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Because diagnosis matters

FIND INITIATES FEASIBILITY STUDIES FOR RAPID, LOW-COST DIAGNOSTICS TO DISTINGUISH
GONORRHOEA FROM CHLAMYDIA IN PRIMARY CARE CLINICS

e Axxin and QuantuMDx/SpeeDx will receive support for the development of molecular point-of-care
gonorrhoea tests; DCN Diagnostics for the development of a rapid lateral flow assay for gonorrhoea

e Rapid, low-cost tests that can differentiate gonorrhoea from chlamydia in primary care settings are
urgently needed to support stewardship of new and existing drugs, and curb the emergence of
untreatable “super-gonorrhoea”

e Announcement follows the conclusion of a competitive request for proposal (RFP) process to
accelerate development of technologies that could meet recently published target product profile
(TPP) requirements

Geneva, Switzerland — 7 November 2019 — The Foundation for Innovative New Diagnostics (FIND) announced
today three awards to support the development rapid, low-cost diagnostic tests that can distinguish
gonorrhoea from chlamydia infections in primary care settings. Axxin and a consortium comprising
QuantuMDx and SpeeDx will each receive support for the development of molecular point-of-care tests for

Neisseria gonorrhoeae. DCN Diagnostics Inc (DCN Dx) will receive support for the development of a rapid

lateral flow assay for N. gonorrhoeae. In addition to funding, FIND is providing project support, including
reference samples for rapid assay development and assessment, antibody reagents for capture and
detection of N. gonorrhoeae, and technical expertise.

The three tests were selected following a competitive request for proposal (RFP) process, based on their
likely ability to meet recently published target product profile (TPP) requirements. Assessment was
conducted by an independent external review panel and the FIND Scientific Advisory Committee. The TPPs,
recently developed by FIND and the World Health Organization (WHO), define urgently needed diagnostics
that can address point-of-care diagnosis of gonorrhoea as well as susceptibility to existing antibiotics.>?
Diagnostics meeting these TPPs are part of a stewardship plan by WHO and GARDP for current as well as
new drugs, such as zoliflodacin. Stewardship is needed to help guide correct treatment and protect the
efficacy of treatments for as long as possible, in order to curb the emergence of untreatable “super-
gonorrhoea” as part of the fight against antimicrobial resistance (AMR).

Globally, more than 1 million cases of curable sexually transmitted infections (STIs) — chlamydia, gonorrhoea,
syphilis and trichomoniasis — occur every day. After chlamydia, gonorrhoea is the most common STI, with an
estimated burden of 87 million cases worldwide.? Its complications disproportionally affect women,
including pelvic inflammatory disease, ectopic pregnancy, and infertility, as well as increased transmission
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and acquisition of HIV. Moreover, gonorrhoea has progressively developed remarkable resistance to the
majority of available antibiotics: the emergence of “super-gonorrhoea” raises grave concerns about the
longevity of remaining and future therapies.

“Fast diagnosis and treatment is crucial to prevent transmission and consequences of gonorrhoea, but
difficulties in differentiating gonorrhoea and chlamydia — especially in low-resource settings that lack
appropriate tests — mean that the wrong treatment is easily prescribed. This is terrible for the patient and
contributes to the spread of AMR,” said Catharina Boehme, CEO of FIND. “We must urgently close this gap
and provide setting-appropriate, affordable diagnostics to the communities most in need.”

The feasibility studies are expected to be complete in 2020 and results will inform further test development
in line with TPP characteristics.

This work is supported by the Global Antimicrobial Resistance Innovation Fund (GAMRIF), a UK aid programme.
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