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• P O S T  C O V I D - 1 9  -  W H AT  E X P E R I E N C E  TAU G H T  U S

LMICs, lower- and middle-income countries.
1. Venkatesan, P. (2020). COVID-19 diagnostics—not at the expense of other diseases. The Lancet Microbe, [online] 1(2), p.e64; 2. Ondoa, P., et al. (2021). Transforming access to diagnostics: how to turn good intentions into action? The Lancet, [online] 0(0). Available 
at: https://www.thelancet.com/journals/lancet/art icle/PIIS0140-6736(21)02182-6/ful ltext; 3. Vandenberg, O., et al. (2020). Considerations for diagnostic COVID-19 tests. Nature Reviews Microbiology, 19(171–183); 4. G7 Pandemic Preparedness Partnership (2021). 100 
Days Mission to respond to future pandemic threats. [online] gov.uk. Available at: https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/f i le/992762/100_Days_Mission_to_respond_to_future_pandemic_threats__3_.pdf; 5. WHO 
(n.d.). Global partnership to make available 120 mill ion affordable, quality COVID-19 rapid tests for low- and middle-income countries. [online] www.who.int; 6. ACT now, ACT together 2020-2021 Impact Report", World Health Organizat ion, April 2021.

CHALLENGES SUCCESSES

Developers initially hindered due to:
• Slow access to samples / reference material
• Lack of clear product requirements
• Insufficient regulatory harmonisation
Lack of demand and supportive policy for affordable, 
fast and accurate diagnostics prior to COVID-191
• Limited evidence to inform policy
• Limited manufacturing capacity
• Market underprepared
Access to accurate tests in LMICs and integration of 
with surveillance networks remain fundamental 
issues2,3

Collaboration between academia and industry3,4

• Automated PCR tests available in 64 days from 
PHEIC

• Rapid diagnostic tests approved in 236 days
Increase demand from Governments, increasing 
manufacturing capacity and capabilities5,6

• Reduced costs for diagnostics
• Increased access for LMICs

https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(21)02182-6/fulltext
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/992762/100_Days_Mission_to_respond_to_future_pandemic_threats__3_.pdf
http://www.who.int/
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Health Sys tem Impact of Rapid Diagnos tic  Tes ts  



Case Study: Mpox



Mpox
• Virus monkeypox (MPXV), genus 

Orthopoxvirus, family Poxviridae
• Same family as variola virus, the cause of 

smallpox
• Historically:

• Classic zoonosis endemic in Africa
• First isolated from a monkey imported to Denmark in 

1958, but monkeys are not a natural reservoir
• The name “monkeypox” is a misnomer and has now 

been changed to mpox
• Thought maintained in small mammals, such as forest 

squirrels, Gambian pouched rats, dormice and others
• Classically 2 clades distinguished by geography and 

virulence: 
• Clade I in Central Africa (CFR ~10%)
• Clade II in West Africa (CFR 1-3%)



Mpox Modes of Transmission
• From animals  to humans

•  Bites  or scratches from infected animals? Hunting 
and food preparation?

• Between humans  
• Close physical contact (sexual or non-sexual) with 

a symptomatic person
• Cutaneous and mucosal lesions, body fluids 

(e.g. serous fluid, pus, or blood from lesions) and 
lesions crusts  are particularly infectious. 

• Mouth ulcers, saliva 
• Fomites: Contact with contaminated clothes, bed 

linens, or kitchen utensils
• Vertical transmission during pregnancy 
• Unclear if transmission possible during the 

incubation periodPersons at elevated risk: household members, family 
caregivers  and sexual partners, health workers without 
adequate personal protection



Clade  
I

Clade  
II

Clade  Ib e t 
IIb

Simultaneous  
epidemics  

• Distinct clades

• Various modes of 
transmission

• Varied risks



Current Global Situation



Mpox Diagnostic Landscape
• 91  L A B - B A S E D  M O L E C U L A R  T E S T S  ( 2 0 2 2 - 2 0 2 3  DATA )

69 regulatory 
achieved tests

Clade(s) detected Sensitivity 
(IFU)

Specificity 
(IFU)

Alinity m MPXV (Abbott) MPX Clade I / MPX 
Clade II 100% 100%

QuantiVirus MPXV Test Kit 
(Dicarta)

MPX Clade I / MPX 
Clade II 100% 100%

Monkeypox Virus Qualitative 
Real-Time PCR (Quest 
Diagnostics)

MPX Clade II n/a n/a

cobas MPXV (Roche) MPX Clade I / MPX 
Clade II 100% 100%

Non-variola Orthopoxvirus 
Real-time PCR Primer and 
Probe Set (US CDC)

OPX 100% 100%

60 CE-IVDD5 US FDA EUA

- No sequencing kits  available (only protocols)

Others 



• F I L L  C R I T I C A L  G A P S  AC R O S S  D I F F E R E N T  H E A LT H C A R E  S E T T I N G S
MOLECULAR DIAGNOSTICS AT the point of care COULD

Technologies suitable to testing infrastructures

Instrument
free POC 

True POC

Near POC

• No instrument or power requirements
• Kits  including disposable sample materials    
• Fully automated tes ting processes  

• No laboratory equipment requirements
• Portable, battery-operated devices  
• Kits  including disposable sample materials   
• Fully automated tes ting process

• Basic lab equipment requirements
• Benchtop/desktop units , mains  power
• Semi-automated tes ting processes  

Increasing accessibility



• T O  C L O S E  T H E  G A P  AT  P O C

Key requirements for new INNOVATIVE diagnostic tools 

Progress
towards universal 

health coverage and 
global health

security

POINT-OF-CARE (POC)

Usable where people live and 
seek care 
(inc l.  c om m unit ie s  a nd  p rim a ry 
c a re  s e t t ings ) 

ACCURATE

Robust and highly sensitive 
results

MULTI-PATHOGEN 

Able to identify multiple 
diseases in one sample

(inc l.  ou tb re a k-p rone  
p a thoge ns )

AFFORDABLE 

Pricing structures
adapted to LMICs

Improved performance

Improved access



30% of 7-1-7  
bottlenecks identified 
were laboratory 
related

• Laboratory Confirmation
• Human Resources gaps for Health
• Delayed Specimen Collection
• Specimen Transportation
• Data entry delay
• New or Unexpected pathogen
• Logistics  and shipment delays
• Scarcity of Diagnostic commodities  (Lab reagents, Rapid 

Diagnostic tests, or specimen collection kits)



• S N A P S H O T  O F  T H E  S TAT E  O F  D I A G N O S T I C S  F O R  W H O  R  &  D  PAT H O G E N S



• PA R A M E T E R S  M E A S U R E D
Definition

Planned market entry Is the test commercially available? 

Development status
Is the test under development? 

Regulatory status Is the test approved by any international medical 
device regulatory Forum (IMDRF) agency?

Laboratory-based Is there a test available for a Reference laboratory? 

Near POC Is the test available for near Point of Care setting?

True POC Is the test available for True Point of Care setting (e.g., 
RDT for PHC? 

*TPP available Is there a diagnostic target product profile available?
*TPP development is  a WHO responsibility





WHO R and D Approach 2024: Start 
with the Viral families



D I S R U P T I N G  T H E  T R A D I T I O N A L  T R A D E - O F F  B E T W E E N  P E R F O R M A N C E  A N D  A C C E S S I B I L I T Y

Improved access

Improved performance

Hospital/laboratoryPrimary careCommunity 

Today, new innovations 

mean high-quality testing 

is getting closer and 

closer to the point-of-care 

where people can most 

readily access it



TH E D IAG N O S TIC  P REP ARED N ES S  RO AD MAP  TO  EN ABLE TH E 1 0 0  DAYS  
MIS S IO N

Accele rate  product Res earch & 
Deve lopment

Develop novel diagnostic 
platforms 

Build prototype diagnostic 
library for 10 pathogens

Establish clinical reference 
standards

Streamline  evidence  generation 
and regulatory approval

Integrated global 
biobanking network

Establish global clinical 
trial and product evaluation 
network

Formalize pathway to 
enable collaborative 
product registration

Strengthen s urve illance  and 
community-bas ed te s ting 

infras tructure

Strengthen global disease 
surveillance

Normalize point-of-care 
testing programmes

Support digital connectivity 
and diagnostic network 
optimization

Es tablis h warm bas e  for 
manufacturing and re liable  pull 

mechanis m

Support development of 
regional manufacturing 
hubs

Institute reliable pull 
mechanism
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Advocacy for evidence-based policy, equitable  acces s  and universa l hea lth coverage





• T O  A C C E L E R A T E  D E V E L O P M E N T  A N D  A C C E S S  O F  I N N O V A T I V E  M O L P O C  F O R  R E S O U R C E  
L I M I T E D  S E T T I N G S  

Build the business case for 
Resource limited setting

De-risk investment

Partner Matchmaking • Introducing companies each others to build 
innovative solutions

1

2

3

Open cartridge system • Collaborating with manufacturers to explore the open 
cartridge model for Decentralized Molecular testing4

• Working with TGF, Medaccess, WHO, companies and 
countries to pave the way for market introduction  

• Investing to develop fit for purpose tests for resource 
limited settings

Priority actions



Regulatory Innovation is necessary for access!



Key Messages
Access to diagnostics  is  an equity issue; the global diagnostic gaps are s ignificant

Surveillance cannot be effective without access  to diagnostics

Regulatory bottlenecks have become exacerbated post-COVID-19 and can potentially stifle the introduction of 
innovative solutions

Modelling has demonstrated the potential impact of introducing diagnostics   in early detection and control (flattening 
the curve)

More integrated diagnostic approaches are needed: including collaboration between human, animal and wildlife

Access  to biostocks, biobanks are critical for development of new diagnostics; global considerations need to be 
addressed
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THANK YOU FOR 
LISTENING

Acknowledgement: I am grateful to colleagues who allowed me to share their slides; also references available on 
request via emmanuel.agogo@finddx.org or e.agogo@outlook.com
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