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Meet the Speaker

Arvind Sri Krishna Mani  

Title: Principal Consultant

Organization: Zifo

Arvind comes with 13-years of experience in the industry and has been 
with Zifo RnD Solutions right from its inception.  Arvind has played a 
significant role in setting up multiple teams within the clinical services 
within Zifo and has experience managing projects from across the globe. 
He loves the exposure and the variety in the projects by working with 
CROs, Technology providers and Pharma companies. He now acts as the 
Head of Digital Solutions and the Point of Contact for all Study Build and 
CDISC projects from Japan.

A serious football fan (Arsenal), who is always in the look out for good 
movies.  Eagerly waiting to watch ドライブ・マイ・カー (Drive my Car).. 



Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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Agenda

1. General Introduction

2. Risk Factors

3. Onset of Disease

4. Signs and Symptoms

5. Laboratory Results

6. Diagnostics and Virology

7. Questionnaires, Ratings and Scales



General Introduction



The Guidelines Released!!
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CDISC has released two guidelines

Interim User Guide for COVID                                           
– for COVID studies

Case studies where the 
guidelines been applied

Case studies where the 
guidelines were not able to be 

applied

Guidance for Ongoing Studies Disrupted by 
COVID19                                                                        

– for studies affected due to COVID situation

Case study where the ongoing 
study affected due to COVID



Overview of COVID Interim User Guide
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Condition/Variable SDTM DOMAIN

Risk Factors

Pre-existing Medical Conditions MH

Personal Protective Equipment-PPE ER

Travel ER

Contacts ER

Substance Use SU

Exposure to Animals ER
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Condition/Variable SDTM DOMAIN

Onset of Disease MHEVDTYP MH

Signs and Symptoms FACE, FAMH, FAAE

Laboratory Test Results LB

Diagnostics and Virology Virus Identification, Antibody Testing, SARS 
COV-2 Viral Load

MB

Vital Sins and urine output
VSCOLSRT , VSO2SRC, VSN2SCAL

VS

Concomitant Medications
CMEVLINT

CM

Respiratory Findings
Imaging – RECLSIG, Pulmonary Functional 
Tests

RE

Hospitalization HOINDC, HODISOUT HO

Procedures PR

Questionnaires, Rating and Scales RS



Risk Factors



Risk Factors

The Environmental Risk Factors (ER) Domain

• An Events Domain

• Represents data collected to assess potential exposures to, or risk factors 
associated with, diseases by way of environmental contact or through 
participation in activities associated with risk. 
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The potential of AP domains when it comes to COVID ? 

• Common related records (relrec.xpt) domains for Associated persons and 
other standard domains

• The relec.xpt dilemma ?!
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Risk Factors – Case Study (ER Domain)
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Risk Factors – Case Study (ER Domain)
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Onset of Disease



Onset of Disease
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Case Study (MH Domain)
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Case Study (MH Domain)
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Signs and Symptoms



Signs and Symptoms
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Question SDTM Domain Timing Variable

Has the symptom occurred since the onset of 
acute illness? 

MH
MHDTC is date of assessment, EVINTX="SINCE ONSET OF ACUTE 
ILLNESS".

Was the symptom present at diagnosis? FAMH FADTC is date of diagnosis

Is the symptom present now? FAMH FADTC is date of assessment

Questions about pre-specified symptoms collected at beginning may vary, as 
illustrated in the following table



Signs and Symptoms
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Question SDTM Domain Timing Variable

Record symptoms related to COVID-19 (not pre-
specified)

CE (or AE) CESTDTC, CEENDTC

Did the symptom occur during the study? CE (or AE or FAAE) EVINTX = "DURING THE STUDY"

Did the symptom occur within the past day? FACE (or FAAE) FADTC is date of assessment, EVLINT = "-P1D" 

Has the symptom occurred since the last visit? FACE (or FAAE) FADTC is date of assessment, EVINTX = "SINCE LAST VISIT" 

Data collected about symptoms during the study may include approaches such 
as illustrated in the following table.



Case Study – FACE Domain
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Case Study – FACE Domain
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Laboratory Results



Laboratory Results Results
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• Some common Lab tests taken for COVID-19



Case Study – LB Domain
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Case Study – LB Domain
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Diagnostics and Virology



Diagnostics and Virology

• All concepts represented in MB (LB is not appropriate for these concepts)

• MBTSTDTL (Measurement, Test or Examination Detail) –

• Further description of MBTESTCD and MBTEST. Example: "VIRAL LOAD" 
(when MBTESTCD represents viral genetic material); "QUANTIFICATION" 
when MBTESTCD represents any organism being quantified. 
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Diagnostics and Virology
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1) Virus Identification

• Includes results of testing for the presence of SARS-CoV-2. 

• Example:

• PCR test conducted to detect the presence of SARS-CoV-2



Diagnostics and Virology
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2. Antibody Testing:

• Provides a more rapid indication of current or past infection.

• Example:

• Testing of immunoglobulin M (IgM)/immunoglobulin G (IgG) 
antibodies to the SARS-CoV-2 virus

• Example does not cover quantification of antibodies instead covers 
Detection.



Diagnostics and Virology
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2. SARS-COV2-Viral Load

• The testing process took place in 2 parts: determination of threshold 
cycle and conversion of the threshold cycle readout to a viral load 
readout

• Example 1:



Diagnostics and Virology
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• Example 2: When SARS-CoV-2 RNA isn’t detected in the subject 
sample, MBTSTDTL is null.



Case Study – MB Domain
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Case Study – MB Domain
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Questionnaires, Ratings and Scales



Questionnaires, Ratings and Scales
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Case Study – RS Domain
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Case Study – RS Domain
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Case Study – RS Domain
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Case study: Mechanical Ventilation details - FA or PR??
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Case study: Mechanical Ventilation details - FA or PR??
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Case Study on Multiple Hospital Admissions
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USUBJID HOTERM HOSTDTC HOENDTC

1001 HOSPITAL 2021-01-03 2021-01-31

1001 HOSPITAL 2021-02-05 2021-02-09

SDTM HO Domain

ADaM ADHO Domain

USUBJID PARAMCD ASTDT AENDT AVAL

1001 HOSPITAL 03JAN2021 31JAN2021 28

1001 HOSPITAL 05FEB2021 09FEB2021 4



The Difference in ADTTE!
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USUBJID PARAM ASTDT AENDT AVAL CNSR

1001 Time to Hospital Discharge 03JAN2021 09FEB2021 37 0

ADaM ADTTE Domain

• Worst case scenario handling

• Based on First Hospital Admission and Last Hospital discharge



Age as stratification factor
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Age Range is categorized into 

• 18 – 64

• 65 and above

This is mapped to SUPPDM in 

SDTM

In ADAM, a standard variable named AGEGR is 

used for capturing Age group in ADSL



Diagnostics and Virology
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Device type, manufacturer, trade name, and lot number for the RT-qPCR kit mapped to DI 
domain.



Case Study – DI Domain is not used!
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According to COVID Technical conformance guidelines, any device related information must be captured in DI 
domain. But since we don’t have much information about the devices like manufacturer, trade name, and lot number, 
we have captured this information in FA



Case Study – DI Domain is not used!
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Thank You!

• Mai Ishikawa/ 石川麻衣

• mai.ishikawa@zifornd.com

• 03-4405-4140

• 080-3394-5678

ご質問・お問い合わせ等は以下にご連絡ください：

mailto:mai.ishikawa@zifornd.com

