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The Onset of COVID-19 Disruption
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CDISC Guidance
Upon the release of CDISC’s Guidance for Ongoing 
Studies Disrupted by COVID-19 Pandemic, the 
need to
• Clearly identify those participants who were 

impacted by COVID-19 and indicate those 
missing data solely due to COVID-19

• Generate an overall COVID-19 summary that 
addresses its impact on the clinical study

became apparent to NN
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Initial Steps to Track COVID-19 Related Deviations
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Ongoing trials

As study level mitigation, missing data could be documented in:
1. Using form level comments in EDC system
2. A new eCRF or updating an existing one
3. Protocol deviations: “COVID-19” should be added in 

the beginning of the title
New trials
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Identify and Report Visits Impacted by COVID-19 
using form level comments
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A programmatic approach has 
been implemented to identify and 
report visits impacted by COVID-19
M Mis-interpretation of comments: 

presence of COVID-19 keywords 
can have opposite meaning e.g. 
not due to COVID-19 situation

M Mis-representation of results: 
mis-spelling of COVID-19 
keywords e.g. COVOD-19

M Results need to be verified with 
manual QC

COVID-19 keyword?
covid / corona

CO SV

Visit impacted 
by COVID-19

Yes

Merge

Visit
ND/NA/NK Visit MissedMissing Date?Planned site contact?

Contact type is 
Telephone Contact?

Yes YesNo

Yes

Remote contact

Yes

Missing Date?

No

Query

No

Yes

End No

SVGRPID=VISIT MISSED DUE TO 
                  COVID-19 SITUATION

SVGRPID=REMOTE CONTACT DUE TO COVID-19 SITUATION

SVGRPID=Reported 
contact type
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Submission Requirements
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Reviewer’s comments confirm the need to
• Clearly identify those participants who 

were impacted by COVID-19 and 
indicate those missing data solely due 
to COVID-19

• Generate an overall COVID-19 
summary that addresses its impact on 
the clinical study
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End-to-end Approach
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NSVs: Non Standard Variables

Implement 
NSVs for 

COVID-19 
impact

Standard

Create/Update 
standard CRFs 

to capture 
COVID-19 

impact

Collection

Align cross-
area processes 
to handle data 

related to  
COVID-19
Processing Implement 

reporting of 
COVID-19 
impact in 

SDTM/CTR

Reporting

• Date of Visit Form
• End of Treatment Form
• End of Trial
• Missed Assessment Form
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Implementation of NSVs for COVID-19 Impacts
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Deviations from Planned Visits
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Participant misses visit or does not attend the visit as per the contact mode specified in 
the protocol
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Report Visits Impacted by COVID-19 
based on data collected on CRF
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Eliminates uncertainties 
associated with programmatic 
derivation

Visit Impacted 
by COVID-19

collect on CRF

Visit
ND/NA/NK

Visit MissedMissing Date?Planned site contact?

Contact type is 
Telephone Contact?

Yes

Yes

No

Yes

Remote contact

Yes

Missing Date?

No

Query

No

Yes

End No
SVEPCHGI=Y
SVGRPID=VISIT MISSED DUE TO
                  COVID-19 SITUATION
SVCNTMOD=<blank>

SVEPCHGI=Y
SVGRPID=REMOTE CONTACT DUE TO COVID-19 SITUATION
SVCNTMOD=TELEPHONE CONTACT

SVEPCHGI=Y
SVCNTMOD=Reported 
visit type



Novo Nordisk®

Deviations from Planned Important Assessments
PHUSE EU Connect 2021 Standard Implementation: Battling through the adversity of a pandemic

Protocol Missed Assessment Form

SDTM

CTR
Listing

Flowchart
[important assessment]

CDMS

Important Assessments:
• Assessment(s) for Primary and key Secondary Endpoints, as a minimum
• In alignment with protocol deviations categorisation
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Specify Planned Important Assessments
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Planned Important Assessment

Protocol
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Capture Missed Planned Important Assessments
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Protocol CRF
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Report Missed Planned Important Assessments
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Protocol CRF
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Report Missed Planned Important Assessments
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CTRProtocol CRF SDTM
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Key Take Away Messages

• A corporate strategy is critical to ensure cross-
organisation implementation

• It pays off to think end-to-end standard 
implementation early on instead of relying on ad 
hoc piecemeal study level quick fixes

• The need to track COVID-19 related deviations 
reveals disconnected systems and activities, e.g. 
clinical data in CDMS vs protocol deviations 
reporting in CTMS
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