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Drivers for Metadata Management
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Clinical Development Lifecycle
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Traditional EDC System Development
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ssnurocor
] bringing order to clinical data



Inserting Metadata Lifecycle in CDLC
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New Approach to EDC System Development

Standards
Industry Defined Semantics
CDISC PRM Standard
CDISC CDASH Standard
\ Internal Data Collection Standard /

Nz
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Metadata Repository Integration with EDC

Metadata Repository

Industry (CDISC) standards

Internal global standards
Internal TA/Product standards

ODM export with
extensions or other
export, via API or
WebServices
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EDC Metadata Structure in MDR

" published Asset Relationship Tree: Casebook ([Pilot CDASH] MDES 1) a2 }x]

a E Casebook ([Pilot CDASH] MDES 1)
=] @ Contains Sets 1l
H ﬁ General Forms ([Pilot CDASH] MDES 1)
= ﬁ Screening ([Pilot CDASH] MDES 1) s
o %COntained By =
< B3 contains sets

= ﬁ Demography ([Pilot CDASH] MDES 1)
4 ﬁ] Contained By
= % Includes Elements

#[C] BRTHDAT ([CDASH DM] MDE 1)
#[C] BRTHMO ([Pilot CDASH DM] MDE 1)

#["]] BRTHYR ([Pilot CDASH DM] MDE 1)
#1[C] COUNTRY ([Pilot CDASH DM] MDE 1)

#[C]] ETHNIC ([Pilot CDASH DM] MDE 1)

#[C] RACE ([Pilot CDASH DM] MDE 1)
=[5 SEX ([Pilot CDASH DM] MDE 1)
4 B3y Maps to Variables
= %Represented by Data Type and/or Codelist !
3 :{ SEX ([Pilot CDASH] VD 1) ===
=) %Comprised of Values
4 &4 F ([C16576] DV 1)
# == M ([C20197] DV 1)
H %Implemens Concept
£ %Represents
4 ﬁl Subset of Conceptual Domain
7] SITEID ([CDASH COMMON] MDE 1)
4[] suBJID ([CDASH COMMON] MDE 1)
£ EGeneral Medical History ([Pilot CDASH] MDES 1)
e EVital Signs ([Pilot CDASH VS Scr] MDES 1)
| J—EVisit 1 ([Pilot CDASH] MDES 1)
| ﬁ Visit 2 ([Pilot CDASH] MDES 1)

Study standard

Visit/Event/Folder

Page/Form
Field/Variable

Codelist/DataDictionary

Codelist Term/

DataDictionaryEntry
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EDC Layout Metadata in MDR

Relationship

Properties in
context of eCRF

ETHNIC ([Pilot CDASH DM] MDE 1)

Relationship Properties
Origin: CRF
Page Number within Document: 1
Is Visible on CRF?: true
Nest Level: 1
Question Text: What is the ethnicity of the subject?
Control Type: Radio button
Prompt: Ethnicity
Is Required?: true
Ordinal: 3

Based on Mappings

to SDTM

X |

| Study Code: Casebook

Site number: | | | | |

Subject number: |

Screening
Demography
1.* Birth date
Birth Year
A
Birth Month
A
Sex O Male
QO Female

Ethnicity

QO HISPANIC OR LATINO

QO NOT HISPANI
PORTED

/ O UNKNOWN

o NATIVE HAWAIIAN OR OTHER
ISLANDER

O ASIAN
O AMERICAN INDIAN OR ALASK/
O BLACK OR AFRICAN AMERICA
O WHITE

Key: [*] = Item is required




EDC Metadata from MDR to EDC

<?xml version="1.0" encoding="UTF-8"?>
- <ODM xsi:schemalocation="http://www.cdisc.org/ns/odm/v1.3 ODM1-3-2.xsd" SourceSystemVersion="1.0 (7.1.5.108)"
SourceSystem="SHARE" Originator="CDISC" ODMVersion="1.3.2" FileType="Snapshot"
FileOID="Semantics.Manager.ODM_1.3.2_Casebook_1.0_1478897301772979722371" CreationDateTime="2017-01-
10T09:37:59" xmIns:xsi="http://www.w3.0org/2001/XMLSchema-instance"
xmins:xlink="http:/ /www.w3.0rg/1999/xlink" xmlns="http://www.cdisc.org/ns/odm/v1.3">
- <Study OID="Study.Casebook.[Pilot_ CDASH]_MDES_1">
+ <GlobalVariables>
- <MetaDataVersion OID="MDV.Casebook.2017-01-10_09:37:59" Name="Casebook MDV" Description="Casebook
[Pilot CDASH] MDES 1">
+ <ItemGroupDef OID="IG.MDES.Screening.[Pilot_CDASH]_MDES_1" Name="Screening" Repeating="Yes"
Domain="Screening">
- <ItemGroupDef OID="I1G.MDES.Demography.[Pilot_CDASH]_MDES_1" Name="DM" Repeating="No"
Domain="Demography">
- <Description>
<TranslatedText xml:lang="en">Demographics</TranslatedText>
</Description>
<ItemRef OrderNumber="2" Mandatory="No" ItemOID="IT.MDE.SEX.[Pilot_CDASH_DM]_MDE_1"/>
<ItemRef OrderNumber="4" Mandatory="No" ItemOID="IT.MDE.RACE.[Pilot_CDASH_DM]_MDE_1"/>
<ItemRef OrderNumber="1.2" Mandatory="No" ItemOID="IT.MDE.BRTHMO.[Pilot_CDASH_DM]_MDE_1"/>
<ItemRef OrderNumber="1.1" Mandatory="No" ItemOID="IT.MDE.BRTHYR.[Pilot_CDASH_DM]_MDE_1"/>
<ItemRef OrderNumber="3" Mandatory="No" ItemOID="IT.MDE.ETHNIC.[Pilot_CDASH_DM]_MDE_1"/>
<ItemRef OrderNumber="1" Mandatory="No" ItemOID="IT.MDE.BRTHDAT.[CDASH_DM]_MDE_1"/>
<ItemRef OrderNumber="2" Mandatory="No" ItemOID="IT.MDE.SITEID.[CDASH_COMMON]_MDE_1"/>
<ItemRef OrderNumber="3" Mandatory="No" ItemOID="IT.MDE.SUBJID.[CDASH_COMMON]_MDE_1"/>
<ItemRef OrderNumber="1" Mandatory="No" ItemOID="IT.MDE.COUNTRY.[Pilot_CDASH_DM]_MDE_1"/>
</ItemGroupDef>
- <ItemGroupDef OID="IG.MDES.General_Medical_History.[Pilot_CDASH]_MDES_1" Name="MH" Repeating="Yes"
Domain="General Medical History">
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EDC Metadata in EDC

Subject 010-001
" Screening Visit Screening
- Demographics .
- General Medical Page Demographlcs
History
- Vital Signs Birth Date S
= Visit 1 Birth Y NV 4 ﬂ
- Laboratory Tests Irt ear
- Vital Signs
= Visit 2 V4 ?\
- Laboratory Tests Birth Month """ » a
- Vital Signs
= General Forms <
- Adverse Events Sex O Male ’/ a
- Concomitant
Medication O Female
- Discontinuation
.. N
Ethnicity N 4 B
\]
Race N V4 8
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Q&A and Contact

/ Judith Goud \

‘ Senior Solution Architect
Nurocor, Inc.

‘ 106 East 6th Street
Suite 900

NUFOCOT

judith.goud@nurocor.com
Mobile: +31 6 1241 7026

\ WWW.Nurocor.com /
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