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CDISC ODM @ * & 5 — 2 R4y 75 CDISC Define-XML, CDISC SDM-
XML, CDISC CTR-XML ®_—Zic% > Tk Y CDISC ODM D2 J =%
NF — ZE4r 5 CDISC DataSet-XML O~ — 27 5 T 3,

CDISC ODM (% CDISC D fth DEEHE & B 7 b F2iC 7 — & OYHEAESHE - {7
FEHEZHME L TEY ZOME» KT — 2 0kcfibis 7 —2 b
HZFon3, EDC 225 DKT — 2L EF AT 56 DK T — £
Kl & TH 5,

HACIZ UMIN ® v 2 —23 0 RMF%EH EDC 29— XL THH 2D
EDC iC CHEFERE 2 O K 7 — 2 DE T HREFHCHIG L TE Y % DREK
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FEDOREZ L by — e 22kt cd 3,

{Study 0ID="S.001">

{MetaDataVersion OID="MDV. 001" Name="First Metadata version”>
{ItemGroupDef OID="1G. 001" Name="First ItemGroup™>
{ItemRef ItemOID="1.001" Mandatory="Yes” OrderNumber="1"/>

K 1 CDISC ODM * 25 — 2§53 0]

<GlinicalData Study0ID="P2006-101" MetadataVersionOID="101.01">
<{SubjectData SubjectKey="1000" TransactionType="Insert”>

{StudyEventData StudyEventOID="Screen™>
<{FormData FormOID="DEMOG">
{ItemGroupData ItemGroupQID="DM">
{ItemDataString Item0ID="USUBJID">101-001-001</ItemDataString>
~ <ItemDataString ItemOID="SEX">F<{/ItemDataString>

B 2 CDISCODM 7 ) =Ah 1T — 25 0f
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CDISCODM 137 — 2 D EHEERICBWTAED b (Typed) & HfE L (Un-
typed) DT OBHABFRETH 5, [HIEARTIHIMEL DA TH VHTL A
—Ya v TRMEY o7z, 7275 L CDISC ODM Dtk Tl IAfAE S &
GINTn3,

N=L gV 12088 CA—Ya vV I3 LUEATREY Lo T W3,

LR 2 3EHOMEAY OflTH B,

[Tvped (version 1.3) Data Transmission]

Valid data <ItemDatalnteger ItemOID="ID.INT">1</ItemDatalnteger>
Invalid data <ItemDataAny ItemOID="ID.INT">text</ItemDataAny> correct

Invalid data <ItemDatalnteger ItemOID="ID.INT">text</ItemDatalnteger> incorrect
[Un-typed (version 1.2) Data Transmission]

Valid data <ItemData ItemQID="ID.INT" Value="1"/>
Invalid data <ItemData ItemQID="ID.INT" Value="text"/>

M3 BEYDOBEDT—2Dty FMI(E/R) LBEL OBFEDT — 2Dk v FIHE

Fid 3T —2BEHEZDT—2Dky FDOFHITH B,
¥ 72 CDISC ODM1.3.2 CHIHPJRER R O — & % DI ICR T,

Address
AdminData
Alias

Annotation

Annotations

ArchiveLayout

ArchiveLayoutRef

Association
AuditRecord
AuditRecords

BasicDefinitions

Certificate

CheckValue
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City

ClinicalData

CodeList

CodeListltem

CodeListRef

Comment

ConditionDef

Country

DateTimeStamp

Decode

Description

DisplayName

Email

Enumeratedltem

ErrorMessage

ExternalCodeList

ExternalQuestion

Fax

FirstName

Flag

FlagType

FlagValue

FormalExpression

FormData

FormDef

FormRef

FullName

GlobalVariables

Include

InvestigatorRef

ItemData

ItemDataAny
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ItemDataBase64Binary

ItemDataBase64Float

ItemDataBoolean

ItemDataDate

ItemDataDatetime

ItemDataDouble

ItemDataDurationDatetime

ItemDataFloat

ItemDataHexBinary

ItemDataHexFloat

ItemDatalncompleteDate

ItemDatalncompleteDatetime

ItemDatalncomplete Time

ItemDatalnteger

ItemDatalntervalDatetime

ItemDataPartialDate

ItemDataPartialDatetime

ItemDataPartialTime

ItemDataString

ItemDataTime

ItemDataURI

ItemDef

ItemGroupData

ItemGroupDef

ItemGroupRef

ItemRef

KeySet

LastName

LegalReason

Location

LocationRef

LoginName
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Meaning

MeasurementUnit

MeasurementUnitRef

MetaDataVersion

MetaDataVersionRef

MethodDef

ODM

Organization

OtherText

Pager

Phone

Picture

PostalCode

Presentation

Protocol

ProtocolName

Question

RangeCheck

ReasonForChange

ReferenceData

Signature

SignatureDef

SignatureRef

Signatures

SiteRef

SourcelD

StateProv

StreetName

Study

StudyDescription

StudyEventData

StudyEventDef
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StudyEventRef

StudyName

SubjectData

Symbol

Translated Text

User

UserRef

ds:Signature

K 4 CDISC ODM nEFZ—&

LAFEIc CDISC ODM1.3.2 &R AlRE R @2 R 3

1 R

AnnotationID ItemData[ TYPE]

Archival ODM

ArchiveLayoutOID ArchiveLayoutRef

AsOfDateTime ODM

AuditRecordID ItemData[ TYPE]

Category StudyEventDef

Code ExternalQuestion

CodedValue CodeListltem

CodeListOID CodeListRef, FlagType, FlagValue

CollectionExceptionConditionOID

StudyEventRef, FormRef, [temGroupRef, [temRef

Comment ItemDef, ItemGroupDef
Comparator RangeCheck

Context Alias,FormalExpression
CreationDateTime ODM

DataType CodeList, ItemDef
Description MetaDataVersion, ODM
Dictionary ExternalCodeList, ExternalQuestion
Domain ItemGroupDef
EditPoint AuditRecord
EffectiveDate MetaDataVersionRef
FileOID ODM
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FileType

ODM

FormOID FormData, FormRef, KeySet

FormRepeatKey FormData, KeySet

Granularity ODM

1D ODM, AuditRecord, Signature, Annotation

Id ds:Signature

ImageType Picture

IsNull ItemData

IsReferenceData ItemGroupDef

ItemGroupOID ItemGroupData, [temGroupRef, KeySet

ItemGroupRepeatKey ItemGroupData, KeySet

ItemOID ItemData, [temRef, KeySet

KeySequence ItemRef

Length ItemDef

LocationOID LocationRef, SiteRef

LocationType Location

Mandatory FormRef, ItemGroupRef, [temRef, StudyEventRef

MeasurementUnitOID MeasurementUnitRef, IltemData[ TYPE]

MetaDataVersionOID Association, ClinicalData, Include,
MetaDataVersionRef, ReferenceData

MethodOID ItemRef

Methodology SignatureDef

Name Alias, CodeList, ConditionDef, FormDef,
ItemDef, ItemGroupDef, Location,
MeasurementUnit, MetaDataVersion,
MethodDef, StudyEventDef

ODMVersion ODM

OID ArchivelLayout, CodeList, ConditionDef,
FormDef, ItemDef, ItemGroupDef, Location,
MeasurementUnit, MetaDataVersion,
MethodDef, Presentation, SignatureDef, Study,
StudyEventDef, User

OrderNumber FormRef, ItemGroupRef, ItemRef,
StudyEventRef, CodeListltem, EnumeratedItem

Origin ItemDef, ItemGroupDef
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Originator ODM

PdfFileName ArchiveLayout

PictureFileName Picture

PresentationOID ArchivelLayout

PriorFileOID ODM

Purpose ItemGroupDef

Rank CodeListltem, EnumeratedItem

ref ExternalCodelist

Repeating FormDef, [temGroupDef, StudyEventDef

Role [temGroupDef, ItemRef

RoleCodeListOID [temRef

SASDatasetName [temGroupDef

SASFieldName ItemDef

SASFormatName CodeList

SDSVarName ItemDef

SeqNum Annotation

SignaturelD ItemData[ TYPE]

SignatureOID SignatureRef

SignificantDigits ItemDef

SoftHard RangeCheck

SourceSystem ODM

SourceSystemVersion ODM

SponsorOrSite Comment

StudyEventOID KeySet, StudyEventData, StudyEventRef

StudyEventRepeatKey KeySet, StudyEventData

StudyOID AdminData, Association, ClinicalData, Include,
KeySet, MetaDataVersionRef, ReferenceData

SubjectKey KeySet, SubjectData

TransactionType Annotation, FormData, ItemData,
ItemGroupData, StudyEventData, SubjectData

Type StudyEventDef, MethodDef

UsedImputationMethod AuditRecord

UserOID InvestigatorRef, UserRef

UserType User

Value ItemData
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Version ExternalCodeList, ExternalQuestion

xml:lang Presentation, TranslatedText

xmlns ds:Signature

X 5 FIAAEELBEEO—E

PLE® & 51z CDISC ODM % HFIH L TR 7 — X DR FIEL 217535
BIIARRICETF I N EHRLBEZELCHEBEL CT — 2 0BEMEZR D
BoY AT LRETZ LR RkDOoNS,

6.2 CDISC CTR-XML

CDISCCTR-XML (2 CDISC IC & Y Z DFFHERFHFE S NN — 3 v 1.0
2016 4£ 3 A 28 Hic Al X 17z, CDISC CTR-XML % CDISC ODM % X
— 2 ICBF & L WHO, EMA  EudraCT, US ClinicalTrials.gov I iER{E
&I Sk TH B,

CDISC CTR-XML 2 ZNHDL Y APV ~DTF =X —FF 4 ANE z
LNTEY =0T —XTMELfHZLZ L 2ELLNT N2,

Registration Auth.

Sponsor

CTR
Harmonized
XML
Message

Clinical Trial

K 6 CDISC CTR-XML OfJfA X —
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CDISC CTR-XML ix WHO @ 2 0@ TRDS (Trial Registration Data
Set) ZEAL LT3,

CDISC CTR-XML (%[ U CDISC 2 5HED [ - f-5F% L CT\» 5 CDISC
ODM %#~—2 & LTHF K ODM DIRZEMT 2 2 & ic X b fEHE)S
FEINTWS, Fric CDISC ODM D X 27— 2#45 %A LT3, ¥
72[E U < CDISC 238 % 55 - f5F LT\ % CDISC SDM—XML (Study
Design Model in XML) % _X—X2ic L CT\w3%, CDISC SDM-XML [ N—
a v 1.0 I3, bixAiic CDISC CTR-XML 3 CDISC SDM-
XML % CDISC ODM % R — 2 Z OREHERFAFE X 1T % 53, CDISC
CTR-XML ¥ CDISV ODM »S—vY g v 1.3.2 #_X—X & L CDISC SDM-
XML 12 CDISCODM O NX—Y g v 1.3.1 BR— R > T\ 5,

LLFic CDISC CTR-XML DHéxE %7k,
IRFICOWTIEA Y ¥ F o CDISC ODM % CDISC SDM-XML
$FR1C CDISCCTR—XML HO MR BMEN TS Z L ZRL T 5,

CODM
Study
GlobalVariables [1..1]
StudyName [1..1]
ctr:StudyNamelocalizations [O..1]
TranslatedText [1..n]
StudyDescription [1..1]
ProtocolName [1..1]
ctr:Authorities [0..1]
ctr:FDAInformation [0..1]
ctr:InstituticonalReviewBoardEthicsCommittes [0..n]
ctr:0OrganizationRef [1..1]
ctr:0versightAuthority [0..n]
ctr:0rganizationRef [1..11
ctr:PublicTitle [0..1]

B 7 CDISC CTR-XML D&
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TranslatedText [1..n]

ctr:studyDetailedbDescription [0..1]
TranslatedText [1..n]
ctr:Registrations [0..1]
ctr:Registration [1..n]
ctr:FundingSupport [0..1]
ctr: Sponsor [0..n]
ctr:Contacts [0..1]
ctr:Contact [0..n]
BasicDefinitions [0..1]
MetaDataVersion [0..n]
Protocol [0..1]
Description [0..1]
StudyEventRef [0..n]
Alias [0..n]
sdm: Summary [1..1]
Description [0..1]
sdm: Parameter [0..n]
sdm:Valus [1..n]
sdm:InclusionExclusionCriteria [1..1]
Description [0..1]
sdm:InclusionCriteria [0..1]
sdm:Criterion [1..n]
sdm:ExclusionCriteria [0..1]
sdm:Criterion [1..n]
sdm:Structure [1..1]
sdm:Epoch [0..n]
sdm:Arm [0..n]
scdm:CellDef [0..n]
sdm:ArmAssociation [0..1]
sdm:ArmRef [1..n]
ctr:BlindedRole [0..n]
sdmSegmentRef [0..n]

sdm: SegmentDef [0..n]
sdm:ActivityRef [0..n]

sdm:ActivityDef [0..n]
FormEef [0..n]
StudyEventDef [0..n]
FormDef [0..n]
ItemGroupRef [0..n]

ItemGroupDef [0..n]
ItemBef [0..n]

ItemDef [0..n]
CodeListRef [0..1]
Codelist [0..n]
EnumeratedItem [0..n]
CodeListItem [0..n]
Decods [1..1]
ExternalCodelist [1..1]
ConditionDef [0..n]
ctr:Recruitment [0..1]
ctr:FecruitmentCountries [1..1]
ctr:RecruitmentCountry [1..n]
ctr:FecruitmentStatus [1..n]
ctr:RecruitmentStatusOther [0..1]
ctr:Interventions [0..1]
ctr:Intervention [1..n]
Description [0..1]
ctr:InterventionOtherName [0..n]
ctr:0utcomeMseasures [0..1]
ctr:OutcomeMeasurs [1..n]
ctr:Timepoint [1..n]

X 7 CDISC CTR-XML g (%)
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FormalExpression [O0..n]
ctr:StudyStartDate [O0..1]

ctr:5tudyEndDate [(0..11]
ctr:StudyEndDatePrimaryoutcome [0..1]
ct:medicinal product information [0..1]
ct:medicinal product [0..n]
ct:population information [0..1]
AdminData [0..1]
Uzer [0..n]
FullName [0..1]
Crganization [0..11

Email [0..11
ctr:Role [O..n]

ctr:0OrganizationkRef [0..n]
ctr:Qualifications [0..1]
ctr:0rganization [D0..n]
Address [O..n]
StrestName [0..n]
City [0..1]
StateProv [0..1]

Country [O0..1]
FPostalCods [O..1]
CtherText [0..1]
Email [0..n]
Fax [O0..n]
Certificate [0..n]
ctr:Role [0..n]
ctr:CentralTechnicalFacilities [0..1]
ctr:CentralTechnicalFacility [1..n]
ctr:0rganizationRef [1..1]
ctr:Contact [0..1]

ctr:CentralTechnicalFacilityDuty [0..

ctr:Networks [0..1]
ctr:Network [1..n]
ctr:0rganizationRef [1..1]
ctr:Contact [O0..1]
ctr:Networkactivities [1..1]
ctr:SubContractors [0..1]
ctr:SubContractor [1..n]
ctr:0rganizationRef [1..1]
ctr:Contact [1..1]
ctr:SubContractorbuty [O..n]

X 7 CDISC CTR-XML g (%)
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CDISC CTR-XML icBWTIE F 54 T7TAd =Y DfERrTEART 2EEICHB VT
CDISC o ##iEF o TSPARMCD & TSPARM R UZFNn b D a— Y X+ OFH % 85
fTiFcwa,

ShortName Term Comments / Remarks

OBJPRIM Trial Primary Objective

OBJSEC Trial Secondary Objective

QUTMSEXP Exploratory Outcome Measure

QUTMSPRI Primary Qutcome Measure

QUTMSSEC Secondary OQutcome Measure

PLANSUB Planned Number of Subjects

RANDOM Trial is Randomized

STYPE Study Type

INTMODEL Intervention Model

TPHASE Trial Phase

INDIC Trial Indication

TCNTRL Control Type

TTYPE Trial Type

TITLE Trial Title

HLTSUBJI Healthy Subject Indicator

INTTYPE Intervention Type

THERAREA Therapeutic Area Term requested to CDISC-CT
team

B8 FI7A4T7AV=) DERDDDER

¥ 7- CDISC CTR- XML It BWCTIF XML 2 ¥ —~< ¢ LC 2S5,

CTR-XML schema schema/ctri-0-0.xsd

schema/ctr-extension.xsd

schema/ctr-ns.xsd

schema/ctr-sdm-extension.xsd

EudraCT-XML schema |schema/eudract-ns.xsd

schema/eudract-ns.xsd
schema/EudraCT_v10/medicinal_product information.xsd
schema/EudraCT_v10/population_information.xsd
SDM-XML schema schema/sdm1-0-0.xsd

schema/sdm-ns.xsd

schema/sdm-ns-commeon.xsd
schema/sdm-ns-structure.xsd
schema/sdm-ns-timing.xsd
schema/sdm-ns-workflow.xsd

ODM 1-3-2 schema schema/cdisc-odm-1.3.2/0DM1-3-2.xsd
schema/cdisc-odm-1.3.2/0DM1-3-2-foundation.xsd
schema/cdisc-odm-1.3.2/xlink.xsd
schema/cdisc-odm-1.3.2/xml.xsd
schema/cdisc-odm-1.3.2/xmldsig-core-schema.xsd

X 9 CDISC CTR-XML DB % —~
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¢ CDisC

CDISC CTR-XML Specification

Version 1.0

Prepared by the
XML Technologies Team

Notes to Readers

= This is the spedfication for Version 1.0 of the CDISC CTR-XML standard.
CTR-XML is based on ODM +1.3.2.1

Revision History
Date Version Summary of Chan
2016-03-28 |1.0 Provisional Upaabes to reflect puEic COMIMents.
2015-10-28 [1.0 Draft Version 1.0 for public comment.

See Appendix [ for Representations and Warranties, Limitations of Liability, and Disclaimers.
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CDISC ODM file:/ /' /C:/Users/chiba/AppDiata/Local/ Temp,/Templ_odm1 3 2.

Clinical Data Interchange Standards Consortium

Specification for the Operational Data Model (ODM)

ersion 1.3.2 Production
Source File: ODM1-3-2_htm
Last Update: 2013-12-01

Copyright & CDISC 2013 This decument is the property of CDISC Inc. This doecument can be freeby used and
reproduced without limitation as long as (1) it is mot modified, and (2) the entire copyright statement is induded
in the copy. Modifiations to this document can only be made with written consent of CDISC Inc.

An official copy of this document is available on the ODM page of the CDISC website hitp:! fwwer odisc.orgfodm.
Please see Section 7.0 for Review Period; Licensing Obligations, Representations and Warranties; Limitations of
Liability, and Disclaimers.

This document is the specification for ODM wversion 1.3.2. A list of addidons and changes since ODM version 1.3.0
is provided in Sedion 2.5 Changes from Previpus Versions. All changes are backward compatible — ODM XML files

conforming to the ODM version 1.2, 1.2.1, 1.3.0 or 1.3.1 schema will also conform to the ODM wersion 1.3.2
schema.

Table of Contents

2.4 ‘endor Extensions
2.5 Changes from Previous Versions {non-normative)

OrderMumber on Codel istitem gnd Enpumerated [te

31113 Protocoliame

3.1.1.2 BasicDefinitions
21121  Measurementlinit
311211 2= Symbal
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