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Meet the Speaker

Arvind Sri Krishna Mani

Title: Principal Consultant

Organization: Zifo Z ' I o.
Arvind comes with 13-years of experience inthe 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 K547 - <A -/— (Drive my Car)..



Disclaimer and Disclosures

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




Zif
. The Guidelines Released!! e

CDISC has released two guidelines

s wves I
[ 1

L . . Guidance for Ongoing Studies Disrupted by
e Interim User Guide for COVID COVID19
— for COVID studies

— for studies affected due to COVID situation

Case study where the ongoing

Case studies where the study affected due to COVID
guidelines been applied

Case studies where the
guidelines were not able to be
applied
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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.

erxpt
Row|STUDYID|DOMAIN|USUBJID |ERLNKID|ERSEQ | ERTERM ERCAT ERPRESP|EROCCUR|ERSTDTC |EREVLINT
1 |COVID-3 |ER 100 1 1 Close contact with a confirmed or probable case of COVID-19, while that case was symptomatic| COVID-19 RISK FACTOR|Y Y 2020-02-25[-P14D
2 |COVID-3 |ER 100 2 Presence in a healthcare facility where COVID-19 infections have been managed COVID-19 RISK FACTOR|Y N -P14D
3 [COVID-3 |ER 100 3 Presence in a laboratory handling suspected or confirmed COVID-19 samples COVID-19 RISK FACTOR|Y N -P14D
apmh xpt
Row|STUDYID | DOMAIN (APID|MHSECQ |RSUBJID | SREL MHLNKID|MHTERM | MHDECOD MHSTDTC
1 CovID  |APMH (200 |1 100 MOTHER, BIOLOGICAL|1 COVID-19| Coronavirus infection| 2020-04-01
L
cdisc 0
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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 ?!

el aperxpt - -

: Eow | STUDYID | DOAATN | APID | FXSEQ) | ESUBIID EXTET | EXIMDSE | EXIMISTXT | EXDOST | FXDOSFEM | FXDWSFED | EXEOUTE | EXSTDTC
i 1 YSAOFT APEX AP 0L 1 ABC 123 |FAMILY MEMBER | DRUG X SPLASH LOTION CMCE TOPICAL | 20050503
et
. Apae xpt

Eow | STUDYID | DORLADN | APID | AESEQ) | ESUBIID SEEL AETEEM |AFDECOD | AESEY |AESEE| AEEEL AFOTT AESTDTC | AEENDTC
=— = FAMILY ; RECOVERED N
W = ¥ . il 3 ES-N505% | s
1 SAQ APAE AP 0l 1 ARC 123 LEMEER Faak Fazh MODERATE '] EELATED RECOLVED 200305405 | T05-05-08
relroc.xpt
Fow | STUDYVID | EDOAAIN | USUBND | APID | ESTUEND | IDVAER. |IDVAEVAL | EFLTYPE | EELID
1 Y&AOFT APEX AP 01| ABC 133 | EXTRT CRUGX ]
2 YEAOFT APAE AP (01| ABC 113 | AETERM Rash

cdisc .



Risk Factors — Case Study (ER Domain)

Form: SARS-CoV-2 Exposure
Generated On: 16 Jun 2020 12:23:40

Initial Date of exposure to
SARS-CoVv-2

ERSTDTC @

Last Date of exposure to
SARS-CoWVv-2

ERENDTC @

Is exposure ongoing

|EF:‘E.'.'RTPT = "ONGOING" when checked "Yes' | Yes(:@

No
|ERENTP]"= Nate of Assessment”’ C:I

Type of exposure

First Respcnder(ﬁ
ERTERM Medical ‘."-.-'u:rker@

Cohabitation with
SARS-CoV-2 positive person
Other Occupation D

If other, please specify

|EF:‘TEF:‘M = Concatenate with "Other Occupation:” when specified | @

Zifo

12



Risk Factors — Case Study (ER Domain)

to subjects positives to Cov

ERSEQ ERTERM VISITNUM VISIT EFPOCH ERSTDTC | ERENDTC ERSTDY ERENDY
Cohabitation with SARS-CoV-2 2020-06-1
1 - 1 | SCREENING -5
positive person 4
Cohabitation with SARS-CoV-2 2020-06-1
1 - 1 | SCREENING -12
positive person 2
) 2020-08-1|2020-08-1
1 |Medical Worker 1 | SCREENING 3 3 -4 -4
Other Occupation:Subject 2020-05-0
1 |works in a laboratory where 1 | SCREENING 4 -80O
she is in contact with patie
Cohabitation with SARS-CoV-2 2020-07-1
1 - 1 | SCREENING -16
positive person 3
Other Occupation:Subject 2020-08-2
1 |works in a Lab taking test 1 | SCREENING 5 -2

13
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. Onset of Disease
. 3 Onset of Disease
.. Example 1
e In this example, the date of onset of symptoms and date of diagnosis were collected for the study. The date of
o diagnosis was based on a positive test, and the CEF collected an 1dentifier for the laboratory test with the positive
B result.
. Row 1: Shows the date of onset of symptoms.
' ‘ Eow 1 shows the date of diagnosis. MHINEID has been populated so that it can be related to the lab record
’ whach confirmed diagnosis. Neither the lab dataset nor the related records (RELEEC) dataset are
i included 1n thas exampls.
mh..rpt . . . . . . . . . .
Row | STUDYID| DOMAIN| VS USEJD] MHSEG| MHLNEID |MHTERM | MHEVDTYE MHDTC |MHSTDTC |MHENDTC |MHDY |[MHSTDY | MHENDY
1 COWVID-E | MH 103 1 CONVID- | SYMPTOM 2020-04-~ | 2023A0-03- 1 =
19 COMSET as 31
2 COVID-S | MH 103 2 1 COVID- | DLAGKNOSES 202004~ | 202A0-04~ 1 -1
18 as 04




Case Study (MH Domain)

Date of first potential COVID-19 exposure
MHEVDTYP = EXPOSURE’

Fixed Unit: (dd MMM ':.-",.-":.-"-.-':I'

MHSTDTC

OR Date Unknown

MHSTRTPT = "UNKNOWN'

MHSTTPT = "SCREENING'

Date of first COVID-19 symptoms
MHEVDTYP = "SYMPTOM ONSET'

MHSTDTC

Fixed Unit: (dd MMM ':.-",.-":.-"-.-':I.

OR Date Unknown |[MASTRTPT = ‘UNKNOWN'

MHSTTPT = "SCREENING' !

Zifo
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Zifo
Case Study (MH Domain)

: MHSEQ MHSFID MHTERM WHLLT MHLLTCD | MHDECOD | MHFTCD MHHLT MHHLTCD | MHHLGT | MHHLGTCD | MHEVDTYF | MHCAT WHFRESF | MHOCCUR MHSOC MHS0CCD
1 COovID-19 . . . . |EXPOSURE |FRIMARY D|Y ¥ i
2 COovID-19 . . . . | SYMPTOM O|FRIMARY D|Y ¥

3001 COFD COFD 10010952 | Chronic o| 10009033 |Bronchosp| 10006484 |Bronchial| 10006436 GENERAL M Fespirato| 10038738
4002 CAD Coronary | 10011078 | Coronary | 10011078 |Coronary | 10011083 | Coronary | 10011082 GENERAL F.l‘ Cardiac d| 10007541
5 (003 DM Type I|Type II d| 10045242 |Type 2 di| 10067585 |Diabetes | 10012602 |Glucose m| 10018424 GENERAL FI‘ Metabolis| 10027433
6004 Hypertens|Hypertens| 10020772 |Hypertens| 10020772 |Vascular | 10020774 |Vascular | 10057166 GENERAL M Vascular | 10047065
5:- 1 COovID-19 . . . . |EXPOSURE |FRIMARY D|Y ¥

# 2 COVID-19 . . . . |sYuPTON O[ PRINARY D] Y Y

5:' 3001 Emphysema| Emphysema| 10014561 | Emphysema| 10014561 |Farenchym| 10033979 |Lower res| 10024967 GENERAL M Fespirato| 10036738
7 1 COVID-19 . . . . |EXPOSURE |FRIMARY D|Y ¥

'. COovID-19 . | 3YMPTOM O|PRIMARY D

L

P

s o

cdisc 17
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e Zifo
= Signs and Symptoms

Questions about pre-specified symptoms collected at beginning may vary, as
* i+ llustrated in the following table

.
o.ioile
Dot Question SDTM Domain Timing Variable
Semed Has the symptom occurred since the onsetof MHDTC is date of assessment, EVINTX="SINCE ONSET OF ACUTE
£ : . MH "
% . acute illness? ILLNESS".
o 2 Was the symptom presentatdiagnosis? FAVH FADTC is date of diagnosis
Is the symptom presentnow? FAMH FADTC is date of assessment




i Zifo,
. Signs and Symptoms

Data collected about symptoms during the study may include approaches such
* i+ asillustratedin the following table.

@rrrvese )
L Question SDTM Domain Timing Variable
$imesonet Record symptoms related to COVID-19 (not pre-
5o specified) CE (or AE) CESTDTC, CEENDTC
St Did the symptom occur during the study? CE (or AE or FAAE) EVINTX ="DURING THE STUDY"
' 3 . 0 Did the symptom occur within the pastday? FACE (or FAAE) FADTC is date of assessment, EVLINT = "-P1D"
2 Has the symptom occurred since the lastvisit? ~ FACE (or FAAE) FADTC is date of assessment, EVINTX = "SINCE LAST VISIT"




Case Study — FACE Domain

Form: SARS-CoV-2 Infection Symptom Score |.FACAT= COVID-T9 SYMPTOMS" |
Generated On: 16 Jun 2020 12:23:40

—|FA TESTCD = "FAALL’® |—|FAO.BJ = "ALL SYMPTOMS"i
Was SARS-CoV-2 Infection Symptom Score assessed? |{NOT SUBMITTED] |Ye5[:ID
[FATEST = Findings About Glinical Events” | [FASTAT = 'WOT DONE" when checked ‘No’ FJ'DO

If no, indicate reason test not performed Site error

FAEEASHD Subject |'-5FL|5E|:||D

Physical Limitationo
Screening performed on Day‘O

Oth e_er

If other, specify FAREASQOS in SUPPFA |

Date

iFADTC = Concatenate Date and Time |7
Time G)
FAOB] = COUGH" i [FAORRES = 'N"if checked ‘None” |

Cough [FATESTCD = "OCCUR’ [FAORRES = "Y' if any other is checked |0 - NaneCID

|FA TEST = '‘Occurance Indicator’ | - mid (ncca;;irllzlrf;;?;:[j
> =

FAORRES 2 - Moderate (frequent DFO

bothersome)
|FA TEST = "Severity” | 3 - Severe (interferes with
daily activities)

|FA TESTCD = "SEV"

Zifo
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Case Study — FACE Domain

Zifo

FASEQ | FATEST FAOBJ FACAT FAORRES

fessie 1 FRALL Findings About Clinical Everts ALL SYMPTOMS COVID-13 SYMPTOMS
‘5 e 2 OCCUR Occurence Indicator COUGH COVID-13 SYMPTOMS N
" . 1 OCCUR Occumence Indicator COUGH COVID-19 SYMPTOMS N
4 OCCUR Occumence Indicator COUGH COVID-19 SYMPTOMS N
£apg 5 OCCUR Dccumence Indicator COUGH COVID-19 SYMPTOMS N
2 s 6 OCCUR Occumence Indicator COUGH COVID-19 SYMPTOMS N
olnene 7 OCCUR Occumence Indicator COUGH COVID-19 SYMPTOMS N
T 8 OCCUR Occumence Indicator DIFFICULTY BREATHING COVID-19 SYMPTOMS N
9 OCCUR Occumence Indicator DIFFICULTY BREATHING COVID-13 SYMPTOMS N
10 OCCUR Occumence Indicator DIFFICULTY BREATHING COVID-13 SYMPTOMS N
11 OCCUR Occumence Indicator DIFFICULTY BREATHING COVID-13 SYMPTOMS N
12 OCCUR Occumence Indicator DIFFICULTY BREATHING COVID-19 SYMPTOMS N
13 OCCUR Occumence Indicator DIFFICULTY BREATHING COVID-19 SYMPTOMS N
14 OCCUR Occurence Indicator FEVER COVID-13 SYMPTOMS N
15 OCCUR Occurence Indicator FEVER COVID-13 SYMPTOMS N
$oiay 16 OCCUR Occurence Indicator FEVER COVID-13 SYMPTOMS N
L 17 OCCUR Occumence Indicator FEVER COVID-19 SYMPTOMS N
o 18 OCCUR Occumence Indicator FEVER COVID-19 SYMPTOMS N
; 19 OCCUR Occumence Indicator FEVER COVID-19 SYMPTOMS N
20 OCCUR Occumence Indicator MUSCLE ACHES OR FATIGUE COVID-19 SYMPTOMS N
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Laboratory Results Results

RG] ]
%4 * Some common Lab tests taken for COVID-19
H H Thke followmg table shows common lab fest names and test codes.
’ ‘.‘-. LB Test Name - LBTEST LB Test Code - LBTESTCD
o S it Activated partial thrombogplastin time APTT
_,5‘ . Alanine aminotransferase AST

Aspartate aminotransferase ALT
Bilirubin BILI
C reactive protein CRP
Creatinine CREAT
Blucose GLUC
Hemoglobin HGB
Hematoerit HCT
Lactic acid LACTICAC
Leukocytes WBC
Lymphocytes LM
Meutrophils NEUT
Platelets FLAT
Potassium K
Procalcitonin PCT
Prothrombin time PT
Prothrembin international nomalized ratio{IMR
Sodim SODIUM
IUrea Nitrogen UREAM

cdisc ”



Zifo
. Case Study — LB Domain

. : . Creatinine |LB TEST = 'Creatining’ ||.LBTES TCD ="CREAT’ |

O Alburnin |1'_B TEST = "Albumin’ ||LBTES TCD ="ALB" TEOREES

.. ALT |.l'_BTEST = "Alanine Aminotransferasea’ | |.LETES TCD="ALT’ !
Total bilirubin [LBTEST ="Bilirubin” | [[BTESTCD = BILI" |

| actate dehydrogenase (LDH) [LBTEST = "Lactate Dehydrogenase' I_ILBTEST-LT.D = LOH" |_

cdisc s



Case Study — LB Domain

Zifo

LBSEQ | LBREFID | LBTESTCD LBTEST LBCAT | LBORRES | LBORRESU | LEORNRLO | LEORNRHI | LBSTRESC | LBSTRESN | LBSTRESU |
g e 1 ALB Albumin CHEMISTRY| 3.8 g/dl 3.5 5 38 38 [a/L
W, 2 ALE Albumin CHEMISTRY| 3.1 o/dL 3.5 5 31 31 |giL
°° 3 ALB Albumin CHEMISTRY
o 4 ALT Alanine Aminotransfer| CHEMISTRY|33 /L 5 50 39 39 |U/L
5 ALT Alanine Aminotransfer| CHEMISTRY|33 TU/L 5 50 a3 33 |u/L
B ALT Alanine Aminotransfer|CHEMISTRY
7 BILI Bilirubin CHEMISTRY| 0.9 ma/dL 0.1 1. 15.3936 15,3936 |umol/L
B BILI Bilirubin CHEMISTRY| 0.8 mg/dL 0.1 1. 13.6832 13.6632 |umol/L
g BILI Bilirubin CHEMISTRY
10 CREAT Creatinine CHEMISTRY| 0.68 ma/dL 0.5 1.5 60.112 60.112 | umol/L
e TR G 11 CREAT Creatinine CHEMISTRY|1.08 mg/dL 0.5 1.5 95.472 95.472 |umol/L
o bt 12 CREAT Greatinine CHEMISTRY|0.70 mg/dL 0.5 1.5 61.88 61.88 |umol/L
Giiiio 13 LDH Lactate Dehydrogenase| CHEMISTRY
I 14 LOH Lactate Dehydrogenase| CHEMISTRY
s o 15 LOH Lactate Dehydrogenase| CHEMISTRY

26
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Diagnostics and Virology

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

« MBTSTDTL (Measurement, Test or Examination Detail) —

i+ + Further description of MBTESTCD and MBTEST. Example: "VIRAL LOAD"
. (Wwhen MBTESTCD represents viral genetic material); "QUANTIFICATION"
bty when MBTESTCD represents any organism being quantified.

cdisc 28



= Diagnostics and Virology

.. 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

mb.xpt
Row|STUDYID| DOMAIN(USUBJID |MBSEQ|MEREFID|MBGPRID|MBTESTCD|MBTEST MBTSTDTL |MBORRES|MBSTRESC|MBSPEC MBLOC |MBMETHOD
1 |ABC MB ABC-01- 1 60101 1 SARSCOVZ |Severe Acute Resp DETECTION|POSITIVE |POSITIVE |ENDOTRACHEAL QUANTITATIVE REVERSE
601 Syndrome FLUID TRANSCRIPTASE POLYMERASE
Coronavirus 2 CHAIN REACTION
2 |ABC MB ABC-01- |2 72201 1 SARSCOV2 |Severe Acute Resp DETECTION|MEGATIVE [NEGATIVE [SWABBED THROAT|QUANTITATIVE REVERSE
722 Syndrome MATERIAL TRANSCRIPTASE POLYMERASE
Coronavirus 2 CHAIN REACTION




= Diagnostics and Virology

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
ok Detection.
mb.xpt
Row [STUDYID DOMAIN |USUBJID MEBSEQ |[MBREFID [MBTESTCD [MBTEST METSTDTL (MBORRES |MBSTRESC |(MBSPEC |MBMETHOD
1 COVID-ABC  |MB COVID-ABC-011 1 13668 SARZIGM SARS-CoV-2 Igh Antibody DETECTION [POSITIVE |POSITIVE SERUM  [ELISA
2 COVID-ABC  |MB COVID-ABC-011 |2 13663 SARZIGG SARS-CoV-2 IgG Antibody DETECTION [MEGATIVE |NEGATIVE [SERUM |ELISA
3 COVID-ABC  |MB COVID-ABC-022 1 23433 SARZIGGM | SARS-CoV-2 lgGilgh Anfibody DETECTION [POSITIVE |POSITIVE SERUM  [ELISA

cdisc %



. Diagnostics and Virology

% 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
i « Example 1:

MBSEQ|MBGRPID|MBREFID MBTESTCD|MBTEST |MBTSTDTL |MBORRES |MBORRESU |MBSTRESC [MBSTRESN|MBSTRESU |[MBSPEC|MBMETHOD I

e [1 1 001-02 |SAR2RNA |SARS- VIRAL LOAD |3.9 log 10 39 39 log 10 SPUTUM [QUANTITATIVE REVERSE
: . : CoV-2 copiesimL copiesimlL TRANSCRIPTASE
R RNA POLYMERASE CHAIN
pHETT ST REACTION
| | 1 001-02 |SAR2RNA |SARS- THRESHOLD |27.43 27.43 27.43 SPUTUM [QUANTITATIVE REVERSE
e s CoV-2 CYCLE TRANSCRIPTASE

& RNA POLYMERASE CHAIN
: REACTION

cdisc 2



o Zifo
. Diagnostics and Virology

A : P : :
. « Example 2: When SARS-CoV-2 RNA isn’t detected in the subject
[ 12 [ ] .
»a sample, MBTSTDTL is null.
fiiniie
s . : SPDEVID|MBSEQ|MBGRPID|MEREFID |MBTESTCD MBTEST |[MBTSTDTL |[MBORRES MBORRESU MBSTRESC |MBSTRESN|MESTRESU [MBSPEC | MBMETHOD |
@:encee ° POLYMERASE CHAIN
S REACTION
S : PCRO1 |8 001-06 SARZRNA | SARS- TARGET TARGET NOT SPUTUM [QUANTITATIVE REVERSE
CoV-2 NOT DETECTED TRANSCRIPTASE
RMA DETECTED POLYMERASE CHAIN
REACTION
PCROZ2 |9 001-07 SARZRNA |SARS- TARGET TARGET NOT SPUTUM |QUANTITATIVE REVERSE
CoV-2 NOT DETECTED TRANSCRIPTASE
RMA DETECTED POLYMERASE CHAIN
REACTION

r
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Case Study — MB Domain

Form: Central Laboratory - IgG/IgM Antibody, SARS-CoV-2 Viral Load by NAT or PCR
(RT-PCR) & Cytokines
Generated On: 01 Dec 2020 23:10:55

|MHCAT ="COVID VIRAL LOAD" |

[MBSTAT = 'NOT DONE" when 'No' |
Was a SARS-CoV-2 Viral Load by NAT or PCR (real-time Mo
RT-PCR) samples collected? [(voT suBmITTED] |YESO

_|MBTSTDTL ="VIRAL LOAD' HMHTESTCD = "SARZRNA" HMBTEST = "SARS-CoV-2 RNA® |—

If yes, record date and time

Collection Date (DDMMMYYYY) @
—|MBDTC = concatenate Collection Date and Collection Time l

Collection Time (HH: MM} @
ﬂMBTEST ="WMICROBIOLOGY SPECIMEN" when 'No' HMHSTAT = 'WOT DONE' when 'No" ———
Was a IgM and IgG antibodies to SARS-CoV-2 sample [WBTESTGD = MBALL when 'No® | no
collect=d? [[NoT SuBMITTED] | Yes( )

If yes, record date and time

Collection Date (DDMMMYYYY) @

4|MBDTC = concatenate Collection Date and Collection Time |

Zifo
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Case Study — MB Domain

Zifo

MBSEQ | MBTESTCD| MBTEST MBTSTOTL MBCAT MBORRES | MBORRESU | MBSTRESC | MBSTRESN | MBSTRESU | MBSTAT i

1| SARZRNA | 5ARS-CoV-|VIRAL LOAD COVID VIRAL LOAD

2 | SAR2RNA | SARS-CoV- | VIRAL LOAD COVID VIRAL LOAD

3 | SARZRNA | 5ARS-CoV-|VIRAL LOAD COVID VIRAL LOAD NOT DONE
1| SARZRNA | 5ARS-CoV-|VIRAL LOAD COVID VIRAL LOAD NOT DONE
2 |GAR2RNA | SARS-CoV- | VIRAL LOAD COVID VIRAL LOAD NOT DONE
3 | SARZRNA | SARS-CoV-|VIRAL LOAD COVID VIRAL LODAD

4 | SAR2RNA | SARS-CoV- | VIRAL LOAD COVID VIRAL LOAD

5 | SARSCOV2 | Severe Ac|DETECTION HISTORICAL SARS-COV-2 PCR (RT-PCR) OR NAT |Positive POSITIVE

1| SARZRNA | 5ARS-CoV-|VIRAL LOAD COVID VIRAL LOAD

2 |GAR2RNA | SARS-CoV- | VIRAL LOAD COVID VIRAL LOAD

3 | SARZRNA | SARS-CoV-|VIRAL LOAD COVID VIRAL LOAD

4 | SAR2RNA | SARS-CoV- | VIRAL LOAD COVID VIRAL LOAD

34
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Questionnaires, Ratings and Scales

The NEWS2 consciousness score can be represented in SDTM wsing RSTESTCD = "WEWS107"RATEST =
"WEWS1-Conscrousness". The possible responses on the CRF melude "Alert”, "Confusion”, "V°, "P", or "U". After
consulting with subject matter experts and the NEW'S2 phone appheaton, 1t was determimed that the most
meamngful data would be to represent these as "Alert”, "Wew Confusion”, "Verbal Responsive”, "Pam Eesponsive”,
or "Unresponsive”. The mapping strategy 15 mcluded 1o the following tables.

RSTESTCD IRSTEST

NEWS107 MEWS1-Consciousness
RS0ORRES RSSTRESC RSSTRESH
Alert 0 I]

Mew Confusion 3 3

Verbal Responsve 3 3

Pain Responsive 3 3
Unresponsive 3 3

cdisc
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Case Study — RS Domain

Rate Clinical Severity (check only ocne for each parameter)
{RSTESTCD = NEWSTOT' I_IR‘STEST= 'NEWS{-Respirations' |
Respiratory Rate (breaths per minute) |"':-‘5“S TRESC =% | {=8) - Point Value +3Cﬁ
|HSSTRESG ="f" | (9-11) - Point Value +'_O
|RSORRES = values enclosed by brackets | |RSSTRESC _ 0 | (12-20) - Point Value C-O
|F:‘SS]"RESG T |(21—24} - Point Value +2C:|
|F.*SS TRESC = 3" | (=25) - Point Value +3O
—RSTESTCD = 'WEWS102' |—|H5TEST= 'NEWS1-Oxygen Saturation SpO2 Scale 1" |
Oxygen Saturation % |RSS TRESC ="3" | (= 91) - Paint Values +3C)G)
[RSORRES = values enclosed by brackets | |F"53TRESC =2 | (92-53) - Point Value +2C]
|955m55.; =1 | (94-35) - Point Valus +-_C]
[RSSTRESC="0" | {=96) - Point Valus c-[::]
_|F.‘S‘TESTCD ="NEWST04A" "HSTEST = '"WEWST-Air or Oxygen: Davica' !

Any Supplemental Oxygen RS0ORRES ="Y" [Yes - Point Value +2C@

ESORRES = 'N'| Mo - Foint Valus C-O
—|F.‘STE5TCD = NEWST08" HF:‘S‘TEST = ‘NEWS 1-Temperature' |

Temperature in °C {2F) RSSTRESC = "3" < 35.0 ({95) - Point Valus +3C:@
RSSTRESC ="1" 35.1-36.0/(95.1-95.8) - Point
Value +1
RSORRES = values before - Point Value' | 36.1-38.0/(96.9-100.4) -
|F¢‘SSTRESC. =0 Foint Valus 0

Zifo
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Case Study — RS Domain

Form: Mational Earty Warmning Score | HEWS)
FEmnerabed On: 01 Dec 2030 231055

IRSORRES = values befora - Polnt Value' | —

RESETRESC = 17 38.1-%9.0 5 100.5-102.2) -

Point Vahse +1

RESTRESC = &' | =¥3.1/(=102.3) - Pont '.-'-al.l-=|::|
-

[FEORRES = values bodoro - Point Vaiia' |

Crstodic BP RESTRESC = 3| < 90 - Point Value +3
FETEETOD = WEWS o5 [FSSTRESC ="= |91-100 - Point Value +2()

|R55TH'E5I:"_ E LiFE-110 - ot Wakee 1 )

BEEESTRESC = o | 111-219 - Point Walue UB
TR T Tt =20 - Point Vahe +3

AEORRAEE = valuas bafore = Poind Walia' I'
FESTRESC = 3| =a0 - Point value +3_ 11
_ - [RESTRESC =°7"  |41-50 - Point Vahe +1
IHﬁTEE-TCI:l = 'NEWES 708 I £1-50 - Pokrt Vake 0
rﬁiTEE-T— "HEWS1-Pulss' I M].]Iu - Point WYalue +1
==TREsc = 5 L 11- 150 - Point Value +2
A T =131 - Point Value -bJU

—|E5TEET'I:'D = WEWES 10T HEE-J'EE?’ = WEWS - CoNSCRusmess” REETRESC = 0"

Lewel of Consciousness |R5-D.E'.EE5 = " Alert - Point Yakue ILI|:__E
[AWPU, flert, Yoice, Fain, Unresponsive \RSORRES = v, P, ar L Mot alert [V, P or U) - Pﬂiﬂtl:l

Valu= +1
- r |H‘! ETRESC = '}
RETESTLD = 'WEWS 109 RETEST = 'WEWS1-NEWS Tofai™ !

| ozl Soore AEORARES E‘
[Sum of point values ascigned])

|E5TE5?’ = WEWS 7-Sysrolls Bloag’ Fross g’ |

Heart Rate

Zifo
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Case Study — RS Domain

‘ ' 75 |NEWS105 | NEWS1-Systolic Blood Press [NEWS2  [101-110 |1 1 4|Day 3 |TREATMENT
- 161 [NEWS105  |NEWS1-Systolic Blood Press |NEWS2 101-110 |1 1 30 (Day 29 | TREATMENT
... 79 |NEWS102 |NEWS1-Oxygen Saturation Sp |NEWS2  |94-95 |1 1 20 [Day 19 | TREATMENT
) 44 [NEWS102 |NEWS1-Oxygen Saturation Sp |NEWS2  |94-95 |1 1 9|Day 8 | TREATMENT
111 |NEWS106 | NEWS1-Fulse NEWS2  [91-110 |1 1 15|Day 14 | TREATMENT

148 |NEWS106 | NEWS1-Fulse NEWS2  [41-50 |1 1 17 |Day 16 | TREATMENT

77 |[NEWS102 |NEWS1-Oxygen Saturation Sp |NEWS2  |94-95 |1 1 18 |Day 17 | TREATMENT

233 |NEWS108 | NEWS1-Temperature NEWS2 | 36.1-39.0[1 1 15|Day 14 | TREATMENT

Ll 165 | NEWS106 | NEWS1-Fulse NEWS2  [41-50 |1 1 5|Day 4 | TREATMENT
146 | NEWS106 | NEWS1-Fulse NEWS2  [91-110 |1 1 10|Day 9 | TREATMENT
b1l 146 [NEWS106 | NEWS1-Fulse NEWS2  |41-50 |1 1 15 |Day 14 | TREATMENT
e 92 [NEWS105 |NEWS1-Systolic Blood Press |NEWS2 | 101-110 |1 1 13|Day 12 | TREATMENT
gl 164 |NEWS106 | NEWS1-Fulse NEWS2  [41-50 |1 1 4|Day 3 | TREATMENT
- S

cdisc -
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. Case study: Mechanical Ventilation details - FA or PR??
Form: Mechanical Ventilation and Oxygen Administration |[FAOBJ = 'MECHANICAL VENTILATION'
¢ i Generated On: 01 Dec 2020 23:10:55

e [FACAT = 'MECHANICAL VENTILATION AND OXYGEN ADMINISTRATION’

Please complete both the Mechanical Ventilation and the Oxygen Administration Sections

. , Mechanical Ventilation: Record the settings of the highest level of respiratory support used for

Is the subject on a ventilator? FAORRES = 'N' NOC@
FATEST = 'On Ventilator' | [FATESTCD = '"VENT' FAORRES ='Y" YESO

If yes, please record below
FATEST = Tidal Volume' |HFATESTCD =TV FAORRESU ="'mL/kg" | —

cdisc 0



Case study: Mechanical Ventilation details - FA or PR??

Zifo

. FASEQ FALNKID | FATESTCD FATEST FAQBJ FACAT FAORRES | FAORRESU | FASTRESC | FASTRESN | FASTRESU FAST!
.. 251 VENT On Ventilator MECHANICAL VENTILATIOM|MECHANICAL VENTILATION |Y Y
. 252 VENT On Ventilator MECHANICAL VENTILATION [MECHANICAL VENTILATION |Y ¥
& FASEQ FALNKID | FATESTCD FATEST FAOBJ FACAT FAORRES | FAORRESU | FASTRESC | FASTRESN | FASTRESU FASTAT
221 ™ Tidal Volume MECHANICAL VENTILATION|MECHANICAL VENTILATION |6 mL kg g 6 |mL/kg
222 ™ Tidal Volume MECHANICAL VENTILATION | MECHANICAL VENTILATION |86 mL/kg 6 6 |mL/kg
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Case Study on Multiple Hospital Admissions

. SDTM HO Domain

S UsUBJID HOTERM HOSTDTC  HOENDTC

" 1001 HOSPITAL 2021-01-03 2021-01-31
s

e 1001 HOSPITAL 2021-02-05 2021-02-09
o

2"t ADaM ADHO Domain

USUBJID PARAMCD ASTDT AENDT AVAL
1001 HOSPITAL 03JAN2021 31JAN2021 28

1001 HOSPITAL 05FEB2021 09FEB2021 4




. 1001 Time to Hospital Discharge 03JAN2021 09FEB2021 37

0

Zifo

...« \Worst case scenario handling

1« Based on First Hospital Admission and Last Hospital discharge
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Age Range is categorized into

| s 7 L= , * 65and above
. L 4 Subjectz> SR zi.r'::;_r:-lge- A S—-5L2
Co N S This is mapped to SUPPDM in
SDTM
In ADAM, a standard variable named AGEGR is
used for capturing Age group in ADSL
v
AGE AGEL AGEGR1 AGEGRIN
51 YEARS <65 years 1
72 YEARS ==h5 years 2
44 YEARS <65 years 1



Diagnostics and Virology

([j)evice type, manufacturer, trade name, and lot number for the RT-gPCR kit mapped to DI
omain.

cdisc

di.xpt

Row |STUDYID (DOMAIN |SPDEVID |DISEQ |DIPARMCD |DIPARM DIVAL

1 ABC ol PCRD1 1 DEVTYFPE Device Type [RT-gPCR kit
2 ABC Dl PCRO1 2 MANUF Manufacturer [Acme

3 ABC ol PCRO1 3 TRADENAM |Trade Name |DetectPRO

4 ABC ol PCRD1 4 LOTHNUM Lot Mumber 20160202013
5 ABC ol PCRO2 1 DEVTYPE Device Type |[RT-gPCR kit
6 ABC Dl PCR02 2 MANUF Manufacturer [Acme

T ABC ol PCROD2 3 TRADENAM |Trade Mame |DetectPRO

8 ABC ol PCRO2 4 LOTHNUM Lot Number 20161101004

Zifo
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Case Study — DI Domain is not used!

Device

|FA TESTCD = DEV’

FATEST = Device'

iFA ORRES |—

No device Uﬁedg
Nasal canulao
Simple Face MaSkD
MNon-rebreather Mask O
Tr‘acheost{:}myo
Venturi mask/device
(high-flow)
High-flow nasal cannula
(mini-CPAP)
Bilevel positive airwayo
pressure (BiPAP)
Continuous positive airwayo
pressure (CPAP)

Proportional-assist Ventilatimno
(PAV)

Zifo

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

cdisc
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Case Study — DI Domain is not used!

50 DEV Device OXYGEN ADMINISTRATION |MECHANICAL VENTILATION
51 DEV Device OXYGEN ADMINISTRATION |MECHANICAL VENTILATION
52 DEV Device OXYGEN ADMINISTRATION |MECHAWICAL VENTILATION |No device NO DEVICE

Device

OXYGEN ADMINISTRATION

MECHANICAL VENTILATION




[ TEETREREY DETITIEY TR LI

... Thank You!

Zifo
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