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要旨：
医薬品製造販売承認申請時の電子データ提出に伴い、CDASHやSDTM、

ADaMといったCDISC標準の導入は進んできたものの、Define-XMLはXMLを
ベースとした標準という特殊性から、Define-XMLに係る学習や標準の導入に高い
ハードルがある。近年、Define-XMLに係る論文や、define.xml作成ツール等が公
開され、担当者を選ばずdefine.xmlを作成できるようになってきたが、
OpenCDISCバリデーターを用いた検証の段階で、発生したエラーの対応に、
Define-XMLに係る知識の差が大きく影響してしまう。

本発表では、こういった知識の差を埋めるべく、OpenCDISCバリデーターのバ
リデーションルールと、Define-XMLのspecification (ver. 2.0)との関連を示しなが
ら、Define-XMLの概要を説明するとともに、Define-XMLのspecificationの着眼点
を示す。

キーワード：define.xml, OpenCDISC Validator, Define-XML Specification
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Background of XML required to read Define-

XML specification

• XML stands for eXtensible Markup Language. 

It’s composed of “tags”.
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Background of XML required to read Define-

XML specification

• To describe the relationship between the elements, 

The elements compose parent-child relationship.
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parent

childparent / child

child

XPath showing where the element belongs in the XML.

example :

ItemDef/Description/TranslatedText

ItemDef/def:ValueListRef



Background of XML required to read Define-

XML specification

• How describe these information on the Define-

XML specification?
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Background of XML required to read Define-

XML specification

• How to convert define.xml to human-readable 

format?
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stylesheet

define2-0-0.xsl



Composition of OpenCDISC Validation Check

• 2 Types of Rule ID

– Consist of 2 types of Rule ID (ODxxxx, DDxxxx)

• ODxxxx : ODM specific check

• DDxxxx : Define-XML specific check

– Target XML element and attribute have prefix “def:” (e.g. 

def:WhereClauseDef element, def:ExtendedValue 

attribute).

• 7 Categories

– Each Rule ID are divided into 7 main categories 

(Consistency, Cross-Reference, Format, Metadata, 

Presence, Structure, Terminology).
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OpenCDISC Validation Check

• Structure

– Checking adherence with definition of ODM and 

Define-XML structure and data types.

• Checking XML header

• Checking ODM root element settings
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OD0010

OD0011

OD0002

OD0012

DD0002

OD0002

OD0012

DD0002



OpenCDISC Validation Check

• Metadata

– Checking position and validity of the elements and the 

attributes by comparing with OpenCDISC defined 

metadata, and checking the elements parent-child 

relationship.
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in OpenCDISC, compare with define.xml and own metadata 

(Define Metadata #.#.xml, ODM Metadata #.#.#.xml).

For ARM is unsupported, Some errors are detected when 

contains ARM definitions in define.xml.

OD0004, DD0005, DD0007, 

DD0010, DD0011, DD0023

OD0005, DD0007, DD0008



OpenCDISC Validation Check

• Format

– Checking value of the elements and the attributes.

• Target attributes (OrderNumber, SASFormatName, 

CodedValue, Version*).
* Version : attribute of ExtraCodeList element
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OD0013
OD0078



OpenCDISC Validation Check

• Presence

– Checking required elements and attributes.
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Rule ID check attributes - missing or empty

OD0003 ODM/@FileType, @FileOID, @CreationDateTime

Study/@StudyOID

MetaDataVersion/@OID, @Name

ItemRef/@ItemOID, @Mandatory

ItemGroupDef/@OID, @Name, @Repeating

ItemDef/@OID, @Name, @DataType

CodeListRef/@CodeListOID

CodeList/@OID, @Name, @DataType

CodeListItem/@CodedValue

DD0003 ODM/@ODMVersion

MetadataVersion/@def:DefineVersion, @def:StandardName, @def:StandardVersion

def:DocumentRef/@leafID

def:ValueListDef/@OID

ItemGroupDef/@def:ArchiveLocationID

ItemGroupDef/def:leaf/@ID, @xlink:href

def:WhereClauseRef/@WhereClauseOID

def:ValueListRef/@ValueListOID

MedatadataVersion/def:leaf/@ID, @xlink:href



OpenCDISC Validation Check

• Presence

– Checking required elements and attributes.
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Rule ID check elements - missing or empty

OD0006 GlobalVariables

StudyName

StudyDescription

ProtocolName

ItemRef

Decode

TranslatedText

DD0006 Study

MetaDataVersion

ItemGroupDef

ItemDef

def:AnnotatedCRF/def:DocumentRef, 

def:SupplementalDoc/def:DocumentRef

ItemRef

def:leaf

def:title 



OpenCDISC Validation Check

• Presence

– Checking required elements and attributes with 

conditions.
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OD0071



OpenCDISC Validation Check

• Terminology

– Checking allowable values defined in the Define-XML 

specification.

14

Rule ID Attributes Allowable Value

OD0072 ItemGroupDef/@Repeating Yes / No

OD0073 ItemGroupDef/@IsRefenceData Yes / No

OD0074 ItemRef/@Mandagory Yes / No

OD0075 ItemDef/@DataType integer / float / date / datetime / time / text

OD0076 CodeList/@DataType integer / float / text

DD0020 MetadataVersion/@def:DefineVe

rsion

2.0.0

DD0021 MetadataVersion/@def:Standard

Name

SDTM-IG / ADaM-IG / SEND-IG



OpenCDISC Validation Check

• Terminology

– Checking values consistent with the Control Terminology.
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in the OpenCDISC, compare with define.xml and own 

terminology (SDTM Terminology.odm.xml).

For the OpenCDISC does not refer to the ADaM Terminology, 

Some errors are detected when date imputation flag (C81223) 

or derivation type (C81224) are defined in define.xml.

DD0027

DD0028



OpenCDISC Validation Check

• Consistency

– Checking appearance frequency of the elements 

consist with ODM and Define-XML specifications.
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OD0009

same applies to ItemDef and CodeList)

DD0031

DD0030

DD0032



OpenCDISC Validation Check

• Cross-Reference

– Checking consistency of reference relationship.
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Rule ID “Defs” elements “Refs” elements

OD0046 ItemDef/@OID ItemRef/@ItemOID

OD0048 CodeList/@OID CodeListRef/@CodeListOID

DD0015 def:leaf/@ID def:DocumentRef/@leafID

DD0017 def:ValueListDef/@OID def:ValueListRef/@ValueListOID



Conclusion

• Especially Important points in Define-XML
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Basic Rules

Parent-Child

Relationship

Required Item Value 

Settings



Conclusion

• Relationship between elements
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“Defs” elements “Refs” elements

ItemDef/@OID ItemRef/@ItemOID

CodeList/@OID CodeListRef/@CodeListOID

def:leaf/@ID def:DocumentRef/@leafID

def:ValueListDef/@OID def:ValueListRef/@ValueListOID

MethodDef/@OID ItemRef/@MethodOID

def:WhereClauseDef/@OID def:WhereClauseRef/@WhereClauseOID

def:CommentDef/@OID def:WhereClauseDef/@def:CommentOID

ItemDef/@OID def:WhereClauseDef/RangeCheck/@def:ItemOID

ItemGroupDef/@OID arm:AnalysisDataset/@ItemGroupOID

def:CommentDef/@OID ItemGroupDef/@def:CommentOID

def:CommentDef/@OID ItemDef@/@def:CommentOID

ItemDef/@OID arm:AnalysisResult/@ParameterOID

ItemDef/@OID arm:AnalysisVariable/@ItemOID



References

• CDISC Define-XML Specification Version 2.0

http://www.cdisc.org/define-xml

• OpenCDISC

http://www.opencdisc.org/
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