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ODM-XML as a Study Definition
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Simple CRF / ODM-XML View with blank and
annotated CRF based on ODM-XML
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One ODM-XML to rule them all...

version="1.0" encoding="utf-8"?>
xmlns="http://www.cdisc.org/ns/odm/v1.3" ODMVersion="1.3.2" FileType="Snapshot" FileOID="0ID.1664369356550" CreationDateTime="2022-09-28T12:49:16.550695" Granularity="All">
< 0ID="0DM version 1.3.2 DM with DoB-T.0DM-1-3-2-V1">
< >
< >0DM version 1.3.2 DM with DoB</
< >0DM version 1.3.2 DM with DoB</
< >0DM version 1.3.2 DM with DoB</
>
>

0ID="years" Name="DictionaryTerm_000913">

xml:lang="en">years</

>
>
OID="MDV.0.1" Name="MDV.0.1" Description="Draft version">
0ID="F.DM" Name="Informed Consent and Demography" Repeating="No">
>
xml:lang="en">Informed Consent and Demography form</
>
ItemGroup0ID="G.DM.IC" Mandatory="Yes" OrderNumber="1" />
ItemGroup0ID="G.DM.DM" Mandatory="Yes" OrderNumber="2" />

0ID="G.DM.DM" Name="General Demography " Repeating="No" Purpose="Tabulation" SASDatasetName="DEMOG" Domain="DM">
>
xml:lang="en">General Demographic item group</ >
>
ItemOID="I.BRTHDTC" Mandatory="Yes" OrderNumber="1" />
Item0OID="I.AGE" Mandatory="No" OrderNumber="2" />
ItemOID="I.SEX" Mandatory="Yes" OrderNumber="3" />
Item0OID="I.RACE" Mandatory="Yes" OrderNumber="4" />
ItemOID="I.ETHNIC" Mandatory="No" OrderNumber="5" />
>
0ID="G.DM.IC" Name="Informed Consent" Repeating="No" Purpose="Tabulation" SASDatasetName="DEMOG" Domain="DM">
>
xml:lang="en">Informed Consent item group</ >
>
ItemOID="I.STUDYID" Mandatory="Yes" OrderNumber="1" />
ItemOID="I.RFICDAT" Mandatory="Yes" OrderNumber="2" />
Item0OID="I.RFICTIM" Mandatory="No" OrderNumber="3" />
>
OID="I.STUDYID" Name="Study ID" Origin="Protocol Value" DataType="string" Length="11" SASFieldName="STUDYID" SDSVarName="STUDYID" >

xml:lang="en">Study ID</ >

xml:lang="en">Study Identifier</
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REDCap Cloud Integration - Using the ODM-XML file

Instrument View (Informed Consent and Demography)

Instrument Definition Instrument Variables Response Sets

Section 1

General Demography

Date of birth*
(date_of_birth)
Sex . O Male
(sex_read_only_) (O Female
Ethnicity (O Not Hispanic or Latino
(ethnicity) (O Not Reported
(O Unknown

O Hispanic or Latino

Race* (O Black or African American

(race) (O Native Hawaiian or Other Pacific Islander
(O White
(O Asian

(O American Indian or Alaska Native

Age years
(age)

Informed Consent

Study ID*
(study_id)

Date informed consent obtained*
(date_informed_consent_obtained)

Time informed consent obtained
(time_informed_consent_obtained)
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Baseline Visit
C.2

n ~. Informed Consent and

Q Informed Consent
Demography

Study ID * 001
il
_ Date informed consent obtained * (| 9/29/2022
(&
Time informed consent obtained () 18:06 AM
alp
=
Yy
a - S
"~ General Demography
. Date of birth * I9f1f1992 l
Age ISO l years
.
[}
Sex [read-only] * IIVIaIe v l
[

Race * IAsian - I
Ethnicity INot Hispanic or Latino v I
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OpenStudyBuilder as an ODM Study Definition solution
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v Managing the Study Definition specification
v Delivering an ODM specification for EDC

v' Link the CRF metadata with the Protocol one STU
ILDER

Watch also the other videos:

e OpenStudyBuilder as a DDF compatible SDR solution

« OpenStudyBuilder integration to Protocol and SDTM Study
Design datasets

Visit our GitLab site for more information:

@ EVIDENTIQ ?EELDOCAS\FD’ ;.0904]

CLINICAL DATA SCIENCE GROUP


https://novo-nordisk.gitlab.io/nn-public/openstudybuilder/project-description/

