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S E E K S  TO  E N S U R E  E Q U I TA B L E  AC C E S S  TO  R E L I A B L E  D I AG N O S I S  
A R O U N D  T H E  WO R L D  

F I N D ,  T H E  G L O B A L  A L L I A N C E  F O R  D I A G N O S T I C S  

Save 1 million lives 
through accessible, 
quality diagnosis 

 

Save US$1 billion 
in healthcare costs to 
patients and health systems 	

Empower 10+ countries 
with diagnostic data to inform 
policy and care 

  2021 STRATEGY: EXPECTED IMPACT 

We connect countries and communities, funders, decisionmakers, 
healthcare providers and developers to spur diagnostic innovation 
and make testing an integral part of sustainable, resil ient health 
systems 
 
•  Established in 2003 as a product development & delivery 

partnership 
•  Co-convener of the Access to COVID-19 Tools (ACT) Accelerator 

Diagnostic Pil lar 
•  WHO Collaborating Centre for Laboratory Strengthening & 

Diagnostic Technology Evaluation 
•  WHO SAGE-IVD member 
•  ISO-certif ied quality management system for IVD clinical tr ials 
•  Governance: Board of Directors & Scientif ic Advisory Committee 
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WO R K I N G  TO  H A R N E S S  I N N OVAT I O N ,  S E C U R E  AC C E S S  &  D E P LOY  
A F FO R DA B L E ,  Q UA L I T Y  P O I N T - O F - C A R E  T E S T S  

T H E  A C C E S S  T O  C O V I D - 1 9  T O O L S  ( A C T )  A C C E L E R A T O R  D I A G N O S T I C S  P I L L A R  

Facilitation group to oversee and report progress, mobilize resources and engage with stakeholders 

Health Systems 
Connector 

Coordination hub at WHO 

Vaccines Pillar Therapeutics Pillar Diagnostics Pillar 

• Research 
• Foundations 
•  International 

organizations 

•  Industry 
• Funders 
• Regulators 

WHO leads on product 
allocation 

• Research 
• Foundations 
•  International 

organizations 

•  Industry 
• Funders 
• Regulators 

WHO leads on product 
allocation 

• Research 
• Foundations 
•  International 

organizations 

•  Industry 
• Funders 
• Regulators 

WHO leads on product 
allocation 
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MANY  S HARED CHALLENGES  

WHO R&D BLUEPRINT PATHOGENS 

Critical/important gaps across all, except for the three 
pathogens with recent high-profile outbreaks (Ebola, 
SARS, Zika, and now COVID-19) in which international 
focus/funding led to prioritized development of validated 
diagnostics 
 
Overall, lack of focused support for research and 
development (R&D) in the absence of an event, prevents 
rapid detection of outbreaks, leading to increased loss of 
life and donor expenditure and the absence of 
sustainable diagnostic solutions 

Source: Kelly-Cirino et al. https://gh.bmj.com/content/4/Suppl_2/e001179 
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Tedros Adhanom 
Ghebreyesus, WHO 

Angela Merkel, 
Germany 

John Nkengasong, Africa CDC 

Te s t ,  t e s t ,  t e s t ”  

I f  w e  a s k  o u r s e l v e s   
w h a t  h a s  b e n e f i t e d  u s  
i n  t h i s  f i r s t  p h a s e  o f  t h e  
s p r e a d  o f  t h e  v i r u s ,  i t  i s  
o u r  h i g h - t e s t  c a p a c i t i e s ,  
a n d  t h e  d e n s e  
l a b o r a t o r y  n e t w o r k ”  

I f  y o u  d o n ’ t  t e s t ,  
y o u  w o n ’ t  f i n d ”  

“ 

“ 

“ 

COVID-19 has placed  

testing in the spotlight 
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S A R S - C OV - 2  T E S T I N G  P O R T FO L I O  
S U P P O R T I N G  C O N T A I N M E N T  I N  A  P A N D E M I C  

  Antigen rapid diagnostic 
tests (RDTs) 

  Lab-based molecular 
testing 

  Sequencing 
  Lab-based SNP detection 

  Antibody RDTs 

Clinical diagnosis Surveillance Vaccine efficacy / 
seroprevalence 

  Lab-based antibody testing 
  (ELISA, automated IA)  

  Decentralized molecular 
testing platforms 

  Decentralized immunoassay 
platforms 
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S P E E D  O F  C OV I D - 1 9  A N T I G E N  R DT  I N T R O D U C T I O N  H A S  B E E N  
U N P R E C E D E N T E D  C O M PA R E D  W I T H  A N Y  OT H E R  R DT   

Within 6 months of 

EUL-listing: over 

30 million Ag 

RDTs have been 

procured across 

Dx Supply 

Consortium 

partners only3 

1. SD Biosensor STANDARD Q COVID-19 Ag Test. 2. Abbott Panbio COVID-19 Ag Rapid Test Device (NASAL) 3. Global Fund, GDF/StopTB, PAHO, UNDP, Unicef, WHO 
Source: WHO EUL, Malaria Journal (all accessed 15 March 2021) 

Dec 2019:  
Cluster of "pneumonia 
of unknown cause" 
identified in Wuhan 

July 2020: 
FIND/Unitaid issue EOI to 
bring lower cost Ag RDTs 
with regionalized 
manufacturing to LMICs 

Mid September 2020: 
WHO releases interim 
guidance on the use of  
rapid antigen tests 

Early January 2020: 
Genetic sequencing 
shared 

October 2020: 
Countries start using rapid 
antigen tests in healthcare 
settings and beyond, together 
with PCR 

November 2021: 
WHO issues EUL: first rapid 
point-of-care reader-free Ag test 
with easier sample collection 
(nasal)2  

End September 2020: 
WHO issues EUL: first rapid point-
of-care reader-free Ag test1 

120m volume guarantee for 
LMICs announced under ACT-A 

January 2021: 
FIND/Unitaid announce first 
EOI agreement: with PMC, 
bringing Ag RDTs price down 
to US$2.50 per test 

Emergence of malaria RDTs into 
largely unregulated markets and with 
uncertain performance 

WHO requirement for RDTs 
to be pre-qualified 

Development of coordinated 
effort to quality control RDTs pre 
& post purchase 

Early 1990s 1999 2018 2002 

WHO first meeting on 
rapid diagnostic 
testing 

Early 2000s 

Rapid expansion in 
number of products Example: malaria 

RDT timeline 
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FO R  A L L  T E S T  T Y P E S  
C O M P R E S S E D  T I M E L I N E S  F O R  

PCR kits (lab-developed and commercial)  
•  February 2020: LDTs available 
•  29 February: f irst IVD test (CDC) obtained FDA EUA;  

9 total with FDA EUA by end of Apri l  2020 
•  3 April 2020: f irst WHO EUL test l isted (Roche);  

12 total by end of June 2020 
 
Antibody tests 
•  16 March 2020: FDA published guidance permitt ing 

developers to market their tests without an EUA provided 
the test was validated, FDA was notif ied, and test reports 
included information about l imitations; policy reversed on 
4 May 2020 

•  15 April 2020: f irst lab-based test (ELISA) obtained FDA 
EUA 

•  1 April 2020: f irst RDT obtained FDA EUA 
 
Point-of-care molecular tests  
•  20 March 2020: f irst test obtained FDA EUA (Cepheid 

Xpert), fol lowed by 27 March 2020 (Abbott ID Now) 
•  23 June 2020: f irst WHO EUL test l isted (Cepheid Xpert) 
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M O L E C U L A R  T E S T S  FO R  S A R S - C OV - 2  

Lab-developed tests (LDT) Open, manual kits Closed, proprietary tests & platforms 

Test format and 
quality 

•  Lab develops their own testing protocol 
sourcing basic ingredients separately 

•  Lab is responsible for verifying the accuracy 
of the test and ensuring consistent quality of 
testing 

•  Commercial company supplies a kit with all the 
basic ingredients and is responsible for 
ensuring their quality 

•  Lab is responsible for ensuring consistent 
testing quality 

•  Commercial company supplies a test where all the 
basic ingredients are already combined, ensures 
accuracy and quality of the test and has built-in QC 
to enable monitoring of consistent test quality 

Sample type & 
extraction  

•  Viral RNA has to be extracted separately 
then added to PCR test 

•  Viral RNA has to be extracted separately then 
added to PCR test 

•  Usually, extraction and PCR reaction are all 
integrated 

Time to result •  Minimum 3–5 hours •  Minimum 3–5 hours •  Minimum 1 hour 

Pros •  Usually the fastest to develop in a more 
experienced lab 

•  Not reliant on a particular test supplier 

•  Compatible with a range of lab equipment 
•  Can leverage existing personnel and 

infrastructure familiar with PCR 

•  Enables more automation ranging from high-
throughput centralized testing to lower-throughput 
more decentralized testing; can leverage existing 
install-base and trained personnel, if available 

•  More built-in QC, therefore higher confidence in 
quality of results 

Cons •  Requires separate nucleic acid extraction 
•  More prone to variability and requires QC 

and QA of test reagents and end-users 

•  Requires separate nucleic acid extraction 
•  Requires well-trained staff and frequent 

proficiency testing to ensure quality 

•  Requires procurement of new machinery if no 
existing install-base or new space capacity 

Example •  Charité protocol, CDC protocol  •  TIB Molbio, Altona  •  GeneXpert, Abbott ID Now, Molbio 

Three main categories of molecular test for SARS-CoV-2; all are performed in labs and rely on sample collection/transport/result return systems to 
ensure decentralized access to testing 
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A N T I G E N  A N D  A N T I B O DY  T E S T S  FO R  S A R S - C OV - 2  

Antigen (Ag) Antibody (Ab) 
IgM or IgG; preferentially IgM & IgG 

How does it work •  Directly detects the presence of the virus, indicating 
ACTIVE infection 

•  Detects the body’s immune response to the virus, in the form 
of antibodies, which are present during ACTIVE infection and 
persist to indicate PREVIOUS infection 

Most common uses •  Screen/triage patients who have ACTIVE infection and 
exclude individuals who are uninfected 

•  May be considered to monitor active infection and recovery 

•  Identify people who have been exposed to the virus and have 
immunity* 

•  Insufficient data on whether can be used to rule in or rule out 
ACTIVE infection 

Ø A positive test in the presence of symptoms is likely 
consistent with COVID-19 

Sample type •  Nasopharyngeal, nasal, or oropharyngeal swab; potentially, 
oral fluid and stool  

•  Finger stick blood, venous blood; potentially, oral fluid  

Where & who 
performs •  Trained healthcare workers, wearing appropriate PPE in decentralized points of need 

Test formats and 
examples 

•  Lab-based: manual ELISA, automated immunoassay 
platforms 

•  Decentralized: rapid diagnostic tests (RDTs) 

•  Lab-based: manual ELISA, automated immunoassay 
platforms 

•  Decentralized: rapid diagnostic tests (RDTs) 

* Insufficient data on the duration/level of protection conferred by immunity 
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S E Q U E N C I N G  –  VA R I A N T S  O F  C O N C E R N  R E P O R T E D  G LO B A L LY  

Source: WHO Weekly Epidemiological Update, 11 May 2021 

B.1.617 lineage B.1.1.7 (VOC 202012/01) 

B.1.351 (501Y.V2) P.1(B.1.1.28.1) 
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W H O  G U I D E  O N  G E N O M I C  S U R V E I L L A N C E  H I G H L I G H T S  F I V E  
P R I O R I T Y  A R E A S  FO R  S A R S - C OV - 2  

1 

2 

3 4 

5 

Sequencing capacity building 
  e.g. validate and compare different 
sequencing & data analysis 
strategies, training and technical 
support 

  Sequencing programme 
framework 
  e.g. stakeholder engagement, 
resource mapping, technical and 
operational considerations 

  Technology assessment / R&D  
  e.g. identify optimal NGS 
workflows to facilitate adoption in 
LMICs, improve and validate tools 
for rapid NGS data analysis 

  Advocacy & education 
  e.g. raise public awareness on 

value of sequencing, training and 
support for scientists to 

communicate findings effectively 

  Bioinformatics & data sharing 
  e.g. improve practices to facilitate 
rapid data sharing and set up data 

accreditation standards 
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I M PAC T  O F  VO C  M U TAT I O N S  O N  D I AG N O S T I C  TA R G E T S  

ORF1ab S (spike) ORF 
3a E M ORF 

6a-8 N
O
R
F 
10 

0 5000 10,000 15,000 20,000 25,000 

Mutations in B.1.3511 
Mutations in VOC202012/012  

28887C>T 
25904C>T 28977C>T 

28280 GAT>CTA 

1059C>T 

5230G>T 

8660C>T 

8964C>T 

10323A>G 13843G>T 17999C>T 3267C>T 5388C>A 

6954T>C 11288–96 del 

21765–70 del 

21991–3 del 

21614C>T 

21801A>C 

22206A>G 

22287T>A* 

22286–94 del* 

22299G>T 

22813G>T 

24506T>G 

24914G>C 

23271C>A 

23604C>A 

23709C>T 

23012G>A 

23664C>T 

25563G>T 

26456C>
T 

27972C>T 

28048G>T 

28111A>G 

23063A>T 

Assays targeting ORF1a gene: 
•  Atila iAMP® COVID 
•  Wantai SARS-CoV-2 
•  BGI 2019-nCoV 
•  SARS-COV-2 R-GENE® 
•  AccuPower® SARS-CoV-2 
•  ExAmplar COVID-19 
•  VIASURE SARS-CoV-2 
•  DAAN 2019-nCoV 
•  EURORealTime SARS-CoV-2 
•  GeneFirst 2019-nCoV 
•  RADI COVID-19 
 
•  PerkinElmer® SARS-CoV-2 
•  Primerdesign Ltd. COVID-19 

•  Sansure 2019nCoV 
•  STANDARD M nCoV 
•  Allplex 2019-nCoV 
•  Kehua SARS-CoV-2 
•  TaqPath COVID-19 
•  ViroKey SARS-CoV-2 
•  Roche cobas® SARS-CoV-2 
•  Abbott RealTime SARS-CoV-2 
•  Hologic Aptima® SARS-CoV-2 and 

SARS-Cov-2 (Panther Fusion) 
•  TrueNat SARS-CoV-2 

 

Assays targeting S gene: 
•  RealStar® SARS-CoV2 
•  RADI COVID-19 
•  TaqPath COVID-19 

Assays targeting E gene: 
•  RealStar® SARS-CoV2 
•  AccuPower® SARS-CoV-2 
•  ExAmplar COVID-19 
•  RIDA GENE SARS-CoV-2 
•  STANDARD M nCoV 
•  Alllex 2019-nCoV 
•  Kehua SARS-CoV-2 
•  ModularDx SARS-CoV 

(COVID-19) 
•  Xpert Xpress SARS-CoV-2 
•  Roche cobas® SARS-CoV-2 
•  TrueNat SARS-CoV-2 

Assays targeting N gene: 
•  Atila iAMP® COVID 
•  Wantai SARS-CoV-2 
•  SARS-CoV-2 
•  SARS-COV-2 R-GENE® 
•  VIASURE SARS-CoV-2 
•  DAAN 2019-nCoV 
•  EURORealTime SARS-

CoV-2 
•  GeneFirst 2019-nCoV 
•  PerkinElmer® SARS-CoV-2 
•  Sansure 2019nCoV 
•  Allplex 2019-nCoV 
•  Kehua SARS-CoV-2 
•  Xpert Xpress SARS-CoV-2 
•  TaqPath COVID-19 
•  Abbott RealTime SARS-

CoV-2 
•  Rapid antigen RDTs 

* Mutation and deletion at same site disputed. 1. Tegally H et al. medRxiv 2020. doi: 10.1101/2020.12.21.20248640; 2. Public Health England. 
www.gov.uk/government/publications/investigation-of-novel-sars-cov-2-variant-variant-of-concern-20201201 (Accessed 4 January 2021) 
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DIAGNOS T ICS  L IFECYCLE ,  FROM D IS COVERY  TO  IMPLEMENTAT ION  
H I G H - Q U A L I T Y  S T U D I E S  T H R O U G H O U T  T H E  

Discovery & 
research Development Validation & verification Demonstration Variable country-level 

assessment 

Design lock 
Stringent regulatory approval and/

or pre-qualification 
National regulatory 

verification 
National policy 

approval 

Feasibility  
 
Proof of principle 

Analytical 
performance 
 
Human factors & 
usability 

Risk, novelty, 
intended user & 
intended use 

 
 
Analytical 
validation, stability, 
transport stress, 
shelf life 
(manufacturer) 

Clinical 
performance 
verification 
(comparison), 
usability, 
test cost 

Evidence weighted 
decision making 
 
GRADE & EtD 
assessment using 
PICO framework 
 
Implementation 
requirements 
 
Public consultation 
 

Lab suitability 
(correct and 
appropriate use; 
competency; 
maintenance & 
disposal) 
 
Health technology 
assessment  
 
Cost of testing 

Pre-qualification 
risk-based 
approach 
(evidence of safety, 
quality, and 
performance for 
use in LMICs 
including: benefits 
and risks, and 
operational utility 
of the IVD) 
 
 

Global policy 

Quality assurance – GXP; FIND is ISO 13485 certified 
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F I N D  I N D E P E N D E N T  E VA LUAT I O N S  TO  S U P P O R T  U S E  O F  C OV I D - 1 9  T E S T S  

www.finddx.org/covid-19/sarscov2-eval 
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F I N D  I N D E P E N D E N T  E V A L U A T I O N S  

M O L E C U L A R  T E S T S  

Objectives 
•  Verify analytical sensitivity 
•  Determine clinical performance  
 
Study design 
•  Retrospective study using 

remnant, clinical samples 
 
Status  
•  Conducted between Feb and Aug 

2020 (Europe, Asia) 
•  Total # tests included: N = 22 

manual PCR, N = 2 platform-
based tests  

•  Ongoing work to assess 
performance against new VOCs  

 

EXAMPLE DATA COLLECTED 

www.finddx.org/covid-19/sarscov2-eval 
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F I N D  I N D E P E N D E N T  E V A L U A T I O N S  

A N T I B O DY  T E S T S  

Objective 
•  Determine clinical performance  
 
Study design 
•  Retrospective study using 

remnant, clinical samples 
 
Status  
•  Conducted from Q2 2020 to 

Q1–2021 in 10 sites (Europe, 
N America, S America, Africa) 

•  Total # tests included: N = 35 
RDTs, N = 16 ELISAs 

 

SENSITIVITY & SPECIFICITY ESTIMATES OBTAINED 

www.finddx.org/covid-19/sarscov2-eval 
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F I N D  I N D E P E N D E N T  E V A L U A T I O N S  

A N T I G E N  R DT S  

Objectives 
•  Verify analytical sensitivity 
•  Determine clinical performance  
 
Study design 
•  Prospective study  
 
Status  
•  Ongoing in 9 sites (Europe, 

South America, Africa, Asia)  
•  Total # tests included: N = 23 
 

EXAMPLE RESULTS: STANDARD Q COVID-19 AG TESTS (SD BIOSENSOR) 

www.finddx.org/covid-19/sarscov2-eval 

Clinical 
performance 

Analytical 
performance 
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A N T I G E N  R D T S  A R E  A N  

E A SY-TO - U S E ,  A F FO R DA B L E  C O M P L E M E N T  TO  M O L E C U L A R  T E S T I N G  

Antigen RDTs 
Used for early detection, patient management and 
surveillance  
 

Molecular tests (PCR) 
Used for patient management 
 

Lower accuracy 

Administered at point-of-care or home settings  

Can be scaled with appropriate funding 

Rapid turnaround: under 30 min 

More affordable 

Slow turnaround: often 48h+  

Require labs & trained health workers 

Challenging to rapidly scale in LMICs 

High accuracy 

More expensive 

Note: The estimated test split was informed by the necessary trade-off between testing accuracy, speed to result, ease of use and affordability and was calculated based on four use cases (triage and confirmation of 
symptomatic severe cases, triage and confirmation of symptomatic mild cases, triage of asymptomatic at-risk cases and surveillance of asymptomatic cases). For patient triage, it is assumed that a split of 85% RDT 
(preferably Ag) and 15% molecular will be used; for surveillance, it is assumed that only antibody RDTs are used; antibody RDTs can be substituted with ELISA. 

900m 
Tests needed over the 

next 12 months in 
LMICs  

20% 80% 
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W H O  TA R G E T  P R O D U C T  P R O F I L E  ( T P P )  FO R  A N T I G E N  R DT S  

For a point-of-care test 
for suspected COVID-19 
cases and their close 
contacts, to diagnose 
acute SARS-CoV-2 
infection in areas where 
reference assay testing 
is unavailable, or 
turnaround times obviate 
its clinical utility 
 

KEY FEATURE ACCEPTABLE DESIRABLE 

Target use setting Outside laboratories Self-administered, or by 
trained lay workers 

Clinical sensitivity ≥80% (initially >70%) ≥90% (initially >80%) 

Clinical specificity ≥97% ≥99% 

Specimen type 
 

NP, OP, nasal (mid-
turbinate), sputum 

Nasal (anterior nares), 
saliva/oral 

Time to result ≤40 mins ≤20 mins 

Test kit stability 12 mos at 4–30°C 18–24 mos at 4–40°C 

Need for equipment Handheld or benchtop Not required 

Source: WHO Target product profiles for priority diagnostics to support response to the COVID-19 pandemic v.1.0. First 
published 31 July 2021; revised 28 September 2021 
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W H O  TA R G E T  P R O D U C T  P R O F I L E  ( T P P )  FO R  A N T I G E N  R DT S  

KEY FEATURE ACCEPTABLE DESIRABLE 

Target use setting Outside laboratories Self-administered, or by 
trained lay workers 

Clinical sensitivity ≥80% (initially >70%) ≥90% (initially >80%) 

Clinical specificity ≥97% ≥99% 

Specimen type 
 

NP, OP, nasal (mid-
turbinate), sputum 

Nasal (anterior nares), 
saliva/oral 

Time to result ≤40 mins ≤20 mins 

Test kit stability 12 mos at 4–30°C 18–24 mos at 4–40°C 

Need for equipment Handheld or benchtop Not required 

Source: WHO Target product profiles for priority diagnostics to support response to the COVID-19 pandemic v.1.0. First 
published 31 July 2021; revised 28 September 2021 

 
 
 
 
 

Regulatory 
authorized 

267 
 

WHO EUL 
3 
 
 
 
 
 
 
 
 

In development 
42 

In validation 
50 

Total: 359 

FIND independent evaluation of 
products that have received WHO EUL 

TEST 
CLIN. 
SENS.  

% 

CLIN. 
SPEC 

%. 

Abbott  
(Panbio) 

85-91 
[88-93] 

>99 

SD Biosensor 
(STANDARD Q) 

77-89 
[88-92] 

>99 

PMC  
(Sure Status) 

 91 
[94] 

>97 

Only studies from same sites included (CH, DE). 
Range provided for various sites. [#] denotes 
sensitivity for Ct<33. Only specimens under EUL 
included. Detailed reports can be found at: 
www.finddx.org/sarscov2-eval-antigen/ 
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A N T I G E N  R DT S  A S  S C R E E N I N G  TO O L S  I N  D I AG N O S T I C  A LG O R I T H M S  

•  With Ag RDT screening and 
PCR confirmation, most of 
the positives (2%) can be 
identified early, isolated, and 
treated 

•  97% of the population can 
resume economic activity 

•  Serial testing could mitigate 
false positivity challenge 

•  Alternate testing strategies 
entail a long time to result 
leading to ineffective follow-
up action and high costs1 

 

TESTING ALGORITHM FOR ANTIGEN RDT 
 

Source: Country MOH guidelines, representative of most national guidelines for COVID-19 testing;  
1. Further evidence generation is required for data-driven advocacy 
 

Antigen RDT (those who benefit from antigen rapid test)  
(symptomatic, contact or suspected case of COVID-19 and those listed above)   

Collect nasopharyngeal sample 

Positive result1*  Negative result2*  

Confirmed  
COVID-19 infection 

If patient no symptoms,  
report as negative 

If patient has symptoms, 
request for RT PCR 

 
Proceed as MOH 

 

If RT PCR negative,  
report as negative 

 

If RT PCR positive-confirmed 
PCR treat as per MOH 

management guidelines 

N = 10,000 
Prevalence = 2% 

N = 258 N = 9,742 

160 true pos 
98 false pos 

9,702 true neg 
40 false neg 

Risk of false neg mitigated 
with PCR testing 
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AC T - AC C E L E R ATO R  E N A B L E D  AC C E S S  PAC K AG E  O F  T WO   
W H O - A P P R OV E D  A N T I G E N  R DT S  BY  S E P T E M B E R  2 0 2 0  

Volume 
guarantee of 
120m tests for 
LMICs for the 
next 6 months 
with Abbott & 
SD Biosensor 

  Quality-assured 
products 

receiving EUL 

Guidance 
on the use 
of Ag RDTs 

  Work to catalyse 
country uptake of 
new tests 

Initial funding of 
US$50m for 

procurement from 
the Global Fund 

(with more to come) 

  R&D to evaluate 
performance, 
easier-to-collect 
sample types and 
scale-up 

Integrated 
package to 

scale 
Ag RDTs 
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I M P R OV E  AC C E S S  TO  A N T I G E N  R DT S  
FO R  L M I C S  

A C T - A C C E L E R A T O R  E O I  

Accelerating development and market 
entry of improved, quality-assured 
SARS-CoV-2 antigen RDTs for 
expanded use in LMICs 
 
Rapidly creating the supply conditions 
(manufacturing capacity, diversity of 
supplier base, affordability) to meet 
the needs of LMICs 
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E O I  F O L L O W E D  A  C O M P R E S S E D  T I M E L I N E  

F I R S T  C O N T R AC T S  F I N A L I Z E D  I N  D E C E M B E R  2 0 2 0  

1. 30+ reviewed by 
independent panel of 
external experts 

2. 5–7 discussed in detail 
by Investment Committee 

3. 4 finalists with signed 
contracts  

 

100+ applications received 



30 

I N V E S T M E N T S  R E F L E C T E D  T WO  E O I  G OA L S  

Initial investments finalized: US$2.50/test including price matching agreement and larger supplier base in Q1 2021 

Premier Medical Corporation (PMC) 
Investment in manufacturing capacity 
expansion and automation to scale up low-cost 
production in exchange for ensured access 
pricing and test volume for LMICs  

Partnership between established US RDT 
developer and local Brazilian 
manufacturer for tech transfer, focusing 
on LatAm region 

Partnership between West African 
manufacturer and British manufacturer for 
technology transfer 

Short-term: investments in R&D and tech transfer 
agreements for lower-cost tests; continued utility 
improvements with shift to nasal & clearer temperature 
stability 

Global supply of $2.50/test starting Q1 2021, with volumes 
available of 20M tests/month by Q3 2021 

Long-term: strengthening local manufacturing capacity & 
support for product transfer 

Capacity expansion to 80M tests/year (LMICs) 
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AC T I V E  I N T E R V E N T I O N S  H AV E  LOW E R E D  T H E  P R I C E  O F   
Q UA L I T Y - A S S U R E D  A N T I G E N  R DT S  FO R  L M I C S  

R&D investments 
•  Investments in local manufacturing 

and automation to increase  
eff iciency to scale capacity 

 
Market-shaping interventions 
•  Coordination negotiations across 

procurement organizations   
•  Investments in key suppliers and 

support for regulatory processes 
increased number of high-quality 
suppliers in the market 

 
Policy guidance and development 
•  Support to generate new policy 

guidance and rapid uptake of products 
to ensure adequate pull  
in the market  

 

PRICE OF QUALITY-ASSURED* ANTIGEN RDTS OVER TIME 
 

*WHO Emergency Use Listed 
Source: Diagnostics Consortium for COVID data as 27 April 2021 
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M A I N  R E S E A R C H  TO P I C S  R E M A I N I N G  FO R  A N T I G E N  R DT S  

Less invasive sample types to increase access  
Is there enough Ag in saliva?  
Is it complexed with antibodies? 

Impact of VOCs in performance 
Is there selective pressure for N mutations at 
immunodominant epitopes? 

Need for standards to enable performance 
comparisons, lot release, and in-country QC 

Improved shelf- l i fe to facil i tate implementation in 
harsher environments (e.g. >30°C) 

Improved analytical sensit ivity (better antibodies, novel 
detection schemes) 

 

Evidence generation in-country to support policy 
development 
 
Frequent testing with antigen RDTs to enable a robust 
test-trace-isolate strategy and support l i f t ing 
restrictions 
 
Expanded use cases in non-tradit ional healthcare 
sett ings (border crossings, pharmacies, workplaces) 
 

Technology R&D Implementation studies and 
operational research 



THANK YOU 


