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Awardees

• SCENT
• University of California, Davis
• University of Michigan at Ann Arbor
• University of Louisville
• University of Pennsylvania

• VOC Detection
• Boston University
• Missouri University of Science and Technology
• University of Washington
• Brigham and Women’s Hospital
• Rutgers University
• Boston Biomedical Innovation Center (B-BIC)

• National Institute of Environmental Health Sciences

• PreVAIL kIDS
• University of California, San Diego
• Johns Hopkins University
• Baylor College Of Medicine
• Children's Hospital of Philadelphia
• Central Michigan University
• Connecticut Children's Medical Center
• Robert Wood Johnson Medical School
• University of California, San Francisco

• Exosome-based
• Ohio State University
• University of California, Los Angeles
• Johns Hopkins University
• Massachusetts General Hospital



Awardees

• Wastewater
• Arizona State University
• University of Miami Coral Gables
• ASU-Tempe
• UNC Chapel Hill
• U Kentucky
• Missouri Dept/ Health & Senior Services
• Columbia University

• Biosensor Detection/Tracing
• Washington University
• Louisiana State Univ A&M Col Baton Rouge
• Emory University
• General Electric Global Research Center (GA)
• University of Washington
• Clemson University

• Novel Biosensing
• mPOD, Inc. (NY)
• Atom Bioworks, Inc. (NC)
• Quicksilver Biosciences, Inc. (NY)
• Innotech, LLC (RI)
• Aerosol Devices, Inc. (CO)

• Chemosensory Testing
• Ohio State University
• Monell Chemical Senses Center (PA)
• University of Florida
• ADK Group, LLC (MA)

• Multimodal Surveillance
• Washington State University
• UC San Diego
• Stanford
• UC Santa Barbara



ADMINISTRATION & COORDINATION  CORE 



Data Sharing to Accelerate Research

Large quantities of data are needed for statistical 
significance, AI models, etc. 

Testing data can be sensitive, and ‘de-identification’ 
techniques do not always protect privacy

Research is competitive, and researchers want to quality 
control their data and be first to analyze the data



Activities Planned

• Survey NIH and Awardees for Needs Analysis – done, new one on CDEs next 
week

• Monthly all-hands calls - second Monday 10-11am Pacific Time March 8 start

• Bi-Monthly Steering Committee call – POs & PI representatives

• Weekly technical office-hours – Pacific Times
• IRB Wednesdays 8-9am

• Data Thursdays 1-2pm

• Diagnostics Thursdays 10-11am

• Optional Training in Data Transformation, Teamwork, Anti-Racism – 1 training per 
semester

• Web portal with News, Awardee Highlights, Resource requests - March
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DATA CORE 



De-
Identification 
Checklist



Common Data Elements (CDEs)

• NIH CDE resources
• NIH Common Data Elements Repository
• The NIH Public Health Emergency and Disaster Research Response (DR2) 

resource
• PhenX Toolkit

• Current work on CDEs
• Tier 1 CDEs (minimum CDEs) required by NIH
• Tier 2 CDEs (recommended) for RADx-UP CDCC, RADx—rad to be discussed
• Domain-specific CDE recommendations – to be discussed at the FOA level

https://urldefense.proofpoint.com/v2/url?u=https-3A__cde.nlm.nih.gov_home&d=DwMGaQ&c=bKRySV-ouEg_AT-w2QWsTdd9X__KYh9Eq2fdmQDVZgw&r=B6xQ-aLVzYGsDjZmmahOIfePOQbP5xbbd9eG1jV7D44&m=1xjRPrEMJ6zWugHbGKNv7B1VyyiFKxiejb63tK7OqSg&s=YraPtMSKgVKsEeKL8H7cYoP-BKMgWls__qcloTzNDWo&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__dr2.nlm.nih.gov_&d=DwMGaQ&c=bKRySV-ouEg_AT-w2QWsTdd9X__KYh9Eq2fdmQDVZgw&r=B6xQ-aLVzYGsDjZmmahOIfePOQbP5xbbd9eG1jV7D44&m=1xjRPrEMJ6zWugHbGKNv7B1VyyiFKxiejb63tK7OqSg&s=VIYt7PrXVYU-V_vEVTLVKKk-HfA3SCPDLIzUVSidigA&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.phenxtoolkit.org_&d=DwMGaQ&c=bKRySV-ouEg_AT-w2QWsTdd9X__KYh9Eq2fdmQDVZgw&r=B6xQ-aLVzYGsDjZmmahOIfePOQbP5xbbd9eG1jV7D44&m=1xjRPrEMJ6zWugHbGKNv7B1VyyiFKxiejb63tK7OqSg&s=kvR8T2Ey3GjkdFPZuCQRJkxUUQhSciV2jPYvT5xE2Eg&e=


Example CDEs required by NIH for human 
participants



RADx-rad DCC CDEs Workflow

• The use of CDEs should not limit your data collection 
• For variables with existing CDEs, reuse them for data collection
• For variables without existing CDEs, create new DEs   

• RADx-rad DCC will work with you to develop the mappings between 
study variables and CDEs (existing or new) – a draft plan:
• Awardees – submit data dictionaries and review potential mappings to CDEs
• RADx-rad DCC team - a second round of review
• NIH RADx Data Hub CDEs Working Group – feedback and further review if 

needed



CDE Development Workflow for Each FOA Group

1. Awardees/DCC 
meetings by FOA 
Group

Study Dictionaries
+

Existing CDEs

Common Variables

Existing/New CDEs

Mappings

2. Awardee 
review of CDE 
mappings

3. DCC  
review of CDE 
mappings

4. NIH teams 
review of CDE 
mappings

5. Iterative reviews if needed 



A CDE mapping tool is under development

Review CDE mappings and suggest 
new CDEs

DCC Team

Submit data dictionary and review 
suggested mappings to CDEs

AWARDEES
Review and approve CDE 
mappings

NIH Teams

Ontology + NLP
Web-based Mapping Tool

DCC
Interface

AWARDEE 
Interface

NIH
Interface

Figure 2. Workflow for developing CDE recommendations for each FOA group



Data needs: Preliminary results 

• About a third of awardees anticipate 
needing help with data analysis, 
storage and sharing, many are not sure 
yet

• There is a diversity of data file types, 
though CSV and JSON are most 
prevalent

• Data size range from kilobytes to 
>terabytes

• Earliest data sharing dates start in late 
2021

• There is a diversity of data types and 
analysis tools used: most common 
ones are Matlab, Python, R

Data File FormatData Sharing Help NeededData Analysis Help Needed

Earliest Date to Share Data Data SizeWhat is this date?



DISCOVERY & 
DIAGNOSTICS 
CORE



Viral Standards Timeline 

Needs Assessment 1

Feb 24

Office Hours start

March 1

Washington Strain 
(UV Inactivated)

March 14

B117 (UV Inactivated) 

April 1

Heat & Chemical 
Inactivation 

April 14

Other Controls

May 1

Other Variants

May 14

Contemporaneous 
Variants Panel 
(UV/Heat/Chem)

July 1



Viral Stocks, Variants & Diagnostic Support

Provide IRB and 
study design 
support

1

Provide Viral 
Quality 
Assurance 
Samples 
including 
variants and 
non-SARS 
viruses

2

Validate 
existing tests 
against SARS-
COV2 & 
Variants

3

Validate new 
affinity reagents 
& nucleic acid 
approaches

4

Support 
Usability 
evaluation and 
improvement 

5

Assist with FDA 
submissions 
and Regulatory 
needs

6



Variant 
strategy: 
staying 
ahead, 
scaling 

Variants are hard to grow, and we don’t really know 
what a variant is 

• Use informatics approach to determine critical 
variants

• Develop a stable cell line producing low mutation 
high titer virus 

• Use synthetic genes and CRISPR to produce 
variants 

• Automate in a box 

• Develop BioTechnicEthical Biohazard and safety 
board 

1. Ethical risks

2. Health risks: expert and informatics assessed 



Variants Strategy Timeline

Establish criteria for safe variant 
production 

5 March First biosafety 
meeting 

Definition of “variant” and variant target / 
acquisition strategy 

14 March 

Begin work on stable cell line with low 
mutation rate and stable “parent virus

1 April Vector Production

CRISP Swaped genes to produce new 
Variant X. 

May 1 First Synthetic 
Variant 



Diagnostics Needs: 
Preliminary results 

• More than a third to a half of awardees will likely 
need viral standards, some as early as spring, others 
starting in summer 2021

• Those who need standards require multiple forms 
or inactivation in a diverse set of contrived 
specimens

• The most common detection method is nucleic acid 
testing followed by antigen, antibodies and then 
non-traditional approaches such as VOCs, Enzymes 
or bioinformatic methods. 

• About a third will need help with benchmarking, 
many aren’t sure yet. Those with standard 
diagnostics will mostly report LOD and TAT. 

• About a third will need help with usability, many 
aren’t sure yet. 

• There are a diversity of data storage and sharing 
types and some opportunities for LIMS use



We will help awardees be 
successful

Peace of mind for diagnostic 
development, data quality, hosting 
and distribution Resources & Support

Training for team success



THANK YOU!

Questions? Comments?

To the NIH, and RADx-rad awardees 


