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Rapid Acceleration of Diagnostics (RADx)

$1.5B to NIH; $500 Million to NIBIB

Francis Collins         Larry Tabak     Rachael Fleurance     Rick Bright         Tara Schwetz       Jill Heemskerk
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RADx Tech & ATP Goals

• Home-based
• Point of Care (POC)
• Laboratory (CLIA, research)

1) Expand COVID-19 Testing Technologies: Number, Type and Access
2) Optimize Performance: Technologic and Operational; Match Essential “Use Cases”

Test Settings

U.S. Tests/Day
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RADx Tech & ATP Goals

1) Expand COVID-19 Testing Technologies: Number, Type and Access
2) Optimize Performance: Technologic and Operational; Match Essential “Use Cases”

Test Settings

RADx 
Launch: 
~250k/day

Innovation
1) Separation/concentration 
2) Fluidics
3) Chemistries, e.g. CRISPR
4) Labels, Reporters
5) Readout Tech
6) Miniaturization
7) Automation

• Home-based
• Point of Care (POC)
• Laboratory (CLIA, research)

U.S. Tests/Day





Focus: 
Microsystems-engineere
d technologies including 

microchip-enabled 
devices.

Affiliation:
Emory and

Georgia Tech

Focus: Technologies 
designed to meet the 

clinical needs of people 
who live with HIV/AIDS 

in low- and 
middle-income 

countries.

Affiliation: 
Northwestern

CAPCaT
Focus: Technologies 

that enhance the 
diagnosis, monitoring, 
management, and/or 

treatment of heart, lung, 
blood or sleep disorders.

Affiliation:   
UMASS Lowell

UMASS Medical

JHU

Focus: Point-of-Care 
tests for sexually 

transmitted diseases in 
diverse care delivery 

contexts.

Affiliation:
Johns Hopkins

To develop 
technologies with clinical 

applications using a network 
model that enhances 

complementary 
strengths and builds 

multidisciplinary 
partnerships.

ACME-POCT C-THAN

POCTRN Coordinating Center at CIMIT

Point Of Care Technologies Research Network



www.poctrn.org

NIBIB National Network: 5-6 years for new POC technologies
Established 2007, Expanded 2020: >1000 RADx experts & contributors 

Validation Core

Clinical Studies Core

Scale up Core 

1) Review
2) Funding
3) Expertise
4) Testing

Todd Merchak   Tiffany Lash 

Point-of-Care Technologies Research Network (POCTRN)

Project Tech:
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Testing Platforms Scale Up with Strong RADx Support

Application Viability 
Panel

Deep Dive Work 
Package 1

Work 
Package 2

3000 708 129 46 22

Diagnostic Expert 
Review

48 hours

Promising 
Technology and 
Solution

Diagnostic Expert
Guidance 

7-10 days

Performance
Time-line
Scalability
Risk
User- 
Community

Multifunctional 
Support

4-8 weeks

Regulatory
Verification
Quality
Supply Chain
Clinical Studies
Scale-up plans

Commercialization 
Support

Several Months

Manufacturing
Scale-up
Quality
Supply-Chain
Regulatory
Leadership
Financial
Clinical Studies
Portfolio-Manag
ement

Multidisciplinary Steering Panel of Experts Approves Each Phase

Number of 
Projects

Applicant 
Submission

Days to Weeks

Small Business
Academic
Start-up
Business
- Mid-Size 
- Large 
Other
CRO/Non-Profit



Return to School and Work



Choosing A COVID Test Should Be Simple

Central Lab 
vs

Point Of Care

Symptomatic
vs 

Asymptomatic

Weekly
vs 

Daily



Testing Complexities Impacting Adoption

Test 
Availability 

and 
Quality

Education 
and 

Guidance

Risk 
Reduction
Measures

Cost and 
Decision-Making 

Autonomy



Two Realities Make Testing An Essential Component



Home/Personal Personal use, Family events

Large Scale 
Semi-Contained 

Manufacturing plants, large schools, and potentially large event 
gatherings

Small Scale 
Semi-Contained 

Daycare, Elementary Schools, closed to public businesses 

Large Scale Public Large retail, transportation, large community buildings

Medium/Small 
Scale Public Retail, restaurants, rural community buildings

Healthcare Settings Urgent Care, Retail health, MD offices, testing sites, residential 
communities

Reference Labs Tests sent out for validation, high throughput centralized settings 

COVID Testing Adoption in Non-Traditional Settings



SPECIMEN TYPE

INDICATIONS FOR USE 

SENSITIVITY AND 
SPECIFICITY 

LEVEL OF DETECTION

ASSAY TYPE 

TURN AROUND TIME

ACTIVE INFECTION

REQUIRES CLIA 
PROFESSIONAL

COST PER TEST

ACCURACY: FALSE (+) 
AND FALSE (-)

CLIA CLASSIFICATION
LOGISTICAL 

COMPLEXITY / IMPACT

Users and Experts View COVID Tests Differently

Experts Users

COVID 
Tests



Daycare 
Staff

HighLow Impact
 False Negatives 

Manufacturing
Meat Processing
( High Density)

Large Retail 
Staff

Schools
Faculty/Staff

Healthcare: 
Urgent care

Manufacturing 
Automotive

(Socially Distanced)

Schools
Students 

(Low density)

Daycare Students

Healthcare: 
Ambulatory 

Surgical Center 

Large Retail 
Patrons

Erroneous Test Results Impact Communities Differently
Illustrative

High

Low

Impact 
False Positives 



High

Low

Current
COVID 
Testing  

HighLow Impact of 
Outbreaks

Manufacturing
 High Density

Large Retail 
Staff

Home

Schools
Faculty/Staff

Manufacturing
Socially Distanced

Universities 
Students

Schools
Students 

(Low density)

Restaurants 
Patrons

(Low Density)
Daycare Students

Healthcare: 
Ambulatory 

Surgical Center 

Distribution
Warehouse

Large Retail 
Patrons

Universities 
Faculty

Daycare
Staff

Testing Strategy Need to Align With Impact of Outbreaks

Settings that would 
benefit from 

Increased Testing

Illustrative

Family 
Gatherings 

Impact Within the Setting and Its broader Community



Testing is Only Part of a Broader Equation

Population 
Prevalence

Ability to 
Distance

Testing 
Frequency

Workforce 
Stratification

Test 
Performance

Mask 
Usage

Implement Testing 
Right

Implement Risk 
Mitigation

Paid Sick 
Leave

Ease of 
Access

Mitigate 
Downside

Promote Right 
Behaviors



Projected Testing Need Still Outpaces Capacity

Current Tests 
Reported Per Day

~950K

Earlier Estimates Recent Estimates

Consulting 
Firm



RADx-Tech Projected Portfolio Breakdown



Point of Care

Turn Around Time

Projected Price Per Test

Professional Sample 
Collection

Self/Observed 
Sample Collection 

75%

25%

Antigen

Molecular

20%

80%

RADx-Tech Projected Portfolio Breakdown
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OCTOBER 20, 2PM Eastern
RADx Portfolio of Technologies 
Presented by Dr. Dan Marshak, RADx Executive

October 13, 2020

Rapid Acceleration of Diagnostics: RADx 
Tech

Thanks to the Planning Committee: 
Richard Creager, Albine Martin, Julie Wilkinson, Dan Marshak, Tania Fernandez, and Michael Masterman Smith

OCTOBER 27, 2:30PM Eastern
Closing the Testing Gap: A Panel Discussion 
on the Emerging Innovative Technologies and 
Their Impact on Current Testing Challenges
Moderated by Dr. Bruce Tromberg, Director of NIBIB


