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CDISC COVID-19 Project Overview 
• CDISC convened a Task Force in Late March 2020

• Industry stakeholders 
• Regulatory
• Academia
• Key CDISC data standards staff 

• Development did not follow formal Standards Development Process (CDISC COP-
001)

• Three sets of documents published on CDISC Website on 21 April 2020
• CDISC Interim User Guide for COVID-19
• Guidance for Ongoing Studies Disrupted by the COVID-19 Pandemic
• Resources for Public Health Researchers

• COVID-19 Controlled Terminology posted 08 May 2020 – an additional publication 
from NCI-EVS

• https://www.cdisc.org/standards/therapeutic-areas/covid-19

https://www.cdisc.org/standards/therapeutic-areas/covid-19


What is included in the COVID-19 materials produced by 
CDISC?

à Focus on CDASH and SDTM

COVID-19 Interim 
User Guide

COVID-19 Guidance for 
Ongoing Studies 

Disrupted by the COVID-19 
Pandemic

Resources for Public Health 
Researchers



COVID-19 Interim User Guide Topics

à Substantial content covered



Example from COVID-19 Interim User Guide



Guidance for Ongoing Studies Disrupted by the COVID-19 
Pandemic

• Developed by a separate team, but worked on the same wiki space for 
transparency



Example from Ongoing Studies Disrupted by COVID-19



Resources for Public Health Researchers

• Novel Coronavirus (nCoV) Acute Respiratory Infection Clinical 
Characterisation Data Tool

• Developed by the World Health Organization (WHO) and the International Severe 
Acute Respiratory and Emerging Infection Consortium (ISARIC)

• Data tool is being used as the foundation for many COVID-19 research studies 
globally by more that 40 countries

• SDTM and CDASH Annotations and Excel Mapping File created by CDISC 
team published on CDISC website





ISARIC/WHO Core CRF Excel Mapping File



Convened a Focused Group of Volunteers
Responsible for:
• Scoping
• Sharing sample CRFs
• Being Dedicated Reviewers

• Posted new content on a daily basis – asked for feedback within 3 days
• Wiki was open and transparent

• Initial plan to create one guide for both COVID-19 Studies and Impacts to Ongoing 
Studies, but quickly realized they needed to be two distinct publications

• Two sets of Volunteer SMEs
• COVID-19 Interim Guide – volunteers conducting or planning COVID-19 studies 
• Guide for Ongoing Studies – volunteers mainly from existing Foundational Teams



Lessons Learned - Pros

• Can be flexible to address rapidly changing public health emergencies

• Can develop draft standards quickly with dedicated and focused 
developers

• Can release draft standards quickly for implementation

• Not needing to achieve consensus allows more rapid development and 
publication

• Communication turn-around in a small, dedicated team is very efficient

• Very focused development

• People are altruistic and wanted to help



Lessons Learned - Cons

• Scoping is very rapid, so key concepts may not be considered
• Difficult to develop an “end-to-end” standard (for example, ADaM concepts 

not developed due to compressed timeline)
• Not a fully consensus-based standard due to lack of Public Review

• Not enough time for regulatory feedback
• Has lead to inconsistencies between guidance and standards

• Role for volunteers is limited
• Development is primarily done by paid staff
• Work on other projects is halted
• Overtime/weekend work  - unrealistic workload, not sustainable over a 

long period of time



Finalizing the COVID-19 Materials

• Posting both the Interim User Guide and Guidance for Ongoing Studies for 
Public Review

• The ADaM team is developing CDISC ADaM guidance for ongoing studies 
disrupted by the COVID-19 pandemic 

• Builds from the previously published ”CDISC Guidance for Ongoing Studies Disrupted by 
COVID-19 Pandemic” document 

• Address inconsistencies with the FDA’s Technical Conformance Guide for 
Missed and Modified Visits due to the COVID-19 Pandemic
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Some FDA COVID19 Guidances

• Conduct of Clinical Trials of Medical Products during 
COVID-19 Public Health Emergency (Updated July 2, 
2020)

• Development and Licensure of Vaccines to Prevent 
COVID-19

• Statistical Considerations for Clinical Trials During the 
COVID-19 Public Health Emergency Guidance for Industry

• COVID-19: Developing Drugs and Biological Products for 
Treatment or Prevention

www.fda.gov
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Data sharing during a pandemic …

• Data sharing of clinical trials has been “business as 
usual” since 2013 (EFPIA/PhRMA principles published)

• Research environment-wide effort (pharma, academia, 
regulators)

• Speed is essential (evolving research and understanding)



What’s different?

Data Sharing Route What’s different?

Registries & Results Postings Results posted well ahead of the 1 year deadline.

Publications Expedited publication of results

Summary Data Sharing International COVID-19 Data Research Alliance and Workbench: Objective to draw meaningful 
inferences across a set of Randomised Controlled Trials. Summary level data dictionary developed
as a starting point.

A dozen pharmaceutical companies of the COVID19 R&D Consortium have committed summary-
level data sharing from their trials. Other organizations have also indicated they are interested in 
partnering.

Datasets Sharing Vivli.org: Not for profit dataset sharing platform. Positioned as the “go to” platform for COVID-19 
data sharing for trials being run by pharma, academia & NGOs.

Datacelerate (part of Transcelerate) Historical Trial Data platform. Created COVID-19 data sharing 
platform for pharma research. Open to non-Transcelerate members researching within the COVID-
19 space.
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