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FIND »»

FIND, the global alliance for diagnostics  piagnosis for all

We connect countries and communities,
funders, decisionmakers, healthcare providers
and developers to spur diagnostic innovation

and make testing an integral part of ®
sustainable, resilient health systems ° ,.3 °
°
® 0o 1 ® e ©°
°
[ I
. . °eo oe-*
& Established in 2003 as a product development & 'o.$o ° ®
delivery partnership .« .‘.b bt ®
® ° ® ¢o
¢ Co-convener of the Access to COVID-19 Tools .8.
(ACT) Accelerator Diagnostic Pillar o’ ¢

¢ WHO Collaborating Centre for Laboratory
Strengthening & Diagnostic Technology Evaluation

¢ WHO SAGE-IVD member
| ® R&D @ Clinical trials @® Access O Offices

& STI portfolio includes HPV screening, syphilis/HIV

self-testing, HCV self-testing, rapid tests for
gonorrhoea/chlamydia, plus monkeypox test tracker/
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Challenges in global STl control

Behavioral and social - sp N
factors 3 Ad—'. )
(-

Stigma and
Limited tools for STI discrimination

control (POCT)

Competing
Asymptomatic STIs & priorities, limited
limited surveillance funding
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Roadmap to a low-cost POCT for NG

2020
2021

* Test development

* Challenges with
genital samples

* LFA POCT design
lock

2018

* Technology
landscape

* TPP development
(WHO, GARDP,
FIND)!

2019

* 2/9 technologies
selected to
develop a LFA and
Mx POC

* 6 countries
assessment

DEVELOPMEN

2022
2023

* Clinical evaluation in
symptomatic
patients (SA)

e Evaluation in
asymptomatic
patients

* Technology transfer

* Regulatory approval

EVALUATION

2024

* NG POCT
commercially
available

AVAILABILITY

1. Ferreyra C et al. PLoS One 2020
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2018

2019

e Technology

* 2/9 technologies

landscape

e TPP development
(WHO, GARDP,
FIND)?

selected to
develop a LFA and
Mx POC

* 6 countries
assessment

RFP

Minimal requirement

Optimal requirement

Sensitivity

>80%

>90%

Specificity

>95%

>98%

Time to result

< 30 minutes

<10 minutes

Oncof6™
Arbor VitaCorp
HPV

GeneXpert®
Cepheid
CI/NG, TV, HV

Truelab™ PCR
Molbio/biglec
CT, NG, TV, HPV

NEDxA®
GENOMICA

HPY - 2020 Abbott

POC STI Tests: Available and Pipeline*

Acculs Dock HG Swift

IDNOW™  pteca Biotech  Hibergene

CT/NG/TY CT/NG

" CT/NG- 2020
Solana® ‘ il
Quidel io™ L

11 binx health /

CT/NG - 2019
MSTI {CT/NG/TV/MG) onw
e CT/NG-

SAMBA Il

H Onrgnmmwfl}l INK

. WPy

e .i
XenoSurlp S— ST Array i p—
? Tvalyti 5 s Cepheid
osou-w. MS‘TFI [(":i:;é?“l’\f;;a QuantuMDx* :w u,m
RDTs for TV l HPV -'2020 H
*—v - - -
Prior to 2015 2015 2016 201718 2019 and beyond

“Estimated as of June 2019 - timeline and sequence may change.

==== No market launch dateset by company.

Developing target product profiles for Neisseria gonorrhoeae
diagnostics in the context of antimicrobial resistance: An

expert consensus

Cecilia Femreyra [&, Jennifer Osborn, Francis Moussy, Emilie Alirol, Monica Lahra, David Whiley, William Shafer,
Magnus Unemao, Jeffrey Klausner, Cassandra Kelly Cirino, Teodora Wi

Published: September 1, 2020 » https:/doi.orgM0.1371/journal. pone. 0237424

Article

“n L
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MARKET ANALYSIS
FOR ANEW GONORRHOEA
POINT-OF-CARE DIAGNOSTIC

2020
2021

TEST IN KENYA

FIND, November 2020

* Test development
* Challenges with genital
samples

« LFA POCT design lock GUIDELINES

GUIDELINES FOR THE
MANAGEMENT OF

SYMPTOMATIC SEXUALLY
TRANSMITTED INFECTIONS

DEVELOPMENI

|OPEN |
Barriers to Access to New Gonorrhea Point-of-Care
Diagnostic Tests in Low- and Middle-Income
Countries and Potential Solutions: A Qualitative

Interview-Based Study

Cecilia Ferreyra, MD,* Maél Redard-Jacot, MSe,* Teodora Wi, MD, 7
Jennifer Daily, MBA,* and Cassandra Kelly-Cirino, PhD*

JUNE 2021
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Progress

2018

* Technology
landscape

* TPP development
(WHO, GARDP,
FIND)!

1. Ferreyra C et al. PLoS One 2020

2019

* 2/9 technologies
selected to
develop a LFA and
Mx POC

* 6 countries
assessment

2020

2021

* Test development

* Challenges with
genital samples

* LFA POCT design
lock

DEVELOPMENT

2022

2023

* Clinical evaluation in
symptomatic
patients (SA)

e Evaluation in
asymptomatic
patients

| * Technology transfer

* Regulatory approval

EVALUATION
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Results

FIND has developed a 20-minute, easy to run,
POC assay for detection of N. gonorrhoeae for Lateral flow des,gn
female vaginal swabs and male urine

Antigen target: Outer membrane protein f -?})}/ ’(;}(/

Goat anti-mouse
Test Llne Control Line

Analytical sensitivity (LOD): 1x103 — 5x103 CFU/mL ConugstePad | | e
depending upon NG strain and preparation |

MNitrocellulose
membrane (25mm)

NG Antigen &

Inclusivity: 32 NG strains (ATCC, NCTC, WHO, ZeptoMetrix),
NG
all NG strains detected at LOD Fluorescent ‘(:)‘

conjugate

Cross-reactivity: 21 non-Neisseria pathogens/
microorganisms negative; 38 Neisseria species: cross-reactive
with N. meningitidis, N. lactamica, N. polysaccharea

Stability: Shelf-life min. 1 year @ 40C/70%RH
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Clinical evaluation in symptomatic patients in South Africa
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Results

Symptomatic men

Performance

Symptomatic women

Performance

Sensitivity | 95% (92% — 99%) Sensitivity | 92% (83% — 100%)

Specificity | 97% (93% — 100%) Specificity | 96% (93% — 99%)
Minimal requirement Optimal requirement

Sensitivity >80% >90%

Specificity >95% >98%

Time to result < 30 minutes < 10 minutes

Dr Remco Peters, symposium 13, Wednesday 7 September, 10:30, Kalala Conference Room
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What next?

(1 NG POCT evaluation in asymptomatic patients
d Technology transfer and go to market strategy
(d URGENT regulatory pathways

J CT development

J AMR NG test
1 Other STls: HPV screening, syphilis/HIV self testing...
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THANK YOU

Contact: cecilia.ferreyra@finddx.org

FIND »»

Diagnosis for all
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https://twitter.com/FINDdx
https://www.linkedin.com/company/finddx/
https://www.facebook.com/FIND-224648950882126/?ref=hl
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