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Rapid Acceleration of Diagnostics (RADX)
Initiative

Challenge

COVID-19 has created a need for accurate, reliable, and accessible
testing on a massive scale. Testing must be:

» User friendly
» Widelyaccessiblein a variety of settings and locations
« Able to detect people who are asymptomatic

Opportunity
RADXx is creating programs to rapidly scale-up testing across the
country and enhance access to those mostin need.

Newer technologies offer user-friendly designs with lower cost and
increased accessibility at home and at the point of care.
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Rapid Acceleration of Diagnhostics (RADX)
Initiative
Supplement Appropriations Language

...not less than $1,000,000,000 shall be transferred to the “National
Institutes of Health—Office of the Director” to develop, validate,
improve, and implement testing and associated technologies; to
~accelerate research, development, and implementation of point of care
- and other rapid testing; and for partnerships with governmental and
nongovernmental entities to research, develop, and implementthe
activities outlined in this proviso...

'r Signed into law, April 24, 2020 | .

.

https://www.nih.gov/news-events/news-releases/nih-mobilizes-national-innovation-initiative-covid-19-diagnostics



https://www.nih.gov/news-events/news-releases/nih-mobilizes-national-innovation-initiative-covid-19-diagnostics

Rapid Acceleration of Diagnhostics (RADX)
Initiative

Goal

Accelerate innovation in, development and commercialization of, and
implementation of COVID-19 testing

Approach

Fund early innovative diagnostic technologies

Advance late-stage diagnostic technologies to expand testing
infrastructure

|dentify effective testing implementation strategies in underserved
populations

Work closely with other government agencies (FDA, BARDA, CDC)

m) National Institutes of Health
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RADXx Overview

____ Project ___ ______ Descipton

KI) RADx Tech Highly competitive, rapid three-phase challenge to identify the best candidates for
X lec at-home or point-of-care tests for COVID-19
RADx-Advanced Rapid scale-up of advanced POC technologies to accelerate and enhance and
W Technology Platforms validate throughput—and support of ultra-high throughput machines and
(RADXx-ATP) facilities
O RADXx-Radical Develop and advance novel, non-traditional approaches or new applications of
= (RADXx-rad) existing approaches for testing

Interlinked community-engaged projects focused on implementation strategiesto
enable and enhance testing of COVID-19 in underserved and/or vulnerable
populations

%7  RADx-Underserved
“4* Populations (RADx-UP)

= Data Build an infrastructure for and support coordination of the various data
Management Support management needs of many of the COVID-19 efforts c



RADXx Tech

RADx Tech Program — $500M

Overarching Goal
Establish a robust R&D pipeline of innovative diagnostic
technologies to increase national testing capacity

Innovate across the testing landscape
Expanding the number, type, access, and throughput of testing
technologies

Optimize technology performance
Develop technology for a range of essential “Use Cases”

* At-home
 Point of Care (POC)
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RADx-Advanced Technology Platforms
(RADXx-ATP)

RADx-ATP - $230M

Overarching Goal

Increase testing capacity and throughput by identifying existing
and late stage testing platforms to achieve rapid scale-up or
expanded geographical placement

* Emphasize differential POC testing to distinguish SARS-Cov-2 vs. influenza
* Establishrapid collaborations with key industry partners

Support Scale-Up of High-
Throughput Labs to Add
Capacity

Scale-up Late Stage

Technologies

m) National Institutes of Health
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Strategy for RADx Tech

Approach
Part | (FY20)

NATIONAL CALL :  PHASE0: . PHASE 1: . PHASE 2: . END OF SUMMER/

FOR INNOVATIVE  °  “Shark Tank™Like . Validation and Risk Review | Clinical Tests, Regulatory ~  FALL 2020
TECHNOLOGIES Rapid Selection Process i Approval, and Scaling Up

Rolling Submissions and
Selections Begin
April 29, 2020
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Part Il (FY20, 21)

Create POCTRN core resources
and working groups for test
validation, clinical, regulatory, and
scale up/manufacturing
challenges

Continue manufacturing scale-up
and distribution of current and
additional tests 8



Strategy for RADx-ATP
Approach

« Leverages RADx Tech POCTRN project submission review
infrastructure and market research to identify applicants of high

potential
» Selection by ATP Team and coordination with federal collaborators

NATIONAL CALL {  PHASE 0: { PHASE 1: i  PHASE 2: ! END OF SUMMER/

FOR INNOVATIVE | “Shark Tank™Like i Validation and Risk Review | Clinical Tests, Regulatory | FALL 2020
TECHNOLOGIES Rapid Selection Process . Approval, and Scaling Up i

Rolling Submissions and
Selections Begin
April 29, 2020

RADx-ATP remains on

T track to provide ~1M
i RN % tests/day by the end of
i December 2020

¥ e
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RADXx Tech & ATP

Phase 2 Awards

A broad range of technologies and approaches have been supported through RADx
Tech and ATP, including POC and lab-based tests and sample prep methods

Tests utilize a range of sample types, methods, and techniques such as RT-PCR, RT-
LAMP, and CRISPR

Tests range from those nearing FDA authorization to those authorized and ready to be
scaled

Diversifying the support for diagnostic technologies enhances the ability to innovate and
develop effective tests for many environments

RADx awards also support programs designed to increase high-throughput testing with
established testing kits and distribution systems

10



RADx Tech & ATP
Phase 2 Awards

Point-of-care tests

MatMaCorp Maxim Biomedical Inc Mesa Biotech MicroGEM International
Lincoln, NE Rockville, MD San Diego, CA Charlottesville, VA
Quidel Talis Biomedical

San Diego, CA Menlo Park, CA

Lab-based tests

Aegis Sciences Broad Institute Ceres Nanoscience Inc Fluidigm

Nashville, TN Cambridge, MA Manassas, VA San Francisco, CA

Ginkgo Bioworks Helix OpCo lllumina Mammoth Biosciences, Inc
Boston, MA San Mateo, CA San Diego, CA South San Francisco, CA
PathGroup Sonic Healthcare USA

Nashville, TN Austin, TX

More details are available here:
www.nibib.nih.gov/covid-19/radx-tech-program/radx-tech-phase2-awards



https://www.nibib.nih.gov/covid-19/radx-tech-program/radx-tech-phase2-awards

RADXx-Radical (RADx-rad)

RADx-rad — $200M

Overarching Goal

Support new, non-traditional approaches and new
applications of existing tools that address gaps in COVID-19
testing and develop platforms that can be deployed in future
outbreaks of COVID-19 and other, yet unknown, diseases

Mechanism

Range of mechanisms including intramural projects, contracts,
cooperative agreements, SBIR/STTR awards, RPGs, and
competitive revisions to support 1-4 years awards

Timeline

 FOAs published early August

» Applicationreceipt dates: Sept 15, 18, 30
« Awards made by end of CY20
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RADXx-rad Research Interests

f
~/

« Wastewater-based detection of SARS-COV-2

==
 —-
c
. —

« Single vesicle, exosome, and exRNA isolation for
the detection of SARS-CoV-2

 Chemosensory testing for COVID-19 screening

* Predicting viral-associated inflammatory disease
severity in children with laboratory diagnostics and
artificial intelligence

m) National Institutes of Health
Turning Discovery into Health®
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RADXx-rad Research Interests

 Multimodal COVID-19 surveillance methods for
high risk populations

* Novel biosensing of biological or chemical
signatures of COVID-19 from skin and the oral cavity

« Automatic, real-time detection and tracing of SARS-
COV-2 with aptamer biosensing and digital
devices

« Multiplexed screening methods with next
generation sequencing to detect SARS-COV-2 viral
gRNA content

m) National Institutes of Health
Turning Discovery into Health®
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RADx-Underserved Populations (RADx-UP)

RADx-UP — $500M

Overarching Goal
Enhance COVID-19 testing among underserved and vulnerable populations

Mechanism

Develop/create a consortium of community-engaged research projects
designed to rapidly implement testing interventions

Strengthen the available data on disparities in infection rates, disease progressionand
outcomes, and identify strategies to reduce these disparities in COVID-19 diagnostics

September— November 2020 Early 2021 - Summer/Fall2021
Phase |: $300M Phase Il: $200M

| | | |

i i 1 i

i i 1 i

: : : :

Build Rapidly implement @ Integrate new @ Expand studies/
infrastructure testing, other advances populations
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RADx-UP Strategies

Expand capacity to test broadly for SARS-CoV-2 in highly
affected populations, including asymptomatic persons

Deploy validated point of care tests as available, including
self-test and saliva-based methods

Inform implementation of mitigation strategies based on
Isolation and contact tracing to limit community transmission

Understand factors that contribute to COVID-19 disparities
and implement interventions to reduce these disparities

Establish infrastructure that could facilitate evaluation and
distribution of vaccines and therapeutics m
Nationsal Insttutes of Health
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Components of RADx-UP

FaS

Collaborative Clinical
Research Network

* Support research centers
and consortia, grants across
the country

* Test strategies for
underserved and vulnerable
populations

%

Social, Ethical, and
Behavioral Implications
(SEBI) Program

* Study range of issues that
may influence access and
uptake of COVID-19 testing

2
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0-0

Coordination and Data
Collection Center
(CDCC)

* Coordinate administrative
aspects of consortium

e Manage data collection,
harmonization, storage,
management

e Facilitate community
engagement

e Offer expertise on testing
technologies

17



RADx Data Management

Data Management Support — $70M

Goal

Develop a platform to integrate data, on individuals and populations,
from a variety of sources, including serology and genetic test results,
output from smart sensors, self-reported clinical symptoms, and EHR
data

Mechanism

« Contract mechanisms — approximately 10 awards for 5 years;
established as hub and spoke model

Timeline

* FOAs for ‘spokes’ published in summer 2020

« Awards made by end of FY20

« Data Hub awarded by end of CY20

m) National Institutes of Health
Turning Discovery into Health®
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RAPID ACCELERATION OF DIAGNOSTICS (RADX)

RADx
On this page

RADx Programs
Overview = Challenge = Opportunity
Funding
Governance
News, Blogs, Videos
Events

Contact Us

Overview

The National Institutes of Health (NIH) launched the Rapid Acceleration of Diagnostics (RADxSM) initiative to speed innovation in the
development, commercialization, and implementation of technologies for COVID-19 testing. Accurate, fast, easy-to-use, and widely

accessible testing is required before the nation can safely return to normal life.

https://www.nih.gov/research-training/medical-research-initiatives/radx



https://www.nih.gov/research-training/medical-research-initiatives/radx
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NATIONAL CALL . PHASE 0:  PHASE 1: . PHASE 2: . END OF SUMMER/

FOR INNOVATIVE i “Shark Tank™Like - Validation and Risk Review | Clinical Tests, Regulatory . FALL 2020
TECHNOLOGIES Rapid Selection Process . Approval, and Scaling Up '

Rolling Submissions and
Selections Begin
April 29, 2020
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RADx-ATP
Phase 2 Awards

The ATP portfolio of POC and 7 high-throughput labs allows for a wide geographical reach of the
different technologies and for dynamic scale-up depending on regional needs
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RADx-ATP Upcoming Milestones and Anticipated

Challenges

ATP awardees and POs will continue to collaborate for proactive identification and resolution of

risks and challenges

Goals for the upcoming months:
« Continue to scale up testing efforts
throughout the fall and winter

« Coordinate EUA approvals for companies
seeking to amend their EUAs to include saliva-
based or at-home testing

« Support awardees as they incorporate
influenza Aand B testinginto COVID-19
testing kits

RADx-ATP remains on track to provide ~1M
tests/day by the end of December 2020

1,200,000
1,000,000
800,000
600,000
400,000
200,000

0

Total Monthly Projected Testing Capacity for
the ATP Portfolio

963,500

846,500 864,500
368,000 373,000 373,000
October November December

Without ATP m With ATP



RADXx-rad Strategies

 Identify unique application of existing strategies
« Support unconventional detection strategies

* Invest in novel technologies, strategies, and devices
that require additional development time

« Enhance access to or usability of COVID-19 testing
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Challenge
COVID-19 has created a need for accurate, reliable, and accessible testing on a massive scale. Testing must be:

User friendly

Widely accessible in a variety of settings and locations 

Able to detect people who are asymptomatic 



Opportunity 
RADx is creating programs to rapidly scale-up testing across the country and enhance access to those most in need. 

Newer technologies offer user-friendly designs with lower cost and increased accessibility at home and at the point of care.

Rapid Acceleration of Diagnostics (RADx) Initiative 
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Rapid Acceleration of Diagnostics (RADx) Initiative 

Supplement Appropriations Language

…not less than $1,000,000,000 shall be transferred to the “National Institutes of Health—Office of the Director” to develop, validate, improve, and implement testing and associated technologies; to accelerate research, development, and implementation of point of care and other rapid testing; and for partnerships with governmental and nongovernmental entities to research, develop, and implement the activities outlined in this proviso…



Signed into law, April 24, 2020

https://www.nih.gov/news-events/news-releases/nih-mobilizes-national-innovation-initiative-covid-19-diagnostics
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Rapid Acceleration of Diagnostics (RADx) Initiative

Goal

Accelerate innovation in, development and commercialization of, and implementation of COVID-19 testing



Approach

Fund early innovative diagnostic technologies

Advance late-stage diagnostic technologies to expand testing infrastructure

Identify effective testing implementation strategies in underserved populations

Work closely with other government agencies (FDA, BARDA, CDC)
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RADx Overview 

		Project		Description

		RADx Tech 		Highly competitive, rapid three-phase challenge to identify the best candidates for at-home or point-of-care tests for COVID-19

		RADx-Advanced
Technology Platforms
(RADx-ATP)		Rapid scale-up of advanced POC technologies to accelerate and enhance and validate throughput – and support of ultra-high throughput machines and facilities 

		RADx-Radical 
(RADx-rad)		Develop and advance novel, non-traditional approaches or new applications of existing approaches for testing

		RADx-Underserved 
Populations (RADx-UP)		Interlinked community-engaged projects focused on implementation strategies to enable and enhance testing of COVID-19 in underserved and/or vulnerable populations

		Data 
     Management Support		Build an infrastructure for and support coordination of the various data management needs of many of the COVID-19 efforts
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RADx Tech

Overarching Goal

Establish a robust R&D pipeline of innovative diagnostic technologies to increase national testing capacity



Innovate across the testing landscape 

Expanding the number, type, access, and throughput of testing technologies



Optimize technology performance 

Develop technology for a range of essential “Use Cases”

	• At-home

	• Point of Care (POC)

	• Hospital

	• Testing Laboratory









RADx Tech Program – $500M
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The goal is to accelerate the development and deployment of millions of additional tests per week by Fall 2020 and significantly broaden accessibility of diagnostic testing in the U.S.



RADx-Advanced Technology Platforms 
(RADx-ATP)

RADx-ATP – $230M

Overarching Goal
Increase testing capacity and throughput by identifying existing 
and late stage testing platforms to achieve rapid scale-up or 
expanded geographical placement

Emphasize differential POC testing to distinguish SARS-Cov-2 vs. influenza 

Establish rapid collaborations with key industry partners

Support Scale-Up of High-Throughput Labs to Add Capacity

Scale-up Late Stage Technologies 

7
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Identify promising late-stage POC technologies that can begin scale-up testing capacity within 4 weeks of award



Support high-throughput laboratories able to process between 100,000-250,000 tests per day



Systems should be reproducible and willing to consider expanding to other geographical areas

7



Strategy for RADx Tech

Approach





Part I (FY20)



Part II (FY20, 21)

Create POCTRN core resources and working groups for test validation, clinical, regulatory, and scale up/manufacturing challenges

Continue manufacturing scale-up and distribution of current and additional tests
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In Phase 0, multiple expert reviewers provide a detailed assessment of the technology and give critical feedback to the NIH and the project teams. Approximately 15 to 20% of completed RADx-tech applications enter the “shark-tank”-like Phase 0, also known as the “deep dive.”

In Phase 1, technologies are rigorously tested and validated in the independent POCTRN test validation core to ensure that these new tests meet or exceed their predicted analytic performance.

In Phase 2, there is clinical assessment of the technology and rapid scale-up and commercialization with substantial financial and operational assistance and oversight provided by NIH.



POCTRN network

Design features might include technical innovations that:

Improve analytical performance, e.g., sensitivity, specificity, dynamic range, limit of detection, reliability, accuracy, speed (time to test result) and throughput

Enhance operational performance through, e.g., development of a patient- and user-friendly design, use of alternative sampling strategies (e.g., saliva, exhaled breath), integration with mobile-devices, designs for home-based use or strategies to overcome bottlenecks with current testing approaches

Improve access and reduce the cost of testing

RADx will provide resources to support all phases of the product development pipeline from conceptualization and design to reduction-to-practice, performance evaluation, clinical validation, and scale-up of manufacturing.

To meet the accelerated timelines, RADx has assembled a national network of expert technical, clinical, manufacturing, and regulatory advisors who will provide individualized assistance for project development and commercialization. Funding for projects selected for this program will be dependent on successfully meeting aggressive project milestones. NIBIB will provide financial and in-kind support to accelerate the entire product life-cycle, from design to market, for projects that meet milestones successfully. To ensure that innovations are available to the public as quickly as possible, NIH will leverage established partnerships with federal agencies, such as FDA, CDC, CMS, and ASPR/BARDA, as well as commercial and private entities to propel technologies developed by RADx into widespread use.



Strategy for RADx-ATP



Approach







Leverages RADx Tech POCTRN project submission review infrastructure and market research to identify applicants of high potential

Selection by ATP Team and coordination with federal collaborators



RADx-ATP remains on track to provide ~1M tests/day by the end of December 2020
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These efforts will focus on both POC tests with FDA emergency use authorization (EUA) and high-throughput laboratories or “mega-labs.” Some emphasis will be placed on differential testing to distinguish SARS-CoV-2 vs. Influenza virus detection.
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RADx Tech & ATP

Phase 2 Awards 

A broad range of technologies and approaches have been supported through RADx Tech and ATP, including POC and lab-based tests and sample prep methods

Tests utilize a range of sample types, methods, and techniques such as RT-PCR, RT-LAMP, and CRISPR 

Tests range from those nearing FDA authorization to those authorized and ready to be scaled 

Diversifying the support for diagnostic technologies enhances the ability to innovate and develop effective tests for many environments

RADx awards also support programs designed to increase high-throughput testing with established testing kits and distribution systems
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Technologies use different methods and formats and can be performed in a variety of settings to meet diverse needs



RADx Tech & ATP 

Phase 2 Awards 

		Point-of-care tests								

		MatMaCorp
Lincoln, NE		Maxim Biomedical Inc Rockville, MD 		Mesa Biotech
San Diego, CA		Mesa Biotech
San Diego, CA		MicroGEM International
Charlottesville, VA

		Quidel
San Diego, CA		Talis Biomedical
Menlo Park, CA						

		Lab-based tests								

		Aegis Sciences
Nashville, TN		Broad Institute
Cambridge, MA				Ceres Nanoscience Inc
Manassas, VA		Fluidigm
San Francisco, CA

		Ginkgo Bioworks
Boston, MA		Helix OpCo
San Mateo, CA				Illumina
San Diego, CA		Mammoth Biosciences, Inc
South San Francisco, CA

		PathGroup
Nashville, TN		Sonic Healthcare USA
Austin, TX						



More details are available here:

www.nibib.nih.gov/covid-19/radx-tech-program/radx-tech-phase2-awards
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The companies range in scope from small start-ups to large publicly held organizations. The U.S. Food and Drug Administration has been working with NIH and RADx external advisors to provide general advice on test validation and is prioritizing the review of emergency use authorization (EUA) for tests supported by RADx. The companies awarded today have either received EUA from the FDA for their COVID-19 test or have applications in process.



$378M





RADx-Radical (RADx-rad)

RADx-rad – $200M

Overarching Goal
Support new, non-traditional approaches and new applications of existing tools that address gaps in COVID-19 testing and develop platforms that can be deployed in future outbreaks of COVID-19 and other, yet unknown, diseases

Mechanism

Range of mechanisms including intramural projects, contracts, cooperative agreements, SBIR/STTR awards, RPGs, and competitive revisions to support 1-4 years awards

Timeline

FOAs published early August

Application receipt dates: Sept 15, 18, 30 

Awards made by end of CY20
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Identify unique application of existing strategies

Support unconventional detection strategies

Invest in novel technologies, strategies, and devices that require additional development time

Enhance access to or usability of COVID-19 testing



RADx-rad Research Interests



Wastewater-based detection of SARS-COV-2 

Single vesicle, exosome, and exRNA isolation for the detection of SARS-CoV-2 

Chemosensory testing for COVID-19 screening

Predicting viral-associated inflammatory disease severity in children with laboratory diagnostics and artificial intelligence
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RADx-rad Research Interests



Multimodal COVID-19 surveillance methods for high risk populations

Novel biosensing of biological or chemical signatures of COVID-19 from skin and the oral cavity

Automatic, real-time detection and tracing of SARS-COV-2 with aptamer biosensing and digital devices

Multiplexed screening methods with next generation sequencing to detect SARS-COV-2 viral gRNA content
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RADx-Underserved Populations (RADx-UP)

RADx-UP – $500M



Overarching Goal

Enhance COVID-19 testing among underserved and vulnerable populations

Mechanism

Develop/create a consortium of community-engaged research projects 
designed to rapidly implement testing interventions

Strengthen the available data on disparities in infection rates, disease progression and outcomes, and identify strategies to reduce these disparities in COVID-19 diagnostics







Phase I:  $300M 



Phase II:  $200M 







Build infrastructure







Rapidly implement testing, other capabilities

Integrate new advances







Expand studies/ populations







September – November 2020

Early 2021 – Summer/Fall 2021
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Broadly – from racial/ethnic groups, such as AAs and others fitting the definition of a HD population, to those in settings that facilitate transmission (NHs, ALFs, prisons/jail)



Consortium of interlinked, community-engaged research projects to rapidly implement testing interventions. Idea is to work with the community to better understand their needs around testing and develop solns to address them



2 phases – 

Phase 1: Build testing infrastructure in the communities of interest and do so through rapid implementation of testing 

Phase 2: Integrate scientific and/or technologic advances – possibly those developed through RADx-tech or other components of RADx, and expand the population being studied/reached





RADx-UP Strategies

Expand capacity to test broadly for SARS-CoV-2 in highly affected populations, including asymptomatic persons

Deploy validated point of care tests as available, including self-test and saliva-based methods

Inform implementation of mitigation strategies based on isolation and contact tracing to limit community transmission

Understand factors that contribute to COVID-19 disparities and implement interventions to reduce these disparities 

Establish infrastructure that could facilitate evaluation and distribution of vaccines and therapeutics
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Components of RADx-UP
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Several components of RADx-UP, 

-   A coordination and data collection center to help manage the data and provide leadership across the groups

Research centers and grants across the country

Social, Ethical, and Behavioral Implications program to better understand the range of issues associated with testing

17





Coordination and Data Collection Center (CDCC)





Coordinate administrative aspects of consortium





Collaborative Clinical Research Network





Support research centers and consortia, grants across the country 





Social, Ethical, and Behavioral Implications (SEBI) Program





Study range of issues that may influence access and uptake of COVID-19 testing





Manage data collection, harmonization, storage, management





Facilitate community engagement





Offer expertise on testing technologies





Test strategies for underserved and vulnerable populations





RADx Data Management

Data Management Support – $70M

Goal
Develop a platform to integrate data, on individuals and populations, from a variety of sources, including serology and genetic test results, output from smart sensors, self-reported clinical symptoms, and EHR data



Mechanism

Contract mechanisms — approximately 10 awards for 5 years; established as hub and spoke model



Timeline

FOAs for ‘spokes’ published in summer 2020

Awards made by end of FY20

Data Hub awarded by end of CY20
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RADx Web Page







https://www.nih.gov/research-training/medical-research-initiatives/radx 
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RADxInfo@nih.gov



Questions
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Additional Slides
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National Call for Innovative Technologies





Suspended
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In Phase 0, multiple expert reviewers provide a detailed assessment of the technology and give critical feedback to the NIH and the project teams. Approximately 15 to 20% of completed RADx-tech applications enter the “shark-tank”-like Phase 0, also known as the “deep dive.”

In Phase 1, technologies are rigorously tested and validated in the independent POCTRN test validation core to ensure that these new tests meet or exceed their predicted analytic performance.

In Phase 2, there is clinical assessment of the technology and rapid scale-up and commercialization with substantial financial and operational assistance and oversight provided by NIH.





RADx-ATP

Phase 2 Awards 

The ATP portfolio of POC and 7 high-throughput labs allows for a wide geographical reach of the different technologies and for dynamic scale-up depending on regional needs.































High-Throughput Labs



Point-of-Care
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RADx-ATP has awarded over $200 million to one POC platform and 7 high-throughput labs.



Footprint of these companies covers the entire country, some are headquartered with hub and spoke contracts. By end of December the RADx ATP will have throughput of almost 1M tests/day. All of the companies have done something unique that’s been impressive. Mainly through innovation or standardization; their supply chain; sample collection or innovation to move to robotic systems or saliva based or home testing system. Each will have an attribute that we believe will reduce the risk and increase the odds of success for achieving the goals they’ve set forth.
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RADx-ATP Upcoming Milestones and Anticipated Challenges

ATP awardees and POs will continue to collaborate for proactive identification and resolution of 
risks and challenges

Goals for the upcoming months:

Continue to scale up testing efforts throughout the fall and winter



Coordinate EUA approvals for companies seeking to amend their EUAs to include saliva-based or at-home testing



Support awardees as they incorporate influenza A and B testing into COVID-19 testing kits





RADx-ATP remains on track to provide ~1M tests/day by the end of December 2020









‹#›

07/21/20

Continue to scale testing: The ATP team will continue working with the Core Services teams to help scale the testing efforts through the fall and winter. 

Coordinate EUA approvals: In response to the evolving market conditions, some awardees are seeking amendments to their EUA for expanding the use cases to saliva-based testing or at-home testing. The ATP team will continue to coordinate and guide the companies through any hurdles in achieving these amendments

Support multiplex testing: In preparation for flu season, ATP will also support the awardees as they move to incorporate influenza A and B testing along with COVID-19 testing in a single kit
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Total Monthly Projected Testing Capacity for the ATP Portfolio



Without ATP	

October	November	December	368000	373000	373000	With ATP	

October	November	December	846500	864500	963500	







RADx-rad Strategies

Identify unique application of existing strategies

Support unconventional detection strategies

Invest in novel technologies, strategies, and devices that require additional development time

Enhance access to or usability of COVID-19 testing



25







‹#›

07/21/20

image5.png







image6.emf

National Institutes of Health

Turning Discovery into Health®















image4.jpeg







image15.tiff

shutterstock.com « 601464446






image23.svg

  




image24.png







image25.svg

  
.MsftOfcThm_Accent5_Fill {
 fill:#4BACC6; 
}

  




image16.png

@






image17.svg

     




image18.png







image19.svg

      




image20.png







image21.svg

      




image22.png







image11.jpeg







image7.jpeg







image26.jpg

NATIONAL CALL PHASE 1 PHASE END OF SUMMER/

FOR INNOVATIVE “Shark e Validation and Risk Review Clinical atory FALL 2020
TECHNOLOGIES Rapid Selection Process Approval, and Scaling Up-

Rolling Submissions and
Selections Begin
April 29,2020

*
" ‘4

DEPLOY
MILLIONS
of tests per week

* *
xopt






image3.jpeg







image27.png







image8.jpeg







image9.jpeg







image35.svg

  
.MsftOfcThm_Background1_Fill {
 fill:#FFFFFF; 
}

       




image28.png







image29.svg

  
.MsftOfcThm_Background1_Fill {
 fill:#FFFFFF; 
}

 




image30.png

S S

R






image31.svg

  
.MsftOfcThm_Background1_Fill {
 fill:#FFFFFF; 
}

 




image32.png







image33.svg

  
.MsftOfcThm_Background1_Fill {
 fill:#FFFFFF; 
}

 




image34.png

b






image38.png







image39.svg

  
.MsftOfcThm_Background1_Fill {
 fill:#FFFFFF; 
}

      




image40.png







image41.svg

  
.MsftOfcThm_Background1_Fill {
 fill:#FFFFFF; 
}

 




image36.png

&0

of

of 7






image37.svg

  
.MsftOfcThm_Background1_Fill {
 fill:#FFFFFF; 
}

 




image12.jpeg







image42.png

\{( USS. Departmen

alth & Human Services

NlH National Institutes of Health www.nih.gov/research-training/medical-research-initiatives/radx

Turning Discovery Into Health

Home » Research & Training » Medical Research Initiatives

RAPID ACCELERATION OF DIAGNOSTICS (RADX)

RADx
On this page
RADx Programs
Overview  Challenge ~ Opportunity
Funding
Governance
News, Blogs, Videos
Events

Contact Us

Overview

The National Institutes of Health (NIH) launched the Rapid Acceleration of Diagnostics (RADx®") initiative to speed innovation in the
development, commerecialization, and implementation of technologies for COVID-19 testing. Accurate, fast, easy-to-use, and widely
accessible testing is required before the nation can safely return to normal life.






image43.png

Home » Research & Training » Medical Research Initiatives

RAPID ACCELERATION OF DIAGNOSTICS (RADX)

RADx
On this page

RADx Programs . )
Overview  Challenge =~ Opportunity

Funding

Governance

News, Blogs, Videos

Events

Contact Us

Overview

The National Institutes of Health (NIH) launched the Rapid Acceleration of Diagnostics (RADXxM) initiative to speed innovation in the
development, commercialization, and implementation of technologies for COVID-19 testing. Accurate, fast, easy-to-use, and widely
accessible testing is required before the nation can safely return to normal life.






image2.png







image1.png







image44.tiff







image52.png

illumina






image53.png

EZBROAD

INSTITUTE






image54.png

3 QUIDEL






image45.png

Al

WA

OR

NV

AK

M1 -

SD.

ut

MN

ME

i
wi ) ‘
B \HIIIII\HI =
al G
b

gmummuﬂ\”|m







image46.png

Quidel Ginkgo Helix Aegis

The Broad . Sonic
Institute Rathercun i Healthcare

POC . HPL l:‘ HPL Reach mﬂ]]]]ISOnic Hubs % Path Locations







image47.png

{Q} GINKGO BIOWORKS






image48.png

=7 =

SCIENCES CORPORATION






image49.png

sHelix






image50.png

S
PathGroup






image51.png







Microsoft_Excel_Worksheet.xlsx

Summary


						Table 1: Capacity increase due to ATP funding in September vs. December																														Table 2: Total monthly capacity increase due to ATP funding1


						In September												In December																		August			September			October			November			December


			Company			Tests/Day Without ATP			Tests/Day With ATP			Increased capacity			Percentage Increase			Tests/Day Without ATP 			Tests/Day With ATP 			Increased Capacity 			Percentage Increase 						Without ATP			268,800			363,000			368,000			373,000			373,000


			Ginkgo			50000			50000			0			0.00%			50,000			100,000			50,000			100.00%						With ATP			402,000			631,500			846,500			864,500			963,500


			Helix			20000			35000			15000			75.00%			25,000			100000			75,000			300.00%


			Aegis			30,000			60,000			30000			100.00%			30,000			60,000			30,000			100.00%


			Quidel			171,000			302,000			131000			76.61%			171,000			302,000			131,000			76.61%									Table 3: Current Portfolio Capacity vs Projections


			PathGroup			10,000			22,500			12500			125.00%			10,000			75,500			65,500			655.00%									August			September			October			November			December


			Illumina			25,000			25,000			0			0.00%			30,000			50,000			20,000			66.67%						Current			316000			49000


			Broad			25,000			75,000			50000			200.00%			25,000			100,000			75,000			300.00%						Projected			385000			81500


			Sonic			32,000			62,000			30000			93.75%			32,000			166,000			134,000			418.75%


			Total1			363000			631500			268500			73.97%			373,000			953,500			580,500			155.63%


			Footnotes:
1) The capacity total does not incorporate the capacity for BD as under present conditions, it is being funded through the DoD.


























Tests/day in December





Tests/Day Without ATP 	


Ginkgo	Helix	Aegis	Quidel	PathGroup	Illumina	Broad	Sonic	50000	25000	30000	171000	10000	30000	25000	32000	Tests/Day With ATP 	


Ginkgo	Helix	Aegis	Quidel	PathGroup	Illumina	Broad	Sonic	100000	100000	60000	302000	75500	50000	100000	166000	











Tests/day in September





Tests/Day Without ATP	


Ginkgo	Helix	Aegis	Quidel	PathGroup	Illumina	Broad	Sonic	50000	20000	30000	171000	10000	25000	25000	32000	Tests/Day With ATP	


Ginkgo	Helix	Aegis	Quidel	PathGroup	Illumina	Broad	Sonic	50000	35000	60000	302000	22500	25000	75000	62000	











Portfolio Capacity1 - Tests/day





Without ATP	August	September	October	November	December	268800	363000	368000	373000	373000	With ATP	August	September	October	November	December	402000	631500	846500	864500	963500	











Portfolio - Projected vs Current Capacity





Current	


August	September	October	November	December	316000	49000	Projected	


August	September	October	November	December	385000	81500	














ROI


			Column1			Ginkgo			Helix			Quidel			Aegis			Sonic			Illumina			Broad			PathGroup


			September			1200000			840000			7,248,000			1,440,000			1,488,000			600,000			1800000			540000


			October			2400000			2400000			7,248,000			1,440,000			2,688,000			1,200,000			2400000			540000


			November			2400000			2400000			7,248,000			1,440,000			2,688,000			1,200,000			2400000			972000


			December			2400000			2400000			7,248,000			1,440,000			4,224,000			1,200,000			2400000			1812000


			Total Tests			8,400,000			8,040,000			28,992,000			5,760,000			11,088,000			4,200,000			9,000,000			3,864,000


			Total Funding			$40,470,000.00			$33,420,000.00			$71,000,000.00			$6,600,000.00			$26,000,000.00			$12,000,000.00			$14,600,000.00			$28,300,000.00


			Tests/Dollar			0.21			0.24			0.41			0.87			0.43			0.35			0.62			0.14


			Dollar/Test			$4.82			$4.16			$2.45			$1.15			$2.34			$2.86			$1.62			$7.32


			Days in a month			24





Cost per Test to NIH





Dollar/Test	


Ginkgo	Helix	Quidel	Aegis	Sonic	Illumina	Broad	PathGroup	4.8178571428571431	4.1567164179104479	2.448951434878587	1.1458333333333333	2.3448773448773448	2.8571428571428572	1.6222222222222222	7.3240165631469978	











Number of tests per dollar funded by NIH





Tests/Dollar	


Ginkgo	Helix	Quidel	Aegis	Sonic	Illumina	Broad	PathGroup	0.20756115641215717	0.24057450628366248	0.4083380281690141	0.87272727272727268	0.42646153846153845	0.35	0.61643835616438358	0.13653710247349823	











Assumptions:
1) The test projection and funding data is based on the data available as of August 26th 2020.
2) For the purposes of this calculation, a month is assumed to be comprised of 24 working days ( Monday through Friday, 4 weeks each) .
3) Tests/month = Projected tests/day x 24
4) The calculation also assumes a 100% thoroughput from the companies on each day of the month and does not account for any supply chain or demand fluctuations.
5) Both the charts communicate the same insights and can be  interchangeably used depending on the audience; 
               a.Cost per Test helps easily identify the most expensive companies based on the cost of each test to NIH 
               b.Number of tests per dollar funded helps easily identify the maximum return (No. of tests) per dollar funded by the NIH





Quidel


			Month			Without RADx-ATP Support			With RADx-ATP Support			Difference			MoM Growth without RADx			MoM Growth with RADx


			July			171,000


			Aug			171,000			268,000			97,000			0			97,000


			Sept			171,000			302,000			131,000			0			34,000


			Oct			171,000			302,000			131,000			0			0


			Nov			171,000			302,000			131,000			0			0


			Dec			171,000			302,000			131,000			0			0


			Month			Current			Projected


			August			238000			290000





Quidel Capacity - Tests/Day





Without RADx-ATP Support	


July	Aug	Sept	Oct	Nov	Dec	171000	171000	171000	171000	171000	171000	With RADx-ATP Support	


July	Aug	Sept	Oct	Nov	Dec	268000	302000	302000	302000	302000	











Current Capacity vs Projected Capacity





Current	August	238000	Projected	August	290000	














Ginkgo


			Month			Without RADx-ATP Support			With RADx-ATP Support			Difference			MoM Growth without ATP			MoM Growth with ATP


			July			2000


			Aug			14800			16000			1,200			12800			14000


			Sept			50000			50000			0			35200			34000


			Oct			50000			100000			50,000			0			50000


			Nov			50000			100000			50,000			0			0


			Dec			50000			100000			50,000			0			0











			Month			Current			Projected


			August			2000			2000


			September			2000			2000





Ginkgo Capacity - Tests/Day





Without RADx-ATP Support	


Month	July	Aug	Sept	Oct	Nov	Dec	0	2000	14800	50000	50000	50000	50000	With RADx-ATP Support	


Month	July	Aug	Sept	Oct	Nov	Dec	0	16000	50000	100000	100000	100000	











Current Capacity vs Projected Capacity





Current	August	September	2000	2000	Projected	August	September	2000	2000	














Helix


			Month			Without RADx-ATP Support			With RADx-ATP Support			Difference			MoM Growth without ATP			MoM Growth with ATP


			July			10000


			Aug			10000			20000			10000			0			10000


			Sept			20000			35000			15000			10000			15000


			Oct			20000			100000			80000			0			65000


			Nov			25000			100000			75000			5000			0


			Dec			25,000			100000			75,000			0			0




















			Month			Current			Projected


			August			10000			20000





Helix Capacity - Tests/Day





Without RADx-ATP Support	


July	Aug	Sept	Oct	Nov	Dec	10000	10000	20000	20000	25000	25000	With RADx-ATP Support	


July	Aug	Sept	Oct	Nov	Dec	20000	35000	100000	100000	100000	











Current Capacity vs Projected Capacity





Current	August	10000	Projected	August	20000	














Aegis


			Month			Without RADx-ATP Support			With RADx-ATP Support			Difference			MoM Growth without ATP			MoM Growth with ATP


			July


			Aug			5,000			30,000			25,000			5,000			30,000


			Sept			30,000			60,000			30,000			25,000			30,000


			Oct			30,000			60,000			30,000			0			0


			Nov			30,000			60,000			30,000			0			0


			Dec			30,000			60,000			30,000			0			0























			Month			Current			Projected


			August			5000			5000


			September			5000			7500





Aegis Capacity - Tests/Day





Without RADx-ATP Support	


July	Aug	Sept	Oct	Nov	Dec	5000	30000	30000	30000	30000	With RADx-ATP Support	


July	Aug	Sept	Oct	Nov	Dec	30000	60000	60000	60000	60000	











Current Capacity vs Projected Capacity





Current	August	September	5000	5000	Projected	August	September	5000	7500	














PathGroup


			Month			Without RADx-ATP Support			With RADx-ATP Support			Difference			MoM Growth without ATP			MoM Growth with ATP


			Aug			10,000			10,000			143,000


			Sept			10,000			22,500			143,000			0			12,500


			Oct			10,000			22,500			143,000			0			0


			Nov			10,000			40,500			143,000			0			18,000


			Dec			10,000			75,500			143,000			0			35,000


			Month			Current			Projected


			August			10000			10000


			September			10000			10000





BD Capacity - Tests/Day





Without RADx-ATP Support	


Aug	Sept	Oct	Nov	Dec	10000	10000	10000	10000	10000	With RADx-ATP Support	


Aug	Sept	Oct	Nov	Dec	10000	22500	22500	40500	75500	











Current Capacity vs Projected Capacity





Current	August	September	10000	10000	Projected	August	September	10000	10000	














Broad


			Month			Without RADx-ATP Support			With RADx-ATP Support			Difference			MoM Growth without ATP			MoM Growth with ATP


			Aug			25,000			25,000			0


			Sept			25,000			75,000			50,000			0			50,000


			Oct			25,000			100,000			75,000			0			25,000


			Nov			25,000			100,000			75,000			0			0


			Dec			25,000			100,000			75,000			0			0


			Month			Current			Projected


			August			18000			25000





Broad Capacity - Tests/Day





Without RADx-ATP Support	


Aug	Sept	Oct	Nov	Dec	25000	25000	25000	25000	25000	With RADx-ATP Support	


Aug	Sept	Oct	Nov	Dec	25000	75000	100000	100000	100000	











Current Capacity vs Projected Capacity





Current	August	18000	Projected	August	25000	














Sonic


			Month			Without RADx-ATP Support			With RADx-ATP Support			Difference			MoM Growth without ATP			MoM Growth with ATP


			Aug			32,000			32,000			0


			Sept			32,000			62,000			30,000			0			30,000


			Oct			32,000			112,000			80,000			0			50,000


			Nov			32,000			112,000			80,000			0			0


			Dec			32,000			176,000			144,000			0			64,000


			Month			Current			Projected


			August			32000			32000


			Sept			32000			62000





Sonic Capacity - Tests/Day





Without RADx-ATP Support	


Aug	Sept	Oct	Nov	Dec	32000	32000	32000	32000	32000	With RADx-ATP Support	


Aug	Sept	Oct	Nov	Dec	32000	62000	112000	112000	176000	











Current Capacity vs Projected Capacity





Current	August	Sept	32000	32000	Projected	August	Sept	32000	62000	














Illumina


			Month			Without RADx-ATP Support			With RADx-ATP Support			Difference			MoM Growth without ATP			MoM Growth with ATP


			Aug			1,000			1,000			0


			Sept			25,000			25,000			0			24,000			24,000


			Oct			30,000			50,000			20,000			5,000			25,000


			Nov			30,000			50,000			20,000			0			0


			Dec			30,000			50,000			20,000			0			0


			Month			Current			Projected


			August			1000			1000





Illumina Capacity - Tests/Day





Without RADx-ATP Support	


Aug	Sept	Oct	Nov	Dec	1000	25000	30000	30000	30000	With RADx-ATP Support	


Aug	Sept	Oct	Nov	Dec	1000	25000	50000	50000	50000	











Current Capacity vs Projected Capacity





Current	August	1000	Projected	August	1000	














Update Log


			Last Updated on			Initials			Comments


			7/29/20			PC


			7/31/20			PC


			8/13/20			PC


			8/17/20			PC			Update Quidel capacity according to numbers received from Bruce


			8/25/20			PC			Updated companies and added ROI


			9/3/20			PC			Updated company capacities


			9/10/20			PC			Updated company capacities - Ginkgo, Aegis, Path, Sonic












