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Summary

▪ CDISC is rapidly developing a COVID-19 TAUG during pandemic crisis

▪ To support the standardized tabulations (i.e., SDTM) of data collected about 

COVID-19 in clinical research

▪ Very aggressive target to have a provisional standard in 45 days (that’s < 

10% of the time it usually takes to “quickly” develop a TAUG…)

▪ Like all CDISC TAUGs, COVID-19 TAUG will primarily use existing 

foundational standards (CDASH, SDTM, CDISC Controlled Terminology)

▪ This is part of the reason why CDISC should be able to publish this “interim 

TAUG” so quickly - there won’t be much that’s new - it will mostly be 

applying existing CDISC standards to represent data that is relevant to 

COVID-19

▪ Another reason CDISC will be able to move quickly is that the CDISC teams 

have experience developing TAUG examples for infectious diseases (e.g., 

Ebola, TB, Hep-C, Malaria…) so it will mainly be developing and explaining 

the examples
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From CDISC Wiki
https://wiki.cdisc.org/display/COVID19/C
DISC+Interim+User+Guide+for+COVID-19

https://wiki.cdisc.org/display/COVID19/CDISC+Interim+User+Guide+for+COVID-19
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❑Risk Factors
❑Medical History (MH)
❑Substance Use (SU)
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❑Risk Factors
❑Medical History (MH)
❑Substance Use (SU)

❑Signs and Symptoms
❑Findings About (FA)

❑FATEST=Occurrence FAOBJ=Cough
❑FATEST=Occurrence FAOBJ=SOB
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❑Virus Identification in Microbiology Specimen 
(MB) domain
❑New terms requested in Package 42 (June 

2020)

❑Reference Influenza TAUG V1.1 for relevant 
Virology and Immunologic Response examples

❑Reference SDTMIG V3.3 Section 6.3.5 for 
Immunogenicity Specimen Assessments (IS)

❑Assay Kits might use Device Domains to 
describe and track them, and Biospecimen (BE) 
for specimen handling - TBD
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❑Vital Signs (VS)
❑Laboratory Results (LB)
❑Biospecimen (BE) 

handling
❑Respiratory Findings (RE)

❑Pulmonary Function 
tests

❑Results from Imaging
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❑Healthcare Encounters (HO)
❑Hospitalizations
❑ICU

❑Concomitant Medications (CM)
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❑Procedures (PR)
❑Mechanical Ventilation (may require new 

terminology in PROCEDUR codelist)
❑Vaccines (reference Vaccines TAUG)
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❑QRS Instruments
❑Clinical Global Impression (CGI) -

reference existing QRS Supplement
❑NEWS2 - will require the development of 

new RS terminology
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National Early Warning Score 2 (NEWS2)

https://www.activ8rlives.com/support/data-collected/cardiovascular-and-respiratory/national-early-warning-score-news/

https://www.activ8rlives.com/support/data-collected/cardiovascular-and-respiratory/national-early-warning-score-news/
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National Early Warning Score 2 (NEWS2)

https://www.activ8rlives.com/support/data-collected/cardiovascular-and-respiratory/national-early-warning-score-news/

https://www.activ8rlives.com/support/data-collected/cardiovascular-and-respiratory/national-early-warning-score-news/


13

NEWS2 - Clinical Classification

▪ Data will (most likely) be modeled on Disease Response and Clin 

Classification (RS) domain

▪ Will require the development of new Clinical Classification terminology 

(probably will look something like the following)

▪ RSCAT=NEWS2

▪ RSTESTCD=NEWS2101

STUDYID DOMAIN USUBJID RSSEQ RSTESTCD RSTEST RSCAT

RSORRE

S

RSSTRES

C

RSSTRES

N RSDAT

COV-19 RS COV-19-001 1 NEWS2101 NEWS2-Respiration Rate Score NEWS2 1 1 1 2020-03-29

COV-19 RS COV-19-001 2 NEWS2102 NEWS2-Oxygen Saturation Score NEWS2 3 3 3 2020-03-29

COV-19 RS COV-19-001 3 NEWS2103 NEWS2-Supplemental Oxygen Score NEWS2 2 2 2 2020-03-29

COV-19 RS COV-19-001 4 NEWS2104 NEWS2-Temperature Score NEWS2 1 1 1 2020-03-29

COV-19 RS COV-19-001 5 NEWS2105 NEWS2-Systolic Blood Pressure Score NEWS2 2 2 2 2020-03-29

COV-19 RS COV-19-001 6 NEWS2106 NEWS2-Heart Rate Score NEWS2 1 1 1 2020-03-29

COV-19 RS COV-19-001 7 NEWS2107 NEWS2-Level of Consciousness Score NEWS2 0 0 0 2020-03-29

COV-19 RS COV-19-001 8 NEWS2108 NEWS2-Clinical Risk Score NEWS2 HIGH 10 10 2020-03-29
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❑Associated Persons
❑CDASH domains depend on what is 

collected (e.g., contact tracing, risk factors 
for people living in the same house as an 
infected person…)

❑Reference separate SDTMIG-AP
❑PPE - uses Device Domains (and AP)

❑Reference separate SDTMIG-MD and 
SDTMIG-AP
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27 Mar 2020 31 Mar 2020

Work in Progress…

Cardiovascular 
System 
Findings (CV)
- Reference 
SDTMIG V3.3 
6.3.10.2
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27 Mar 2020 31 Mar 2020

Environmental 
Risk Factors 
(ER) Events 
Class domain 
in Ebola TAUG
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Summary

▪ Even though a new “standard” is coming out from CDISC for COVID-19, it will use 
the existing foundational standards (e.g., SDTMIGs, CDASH/CDASHIG, QRS 
Supplements, CDISC Controlled Terminology) and existing rules for applying them

▪ Some new terminology may be developed to handle COVID-19 specific data

▪ New MBTESTCD and MBTEST controlled terms for SARSCOV2 already in review

▪ New controlled term for SARS-CoV-2 microorganism already in review

▪ NEWS2 RSCAT, RSTEST/CD terminology may be developed

▪ Possibly some new Disposition (NCOMPLT) terminology for COVID-19-related 
disposition

▪ Possibly some new Procedure (PROCEDUR) terminology for ventilation

▪ The TAUG will have useful examples based on real-world data that is being 
provided by the COVID-19 TAUG Task Force (i.e., volunteers from companies 
doing COVID-19 research)

▪ If you are following the CDASH standards, and rules for creating new data 
collection metadata, you will be well-prepared to submit any relevant COVID-19 
data using required standards (e.g., SDTM)

▪ The main thing you will want to pay attention to is the developing terminology
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Q&A
NCICDISCSupport@nih.gov


