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Innovations for Tackling Tuberculosis in the Time of COVID-19
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Rapid Acceleration of Diagnostics
Technology (RADx Tech)

Matthew McMahon, Ph.D.
Director, SEED Office, NIH

RADx Tech Leads: Jill Heemskerk, Tiffani Lash, Todd Merchak, Mike Wolfson, Doug Sheeley,
Rachael Fleurance, David George, Gene Civillico, Bill Heetderks, Charles Anamelechi, Matt

McMahon, Felicia Qashu, Tony Kirilusha, Mark Snyder, Andrew Weitz, Krishna Juluru, Ilana

Goldberg, Taylor Gilliland, Kate Egan, Ray MacDougall, Patty Wiley, Jennifer Jackson




April 24, 2020: 51.5B to NIH

RADx: Unexpected Opportunity " e
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"RADx Tech — $500M
Highly competitive, rapid three-phase challenge to identify the best candidates for at-
S home or point-of-care tests for COVID-19 )

"RADx Advanced Technology Platforms (RADx-ATP) — $230M
Rapid scale-up of advanced technologies to increase rapidity and enhance and validate
throughput — create ultra-high throughput machines and facilities

1) Expand COVID-19 Testing Technologies:
Number, Type and Access

2) Optimize Performance:

Technology Matched to Community Needs

National Institute of
Biomedical Imaging
and Bioengineering

RADx Radical (RADx-Rad) — 5200M

RADx Underserved Populations (RADx-UP) — 5500M

>12 NIH Insti nters, and Offi
stitutes, Centers, a d Offices https://www.nih.gov/research-training/medical-research-initiatives/radx



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

RADx: Leverage Existing Network (POCTRN)

Point-of-Care Technologies Research Network

Established 2007, Expanded 2020: >900 RADx experts & contributors
(Government, Academia, Industry)
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e Test & Validate
e Expert Guidance
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RADXx: Tech Innovation Funnel
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RADx Impact thru July 2021

Cumulative Emergency Use Authorized Tests
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https://www.nibib.nih.gov/covid-19/radx-tech-program/radx-tech-dashboard



2 million free, at-home tests

Pitt County, NC
Hamilton County, TN
Washtenaw County, Mi

Up to 4 additional sites approved  (Hawaii, Georgia)
Supported by WH Pandemic Testing Board

Assess efficacy and effectiveness of
at-home testing 2-3 times per week

Outcome measures:
* SARS-CoV-2 prevalence and incidence
* % test positivity, volume
 Community cell phone mobility
* Wastewater surveillance

G QuickVue

uuuuuu SARS Antigen TesT

sayyescovidtest.org

SAY YES!

Optional digital assistant used for:
* Reminders and instructions
* Interpretation & guidance when positive
* Reporting results to the state (Ml, TN)

CQVID TEST o

JOIN THE FREE AT-HOME TESTING CHALLENGE

< T pukecinicaResearchinstitote. WUNC | Eiiciosuy s>
|5 B) National Institutes of Health
Turning Discovery Into Health

W P c Centers for Disease
j=® Control and Prevention




Digital Health Infrastructure

EHR Andrew Weitz Krishna Juluru
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Step 10f 2 Cancel

Data Hubs

Have you experienced any
of the following symptoms
in the last 48 hours?

ML Reader

Fever or chills

( \ f \ Cough ® |
@ ® Shortness of breath or difficulty breathing (O » | SAFER'CO\” D:

S s Safe Release from Isolation

< Step 5 0f 11 Cancel
Muscle or body aches
Collect the Nasal Sample -

First Nostril New loss of taste or smell

Swab BOTH nostrils with the SAME swab Congestion or runny nose ®)

1. Hold the Swab approximately half way Fatigue ®
up the handle.
Nausea or Vomiting U
2. Gently insert the Swab tip into the front
part of the first nostril about 1/2 to 3/4 of Diarrhea @)
an inch,

3. Rub the Swab tip against the nostril wall € M m 3
3 or 4 times (about 15 seconds) to S
collect nasal drainage. ——

\_ O 7 L O J .
How to Use C: careevolution Contact Tracing

HEALTHCARE TECHNOLOGY



Ongoing Challenges

1) Reporting infrastructure 2) Insufficient screening, surveillance
POLITICO
Inside America’s Covid-reporting breakdown Months into the pandemic, the U.S.

- had six times as many cases as New York Times, June 24, 2021
reported, an N.I.LH. study finds.

State officials detail a

fail identif - :
h\é?::,oil;rue,zﬁ; ::(:L;h Near_ly 17M Americans May Have Went Undiagnosed
to prevent outbreaks With COVID Last Year: Why These Cases Matter

International Business Times, June 24, 2021

Future: Leverage RADx process and networks for other pathogens, preparedness

* Real-time data: Modernize/expand digital health/reporting (lab, POC, OTC)

 Better, accessible fast tests: Direct to public: internet disruption to distribute & report (OTC, POC)
e Multiplex tests: COVID, flu A/B, RSV, etc. for differential Dx (POC, lab)

* Fast, accurate, cost-effective surveillance: Genotyping w/Informatics (lab, POC)



