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VISION FOR RDST

Use Cases

Research
Surveillance
Clinical
Diagnostic

WGS (centralized)
Targeted NGS (personal)
Probe-based (POC)
Culture-based (confirm)

Global Data 
Contributions

Standards Policy

Rapid DST
Consortium

Geno/Pheno/Clinical
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DIAGNOSTICS: THE ‘UGLY STEPCHILD’ OF GLOBAL HEALTH

Kessel M. Sci Trans Med 2014
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http://www.theguardian.com/society/2016/may/19/no-antibiotics-without-a-test-says-report-
on-rising-antimicrobial-resistance?CMP=share_btn_tw

GLOBAL CONCERN OVER AMR
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PRODUCT DEVELOPMENT IS STALLED FOR MANY

GLOBAL HEALTH DIAGNOSTICS

Diagnostic landscape reports for global diseases

• Insufficient investment (money, time)

• Academics and funders are risk-averse

• Inadequate public-private partnerships

• Market forces and decisions

• Regulatory hurdles

End result

1. Likelihood of getting a product across the finish line is 
low

2. Larger diagnostic companies buy out the small number 
of successful entrepreneurs 
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THE IDEAL: SINGLE, LINEAR VALUE CHAIN
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IN REALITY, SEVERAL INTERSECTING* VALUE CHAINS…

• Product development value chain

• Product evaluation value chain (clinical trials and evidence)

• Policy value chain (global and country-specific)

• Implementation value chain (scale up)

• Impact assessment value chain

• All have different stakeholder groups with different agenda 
and goals

*often, these value chains do not intersect and that is a problem!
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THE REAL: FRAGMENTED VALUE CHAIN

McNerney, Diagnostics 2015

Fragmented Market
- POC, triage, monitoring…
- Environmental conditions
- Market forecast and size?

Lack of
gold standard

Lack of regulatory oversight
- Multi-country approval lengthy
- Process not well defined

Developers operate on 
high-volume low markup
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BUT, IF WE WANT TO SOLVE A PROBLEM, WE CAN!

• 80 companies in development & 11 commercial Dx with 
authorization by FDA or WHO 

PCR

Antigen detection

Technology:

Strength of product:

High

Medium

Low

Slide courtesy: Jim Gallarda, BMGF

SOURCE: WHO Selection Of IVD Guidance June 2015, FDA Emergency Use authorizations, Device labels

1 Results from manufacturer-reported contrived clinical specimen studies; 2 Results from WHO clinical 
evaluation vs. RealStar; 3 Sensitivity and specificity; 4 Number of instruments, reagents, and other 
materials required but not provided; 5 Based on analytic studies; 6 Automatic nucleic acid extraction
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EVEN WHEN TESTS EXIST, EMPIRICAL RX IS WIDESPREAD

Slide courtesy: Madhukar Pai (McGill)
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SCALE UP HAS OFTEN DRAGGED ON FOR DISEASES IN LMIC
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ADDITIONAL DIAGNOSTIC IMPLEMENTATION CHALLENGES

• Reducing diagnostic value chain fragmentation

• Defining diagnostic approval process

• Strengthening linkage to care and treatment

• Health care system strengthening (including connectivity)

• Supply chain management

• Adoption of country policy to address local challenges 
(algorithms)

• Maintenance and repair

• Training and retention



13

LOOK AHEAD AT TODAY’S SESSIONS

1. Regulatory and policy: shape country policy and drive markets

– Current thinking from FDA, EUCAST and WHO around use of NGS for TB

– Panel discussion including thoughts from industry leaders

2. What is the business case for developing IVD for addressing 
diseases of global health importance?

– Models for addressing sustainability

– Viewpoints from developers

3. Closing Remarks
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