy and pharmacoki-
netics of zoliflodacin in people who are 
HIV-positive,” said Jeanne Omony, a 
research doctor at the Wits Repro-

ductive Health and HIV Institute 
(Wits RHI) in Hillbrow, Johannes-
burg, and one of the investigators on 
the zoliflodacin study.

Edward Mukwaya, GARDP’s clin-
ical trial manager, said South Afri-
ca’s research experience holds it in 
good stead. “Among the countries 
with a high prevalence of gonorrhoea, 
South Africa also has a robust health 
research infrastructure, with highly 

qualified and experienced researchers 
as well as other amenities crucial to 
health research, such as well-equipped 
laboratories.”

The first site in South Africa was 
activated in late January 2021. 
Three sites are taking part in the 
study: the Wits Reproductive 
Health and HIV Institute (Wits 
RHI) based at the Hillbrow Health 
Precinct in Johannesburg, and two 



South African Medical Research 
Council (SAMRC) sites at Tongaat 
and Botha’s Hill in South Africa’s 
KwauZulu-Natal province.

The Sexually Transmitted Infections 
Section Centre at the National 
Institute for Communicable Dis-
eases is playing a leading role in 
testing and collating microbiolog-
ical samples from the South Afri-

can study sites, for quality control 
and shipment to the central lab in 
the USA.

For Dr Omony, the trial is a very 
positive move in its quest to improve 
testing and treatment for gonor-
rohoea, as well as breaking down 
stigma around STIs. “Our clinic 
focuses on empowering young women 
to play active roles in their relation-

ships and to advocate for themselves, 
negotiating safe sex practices, includ-
ing partner treatment of STIs. We also 
do a lot of education surrounding 
causes, spread, symptoms and com-
plications of STIs and encourage our 
participants to bring their partners in 
for treatment.”

GARDP has shown great progress in driving forward  
global health goals in such a challenging year. The UK is 
proud to partner with them in leading the fight against  
antimicrobial resistance. 
LORD BETHELL
UK MINISTER FOR INNOVATION
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