ODM

ODM

CDISC ODM Model DTD Version Version 1.0

Copyright (c) CDISC 2000.

This document is the property of CDISC Inc. This document can be freely used and reproduced without limitation as long as
(1) itis not modified and (2) the entire copyright statement is included in the copy. Maodifications to this document can only
be made with written consent of CDISC Inc.

Authors: T. Bloom S. Cassells A. Diaz D. Fram G. Gordon K. Harter J. Klofft R. Lyons M. Palmer

Change History:

28-Aug-2000 edited by David Fram:

Renamed SigningUnit to be Form.

Removed attribute PTKey from ItemData and PatientData.

Modified StudyEventK ey, FormKey, ItemGroupKey, ItemKey to have EMPTY content.
Added "datetime”, "time" to list of item data types; removed "abstract".

Modified Country element to have an attribute called "Name"; made its content be EMPTY .

Inserted | SO-3166 2-letter values as legal values for Name attribute of Country. Note slight problem: BY seemsto be the
2-letter code for both BELARUS and BY ELORUSSIAN SSR.

Inserted | SO-639 2-letter values as legal values for Name attribute of Language.

Added "wrapper tag" to distinguish between "flat" and "hierarchical" organizationsfor clinical data. Now, a Study has either
HierData OR FlatDataBUT NOT BOTH. Changed naming of PatientData, StudyEventData, FormData, etc. to be
HierPatientData, HierStudyEventData, HierFormData, etc. Added parallel set of flat elements: FlatPatientData,
FlatStudyEventData, FlatFormData, etc. Higher-level keys are required within flat elements, and are not permitted within
hierarchical elements.

Renamed Gender attribute to be Sex. Enumerated permitted valuesfor Sex as (M | F).

Corrected definition of Signature so that it contains one and only one UserRef and contains one and only one LocationRef.

Made naming more consistent for DST (daylight savings time) attributes of TimeZone. Renamed DST StartHr to be
DST StartHour.

Modified Picture element to be consistent with new convention for referencing external files.

Modified Archivel ayout element to have EMPTY content (and to be consistent with new convention for referencing external
files).

Note on commenting convention: In order to support the generation of a hyper-linked pretty-printed version of the DTD, the
following comment conventions should be observed:

This comment (which appears on the "home page") should begin with the text "-home-:" followed by a newline.

Before each ELEMENT definition, there should be a comment that begins with the text "element-name:" followed by dashes
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ODM

and anewline.

Before each ATTLIST definition, there should be a comment that begins with the text "element-name*:" followed by a
newline.

Note on use of attributes. The DTD has been updated (June 2000) to use attributes extensively for short, single-valued
parameter values. Thus, for example, the unique identifier of an element (such as a StudyEvent, Form, or ItemGroup) is
provided through an XML ID attribute. Similarly, "foreign-key" style references to other elements are provided via attributes
of type XML IDREF. Also, many scalar-valued "leaf" elements are provided via XML CDATA attributes.

Note: Certain identifier conventions have been followed regarding Names, IDs and | D-references. Attributes called "ID" (of
type XML ID) and called "Name" (of type XML CDATA) are standardly used to identify an element; these attributes are
usually declared as REQUIRED. The ID provides a unique handle for cross-referencing from other elements.

If element yyy needs to reference one or more elements xxx, then yyy will contain as part of its content an element with the
name xxxRef and that element will, in turn, have an attribute with the name xxxID. The term "reference identifier" is used to
denote the element xxxRef and its associated attribute xxxID.

Thus, for example, a StudyEvent contains 0 or more FormRef's, and a FormRef is defined to have an attribute called FormiD.

Note: Every attribute of the form xxxID should be an attribute of an element with the name xxxRef. So, references to other
elements always go through a contained xxxRef element.

Top Elements
All Elements

Tree

Document generated by dt d2ht ml 1.5.1.

ODM
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ODM: Top elements

Top elements in ODM

o Study

Top Elements
All Elements

Tree

ODM
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ODM: Study element

Study

Includes all aspects of aclinical study (metadata, administrative data, and clinical data).

Content:

(4 obal Vvari abl es, Basi cDefi ni ti ons, Met aDat aVer si on+, Adni nDat a, (Hi erDat a| Fl at Dat a) )

Attributes:

No ATTRI BUTES

Containing Elements:

None

Top Elements
All Elements

Tree

ODM
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ODM: GlobalVariables element

GlobalVariables

Globa Variablesincludes general summary information about the study that is described by the XML document.

Content:

(St udyNane, St udyDescri ption, Prot ocol Nane)

Attributes:

No ATTRI BUTES
Containing Elements:

. StUdy

Top Elements
All Elements

Tree

ODM
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ODM: StudyName element

StudyName
StudyName contains a short name for the study.

Content:

(#PCDATA)

Attributes:

No ATTRI BUTES

Containing Elements:

o GlobalVariables

Top Elements
All Elements

Tree

ODM
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ODM: BasicDefinitions element

BasicDefinitions

BasicDefinitions contains definitions of information that does not typically vary between studies.

Content:

(Language*, Local e*, Ti neZone*, Measur enent Uni t *)

Attributes:

No ATTRI BUTES
Containing Elements:

. StUdy

Top Elements
All Elements

Tree

ODM
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ODM: Language element

Language
Language contains the name of alanguage used in the study. (This should use the | SO 2-letter language codes.)

Content:

EMPTY

Attributes:

ID::Uniqueinternal identifier for this element.

Name::User-visible name for this element (1SO 639 2-letter language codes)

ID ID #REQUIRED
(aa|ab|af |am|ar|as|ay |az|ba|be|bg|bh|bi |[bn|bo|br|cajco|cs|cy|dalde|dz|d |en]|
eo|es|et|eu|falfi|fj|fo|fr|fy|galad]|dl |gn|gu|bha]he|hi|hr|hu|hy|ia|id]ie]|ik]|is]it]
iu|ja|jw|ka|kk|k||km|kn|ko|ks|ku|ky||a||n||0||t||v|mg|mi|mk|ml|mn|m0|mr|ms#REQU|RED
[mt|my|nalne|nl|nojoc|om|or|pa|pl|ps|pt|qu|rm]|rn|ro|ru]rw|sa]sd|sg|sh|si|sk]
d|sm|sn|so|sq|sr|ss|st|su|sv|sw|ta|te|tg]|th|ti|tk|tl|tn]|to|tr|ts|tt|tw |ug|uk |ur ]
uz|vi|vo|wo|xh|yi|yo|za|zh|zu)

Name

Containing Elements:

« BasicDefinitions

Top Elements
All Elements

Tree

ODM
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ODM: All elements

All elements in ODM

- Address

« AdminData

« Archivel ayout
» BasicDefinitions
o Certificate

» CheckValue

. City

o Codelist

» Codelistltem
o CodelListRef
« Comment

o CommentText

« Country
« CryptoBindingM anifest

« DateTimeStamp
« Decode

« DisplayName
« Email

« ErrorMessage
. Fax

» FirstName

» FlatData

» FlatFormData

» FlatltemData

« FlatltemGroupData
» FlatPatientData

« FlatStudyEventData

e Form

o FormKey
o« FormRef

» FullName

» GlobalVariables
» HierData

» HierFormData
» HierltemData

« HierltemGroupData
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ODM: All elements

« HierPatientData

« HierStudyEventData

. Item
« ItemGroup

« ItemGroupKey
» ltemGroupRef
o ltemKey

. ItemRef

« Language
« LastName

» LegalReason
« Locale
« Location

« LocationRef

» LoginName
« Meaning
« MeasurementUnit

« MeasurementUnitRef

« MetaDataVersion

« MetaDataVersionRef

« Organization
o OtherText
« Pager

» PatientKey
« Phone

. Picture
» PostalCode

» Presentation

» ProtocolName

» Question

» RangeCheck

« ReasonForChange
 Signature

« SignatureDef
« SignatureDefRef

« StateProv

« StreetName
o Study
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ODM: All elements

o StudyDescription

» StudyEvent

» StudyEventKey
» StudyEventRef
» StudyName

« StudyProtocol
. Symbol

« TimeZone

« TranslatedText
. User

« UserRef

« Value

Top Elements
All Elements

Tree

ODM
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ODM: Address element

Address

Mailing address of a user of adata collection system.

Content:

(Street Nane*, City?, StateProv?, Country?, Post al Code?, O her Text ?)

Attributes:

No ATTRI BUTES

Containing Elements:

o User

Top Elements
All Elements

Tree

ODM
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ODM: StreetName element

StreetName
Street name component of system user's address.

Content:

(#PCDATA)

Attributes:

No ATTRI BUTES

Containing Elements:

o Address

Top Elements
All Elements

Tree

ODM
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ODM: AdminData element

AdminData

Administrative information about users, locations, and signature definitions.

Content:

(User*, Locati on*, Si gnat ur eDef *)

Attributes:

No ATTRI BUTES
Containing Elements:

. StUdy

Top Elements
All Elements

Tree

ODM
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ODM: User element

User

Information about a specific user of aclinical data collection system. May be an investigator, a CRA or a data management
staff person.

Content:

(Logi nNane?, Di spl ayNane?, Ful | Nane?, Fi r st Nane, Last Nane,
Organi zati on?, Addr ess*, Enni | *, Pi ct ure?, Pager ?, Fax*, Phone*,
Locati onRef *, Certificate*)

Attributes:

ID::Uniqueinternal identifier for this element.

Name::User-visible name for this element.

ID ID #REQUIRED
Name CDATA #REQUIRED

Containing Elements:

« AdminData

Top Elements
All Elements

Tree

ODM
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ODM: LoginName element

LoginName
System login name of a system user.

Content:

(#PCDATA)

Attributes:

No ATTRI BUTES

Containing Elements:

o User

Top Elements
All Elements

Tree

ODM
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ODM: Top element tree(s)

ODM:
Top element tree(s)

Study

St udy
(d obal Vari abl es,

_ (St udyNane,
| _(#PCDATA)

|
|
| .
| StudyDescription,
| | _(#PCDATA)

|

|

Pr ot ocol Nane)
| _(#PCDATA)

Basi cDefi nitions,

| _(Language*,
| _EMPTY

Local e*,
| _EMPTY

|
|
|
|
| __Ti neZone*,
| | _EMPTY

|
|

Measur enent Uni t *)
| _(Synmbol)
| _(Transl at edText *)
| _(#PCDATA)

Met aDat aVer si on+,
_(StudyProtocol,
| _(StudyEvent Ref *)
| _EMPTY

|

|

|

|

|

| __ StudyEvent +,
| | _(FornRef +)
|
|
|
|
|
|

| _EMPTY

For mt,
| _(1ten oupRef +,
| | _EMPTY
|
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ODM: Top element tree(s)

| __ArchivelLayout *)
| _EMPTY

I'tenmG oup+,
| _(LtenRef+)
| _EMPTY

| t emt,

| _(Question?,

| _(Transl at edText *)

CodelLi st Ref ?,
| _EMPTY

|

|

|

|

| __ RangeCheck*,
| | _(CheckVal ue*,
|

|

|

|

|

|

| | _(#PCDATA)

| __ErrorMessage?)
| _(Transl at edText *)

Measur enent Uni t Ref *)
| _EMPTY

Codeli st *,
| _(Codelistltent)
| _(Decode)
| _(Transl at edText +)

Present ati on*)
| _(#PCDATA)

Admi nDat a,
| _(User*,

_(Logi nNane?,
| _(#PCDATA)

Di spl ayNane?,
| _(#PCDATA)

Ful | Nane?,
| _(#PCDATA)

Fi r st Nane,
| _(#PCDATA)

Last Nane,
| _(#PCDATA)

Organi zati on?,

file:///c|/lodmdoc/dtddoc/tree.htm (2 of 6) [10/3/2000 4:41:15 PM]



ODM: Top element tree(s)

| _(#PCDATA)

Addr ess*,
| _(Street Nanme*,
| | _(#PCDATA)

Gty?,
| _(#PCDATA)

St at eProv?
| _(#PCDATA)

Country?
| _EMPTY

Post al Code?,
| _(#PCDATA)

O her Text ?)
| _(#PCDATA)

Emai | *,
| _(#PCDATA)

Pi cture?,
| _EMPTY

Pager ?,
| _(#PCDATA)

Fax*,
| _(#PCDATA)

Phone*,
| _(#PCDATA)

Locat i onRef *,
| _EMPTY

Certificate*)
| _(#PCDATA)

Locati on*,
| _(Met aDat aVer si onRef)
| _EMPTY

Si gnat ur eDef *)

| _(Meani ng,
| | _(#PCDATA)

| __Legal Reason)
| _(#PCDATA)
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ODM: Top element tree(s)

__(H erData |
| _(HierPatientData*)

| _(Patient Key,
| _(#PCDATA)

Comment ?,
| (Corrrrent Text)
| _(#PCDATA)

Hi er St udyEvent Dat a*,
| _(StudyEvent Key,
__ Comment ?,
H er For nDat a*,
| _( FornKey,
___Comment ?,
Hi erltena oupDat a*,
| _(lLtenGr oupKey,
__ Comment ?,
H erltenDat a*,
| _(1tenKey,
| __Val ue?,
| _ Measur enent Uni t Ref ?,
| Corment Commrent ?,
| __
|

Si gnat ure?,
__ReasonFor Change?)

Si gnat ure?,
ReasonForChanqe'>)

Si gnat ur e,
ReasonForChanqe’?)

Si gnat ur e?, .
ReasonForChanqe‘7)

Si gnature?,
_(Crypt oBi ndi nghani f est ?,
| _(#PCDATA)

User Ref ,
| _EMPTY

__Locati onRef,
Si gnat ur eDef Ref,
| _EMPTY

Dat eTi neSt anp)
| _(#PCDATA)

ReasonFor Change?)
| _(#PCDATA)
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ODM: Top element tree(s)

| Fl at Dat a) )
| _(Fl at Pati ent Dat a*,
| _(Patient Key,
| _ Comment ?,
| __Signature?,
| __ReasonFor Change?)

Fl at St udyEvent Dat a*,

| _(Patient Key,
St udyEvent Key,

| _EMPTY

Si gnat ur e?,
___ReasonFor Change?)

|
|
|
| Con"ment ?,
| __
|

Fl at For nDat a*,

| _(PatientKey,
__StudyEvent Key,

For nKey,
| _EMPTY

Oomrent Comment ?,

Si gnat ur e,
ReasonForChanqe‘7)

Fl at |t enG oupDat a*,

| _(Patient Key,
| _ StudyEvent Key,
| _ FornKey,

| __I'tenta oupKey,
| | _EMPTY
I

| __

|

Corment Conment ?,

Si gnat ure?,
__ReasonFor Change?)

Fl at | t enDat a*)

| _(Patient Key,
| __StudyEvent Key,

For nKey,
I t em& oupKey,

I t enKey,
| _EMPTY

| __

| __

|

|

|

| _ Val ue?,

| | _(#PCDATA)
|

| __ Measur enent Uni t Ref ?,
| Corment Conmment ?,

| __

|

Si gnat ure?,
__ReasonFor Change?)
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ODM: Top element tree(s)

Top Elements
All Elements

Tree

ODM
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ODM: StudyDescription element

StudyDescription
StudyDescription contains a free-text description of the study.

Content:

(#PCDATA)

Attributes:

No ATTRI BUTES

Containing Elements:

o GlobalVariables

Top Elements
All Elements

Tree

ODM
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ODM: ProtocolName element

ProtocolName

Protocol contains the sponsor's name for the protocol.

Content:

(#PCDATA)

Attributes:

No ATTRI BUTES

Containing Elements:

o GlobalVariables

Top Elements
All Elements

Tree

ODM
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ODM: Locale element

Locale
L ocale contains the name of a geographic locale of the study.

Content:

EMPTY

Attributes:

ID::Uniqueinternal identifier for this element.

Name::User-visible name for this element.

ID ID #REQUIRED
Name CDATA #REQUIRED

Containing Elements:

« BasicDefinitions

Top Elements
All Elements

Tree

ODM
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ODM: TimeZone element

TimeZone

TimeZone contains the name of atimezone used in the study (e.g., EST).

Content:

EMPTY

Attributes:

TimeZones define a set of timezones for use in the study. Because there is no generally accepted standard for timezone
definitions, or for the names of timezones, facilities are provided in this element for defining timezone names and definitions
for usein astudy.

There are approximately 24 * 3 timezones, reflecting the 24 hour divisions and Northern, Equatorial, and Southern locations
which affect daylight savings time). There are some oddball timezones, however, that have fractional (half-hour) offsets,
unexpected start times for daylight savings, etc. Timezone definitions are a political, not a scientific, concept and there are a
large number of anomalies.

The main issue in defining timezones is defining the start and end of daylight savingstime (DST). The timezone parameters
starting with DST relate to this computation.

BaseOffset:: Amount to add to UTC to get local time (not including daylight savings adjustment).
DSTAdjust::Amount to add to local time to adjust for daylight savings.
DSTEndDOW::Daylight savings ending day of week.
DSTEndDay::Daylight savings ending day.

DSTEndHour::Daylight savings ending hour.
DSTEndMonth::Daylight savings ending month.
DSTStartDOW::Daylight savings start day of week.
DSTStartDay::Daylight savings start day.

DST StartHour::Daylight savings start hour.

DST StartMonth::Daylight savings start month.

ID::Uniqueinternal identifier for this element.

Name::User-visible name for this element.

BaseOffset CDATA #REQUIRED
DSTAdjust CDATA #MPLIED
DSTEndDOW CDATA # MPLIED
DSTEndDay CDATA #MPLIED
DSTEndHour CDATA #IMPLIED
DSTEndMonth CDATA # MPLIED
DSTStartbOW CDATA #MPLIED
DSTStartDay  CDATA #MPLIED
DSTStartHour CDATA # MPLIED
DST StartMonth CDATA #IMPLIED
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ODM: TimeZone element

ID ID #REQUIRED
Name CDATA #REQUIRED

Containing Elements:

« BasicDefinitions

Top Elements

All Elements
Tree

ODM
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ODM: MeasurementUnit element

MeasurementUnit
Collection measurement units for adataitem (e.g., kg, cm...)
Content:

(Synbol )

Attributes:

ID::Uniqueinternal identifier for this element.
Name::User-visible name for this element.

BaseUnitl D::Reference to a MeasurementUnit that serves as a base for a set of related units (i.e., gram is a base unit for
kilogram, microgram...)

BaseUnitID IDREF #REQUIRED

ID ID #REQUIRED
Name CDATA #REQUIRED

Containing Elements:

« BasicDefinitions

Top Elements
All Elements

Tree

ODM
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ODM: Symbol element

Symbol
M easurementUnit representation when shown on the screen.

Content:

(Transl at edText *)

Attributes:

No ATTRI BUTES

Containing Elements:

o« MeasurementUnit

Top Elements
All Elements

Tree

ODM
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ODM: TranslatedText element

TranslatedText

Defines the text to be presented for a particular Language and Locale. Supports translation of Item questions, Error
Messages, CodeNames.

Content:

( #PCDATA)

Attributes:

Languagel D::Reference to a Language el ement.

LocalelD::Reference to a Locale element.

Languagel D IDREF #REQUIRED
LocalelD  IDREF #REQUIRED

Containing Elements:

+ Decode
« ErrorMessage
o Question

- Symbol

Top Elements
All Elements

Tree

ODM
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ODM: Decode element

Decode

The decoded value associated with a code

Content:

(Transl at edText +)

Attributes:

No ATTRI BUTES

Containing Elements:

o Codelistltem

Top Elements
All Elements

Tree

ODM
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ODM: CodelListltem element

CodelListltem

Defines an individual codelist item (i.e., aname and a code).

Content:

(Decode)

Attributes:

ID::Uniqueinternal identifier for this element.

CodedValue::Code used for the CodeL istltem (thisis the code, not the user-visible decoded value)

CodedValue CDATA #REQUIRED
ID ID #REQUIRED

Containing Elements:

o Codelist

Top Elements
All Elements

Tree

ODM
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ODM: CodelList element

CodelList

Defines a discrete set of permitted values for an item as name-value pairs.

Content:

(CodelLi stltent)

Attributes:

ID::Uniqueinternal identifier for this element.

Name::User-visible name for this element.

ID ID #REQUIRED
Name CDATA #REQUIRED

Containing Elements:

« MetaDataVersion

Top Elements
All Elements

Tree

ODM
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ODM: MetaDataVersion element

MetaDataVersion

The metadata for a study is defined in a series of one or more MetaDataV ersion elements.

Through this mechanism (multiple MetaDataV ersion e ements), the DTD supports the representation of incrementally
deployed "mid-study changes', and thus can handle a situation where multiple versions of the metadata are being used
simultaneously (perhaps due to delaysin IRB approval at various sites). Each collected piece of data contains keys (reference
identifiers) that unambiguously indicate which version of the metadata was actually used to collect it.

The way metatdata versioning worksis as follows. Anindividual Study document may contain multiple MetaDataV ersions,
reflecting one or more mid-stream study design changes. The initial version contains afull set of metadata; each subsegquent
version contains only modified or newly added metadata elements. For the new version to reflect an actual change, there
must be at least a StudyProtocol element and at |east one StudyEvent defined in the modified metadata version. Then, at each
level, the new or modified elements point to the unmodified elements (in the previous versions) using the original reference
identifiers, aswell as any new or modified elementsin the latest version.

This approach is used to allow the older versions of the metadata to remain intact, while simultaneously providing a concise
way to represent changes. The approach taken means that a small change at the bottom level (e.g., CodeList or Item) will
force creation of (and replacement by) new versions of containing elements at each level up through the top of the hierarchy.
On the other hand, a change in a StudyEvent to add a new Form, would only require a redefinition of the modified

StudyEvent and the definition of the new Form (which could potentially be made up entirely of pre-existing elementsin
pre-existing versions of the metadata).

Content:

(StudyProt ocol , St udyEvent +, For m+, | t enfsr oup+, | t emt+, CodelLi st*, Presentation*)

Attributes:

ID::Uniqueinternal identifier for this element.

Name::User-visible name for this element.
ID ID #REQUIRED

Name CDATA #REQUIRED

Containing Elements:

« Study

Top Elements
All Elements

Tree

ODM
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ODM: StudyProtocol element

StudyProtocol

StudyProtocol liststhe set of StudyEvents that are used in the Study. In this version it does not attempt to define the schedule,
or repeat structure of those events.

Content:

(St udyEvent Ref *)

Attributes:

No ATTRI BUTES

Containing Elements:

« MetaDataVersion

Top Elements
All Elements

Tree

ODM
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ODM: StudyEventRef element

StudyEventRef

Element containing areference to a StudyEvent.

Content:

EMPTY

Attributes:

StudyEventI D::Reference to a StudyEvent element.
StudyEvent| D IDREF #REQUIRED

Containing Elements:

« StudyProtocol

Top Elements
All Elements

Tree

ODM
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ODM: StudyEvent element

StudyEvent

A StudyEvent is a defined event that takes place during the study (e.g., avisit).

Content:

( For nRef +)

Attributes:

ID::Uniqueinternal identifier for this element.

Name::User-visible name for this element.

ID ID #REQUIRED
Name CDATA #REQUIRED

Containing Elements:

« MetaDataVersion

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/StudyEvent.html [10/3/2000 4:41:20 PM]



ODM: FormRef element

FormRef

Element containing areference to a Form.

Content:

EMPTY

Attributes:

FormlD::Reference to a Form el ement.

ActualTime CDATA #IMPLIED
FormID IDREF #REQUIRED

Containing Elements:

» StudyEvent

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/FormRef.html [10/3/2000 4:41:20 PM]



ODM: Form element

Form

A Form is analogous to a page in a paper CRF book. It is a data capture unit contained within a StudyEvent, and generally
collects a set of logically and temporally related information together with an electronic signature.

Content:

(1t enGr oupRef +, Ar chi veLayout *)

Attributes:

ID::Unique interna identifier for this element.

Name::User-visible name for this element.

ID ID #REQUIRED
Name CDATA #REQUIRED

Containing Elements:

« MetaDataVersion

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/Form.html [10/3/2000 4:41:20 PM]



ODM: ItemGroupRef element

ltemGroupRef

Element containing areference to an ItemGroup.

Content:

EMPTY

Attributes:

ItemGroupRef::Reference to an ItemGroup element.

ItemGroupl D IDREF #REQUIRED

Containing Elements:

e Form

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/ItemGroupRef.html [10/3/2000 4:41:21 PM]



ODM: ItemGroup element

ltemGroup

An ltemGroup is aclosely related set of itemsthat is generally analyzed together. All itemsin an ItemGroup will have the
same "repeating" behavior (for example, each row might represent a patient, a patient visit, an occurrence, €tc.). In some
CDM systems, ItemGroups are referred to as "panels’ or "tables'.Examples of item groups include demographic, vital signs,
concomitant medications, medical history, physical exam.

Content:

(Lt enRef +)

Attributes:

ID::Uniqueinternal identifier for this element.

Name::User-visible name for this element.

ID ID #REQUIRED
Name CDATA #REQUIRED

Containing Elements:

« MetaDataVersion

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/ItemGroup.html [10/3/2000 4:41:21 PM]



ODM: ltemRef element

ltemRef

Element containing areference to an Item.

Content:

EMPTY

Attributes:

ItemID::Reference to an Item element.

Item! D |DREF #REQUIRED

Containing Elements:

« ItemGroup

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/ItemRef.html [10/3/2000 4:41:21 PM]



ODM: Item element

ltem

An Item represents an individual clinical dataitem, including name and datatype, along with optional associated CodelL.ists,
MeasurementUnits, and range check information. Items also include an associated label or question. CodeL ists, questions,
and system messages provide for tranglation into multiple languages (as defined by Language and Locale).

Content:

(Quest i on?, CodelLi st Ref ?, RangeCheck*, Measur enent Uni t Ref *)

Attributes:

CodelListID::Reference to a CodeList if this Item is used to collect coded data.
ID::Uniqueinternal identifier for this element.

Name::User-visible name for this element.

DataType::Intended data type of the Item, can be one of: integer float date datetime time text
Length::Maximum length of the Item in characters.

SignificantDigits::Number of significant digitsto collect for Item.

CodeListID IDREF #IMPLIED
DataType (integer | date | datetime | time | float | text) #REQUIRED
ID ID #REQUIRED
Length CDATA #MPLIED
Name CDATA #REQUIRED
SignficantDigits CDATA #IMPLIED

Containing Elements:

« MetaDataVersion

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/Item.html [10/3/2000 4:41:22 PM]



ODM: Question element

Question

Text of aquestion or label related to an Item as presented on paper or screen. A Question may contain zero or more
trandlation versions (zero because some items are not associated with a question).

Content:

(Transl at edText *)

Attributes:

No ATTRI BUTES

Containing Elements:

o Item

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/Question.html [10/3/2000 4:41:22 PM]



ODM: CodelListRef element

CodeListRef

Element containing areference to a CodeL ist.

Content:

EMPTY

Attributes:

CodeL istRef::Reference to a CodeList element.
Codel ist| D IDREF #REQUIRED

Containing Elements:

o Item

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/CodeListRef.html [10/3/2000 4:41:22 PM]



ODM: RangeCheck element

RangeCheck

One-sided check of an entered value (afull range check will require two RangeCheck elements, one for the lower bound and
one for the upper bound).

Content:

(CheckVal ue*, Error Message?)

Attributes:

Comparitor::Comparison operator used to compare item with CheckValue (order is: item comparitor checkvalue)

SoftHard::Whether the RangeCheck isintended to produce a hard (entry not allowed) or soft (warning) error.

Comparator (LT |LE|GT | GE | EQ | NE) #REQUIRED
SoftHard  (Soft | Hard) #REQUIRED

Containing Elements:

o Item

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/RangeCheck.html [10/3/2000 4:41:23 PM]



ODM: CheckValue element

CheckValue

Comparison value used in a RangeCheck.

Content:

(#PCDATA)

Attributes:

No ATTRI BUTES
Containing Elements:

« RangeCheck

Top Elements
All Elements

Tree

ODM

file:/llc|/lodmdoc/dtddoc/CheckValue.html [10/3/2000 4:41:23 PM]



ODM: ErrorMessage element

ErrorMessage

Error message to be generated when arange check is violated.

Content:

(Transl at edText *)

Attributes:

No ATTRI BUTES
Containing Elements:

« RangeCheck

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/ErrorMessage.html [10/3/2000 4:41:24 PM]



ODM: MeasurementUnitRef element

MeasurementUnitRef

Element containing areference to a MeasurementUnit.

Content:

EMPTY

Attributes:

MeasurementUnitl D::Reference to a MeasurementUnit element.

M easur ementUnitl D IDREF #REQUIRED

Containing Elements:

« FlatltemData
« HierltemData

o Item

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/MeasurementUnitRef.html [10/3/2000 4:41:24 PM]



ODM: FlatltemData element

FlatitemData

Anindividua clinical datavalue in the flat representation.

Content:

(Pati ent Key, St udyEvent Key, For nKey, | t enl> oupKey, | t enKey, Val ue?,
Measur enent Uni t Ref ?, Corment ?, Si gnat ur e?, ReasonFor Change?)

Attributes:

No ATTRI BUTES

Containing Elements:

« FlatData

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/FlatitemData.html [10/3/2000 4:41:24 PM]



ODM: PatientKey element

PatientKey

Unique key used to refer to a patient.

Content:

(#PCDATA)

Attributes:
No ATTRI BUTES
Containing Elements:

o FlatFormData
« FlatltemData

« FlatltemGroupData

« FlatPatientData
« FlatStudyEventData

« HierPatientData

Top Elements
All Elements

Tree

ODM

file://lc|/lodmdoc/dtddoc/PatientKey.html [10/3/2000 4:41:25 PM]



ODM: FlatFormData element

FlatFormData

Data collected about a Form (page) in the flat representation.

Content:

(Pati ent Key, St udyEvent Key, For nKey, Conment ?, Si gnat ure, ReasonFor Change?)

Attributes:

ArchiveLayoutlD::Link to Archivel ayout used to collect FormData.
Archivel ayoutl D IDREF #IMPLIED

Containing Elements:

« FlatData

Top Elements
All Elements

Tree

ODM

file:/l/c|/odmdoc/dtddoc/FlatFormData.html [10/3/2000 4:41:25 PM]



ODM: StudyEventKey element

StudyEventKey

Unique key used to refer to a StudyEvent.

Content:

EMPTY

Attributes:

StudyEventI D::Reference to a StudyEvent element.

StudyEventRepeatKey::Key used to distinguish between repeats of a StudyEvent.

StudyEvent| D IDREF #REQUIRED
StudyEventRepeatk ey CDATA #MPLIED

Containing Elements:

o FlatFormData
« FlatltemData

« FlatltemGroupData

« FlatStudyEventData

« HierStudyEventData

Top Elements
All Elements

Tree

ODM

file:///c|/odmdoc/dtddoc/StudyEventKey.html [10/3/2000 4:41:25 PM]



ODM: Presentation element

Presentation

Presentation defines how information about the study is presented to the user of a system. Presentation is presently undefined
inthe CDISC DTD.

Content:

( #PCDATA)

Attributes:

LocalelD::ldentifies Local e appropriate to Presentation
L ocalel D IDREF #IMPLIED

Containing Elements:

« MetaDataVersion

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/Presentation.html [10/3/2000 4:41:26 PM]



ODM: ArchiveLayout element

ArchivelLayout
Defines the screen layout used to collect the data so that it is available to the user of an archivefile.

Content:

EMPTY

Attributes:

PdfFileName::Name of a Adobe PDF file containing the screen layout.
Presentationl D::Links ArchivelL ayout to a specific Presentation.

ID::Uniqueinternal identifier.

ID ID #REQUIRED
PdfFileName CDATA #REQUIRED
Presentation! D IDREF # MPLIED

Containing Elements:

e Form

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/ArchiveLayout.html [10/3/2000 4:41:26 PM]



ODM: FlatltemGroupData element

FlatitemGroupData

Data collected about an ItemGroup (group of related items) in the flat representation.

Content:

(Pati ent Key, St udyEvent Key, For nKey, | t enGr oupKey, Comment ?,
Si gnat ur e?, ReasonFor Change?)

Attributes:

No ATTRI BUTES

Containing Elements:

« FlatData

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/FlatitemGroupData.html [10/3/2000 4:41:26 PM]



ODM: FormKey element

FormKey
Unique key used to refer to a Form.

Content:

EMPTY

Attributes:

FormID::Reference to aform.

FormRepeatK ey::Key used to distinguish between repeats of a Form.

FormID IDREF #REQUIRED
FormRepeatKey CDATA #IMPLIED

Containing Elements:

o FlatFormData
« FlatltemData

« FlatltemGroupData

« HierFormData

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/FormKey.html [10/3/2000 4:41:27 PM]



ODM: HierFormData element

HierFormData
Data collected about a Form (page).

Content:

(For nKey, Corment ?, Hi er | t ener oupDat a*, Si gnat ur e, ReasonFor Change?)

Attributes:

ArchiveLayoutlD::Link to Archivel ayout used to collect FormData.
Archivel ayoutl D IDREF #IMPLIED

Containing Elements:

o HierStudyEventData

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/HierFormData.html [10/3/2000 4:41:27 PM]



ODM: Comment element

Comment
Investigator comment.

Content:

(Comrent Text )

Attributes:

SponsorOrSite::Whether the comment was created by aclinical site or by the study sponsor.
Sponsor Or Site (Sponsor | Site) #IMPLIED

Containing Elements:

» FlatFormData

» FlatltemData

« FlatltemGroupData
» FlatPatientData

« FlatStudyEventData

o HierFormData
« HierltemData

o HierltemGroupData

« HierPatientData

« HierStudyEventData

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/Comment.html [10/3/2000 4:41:27 PM]



ODM: CommentText element

CommentText
Text of acomment.

Content:

(#PCDATA)

Attributes:

No ATTRI BUTES

Containing Elements:

« Comment

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/CommentText.html [10/3/2000 4:41:28 PM]



ODM: FlatPatientData element

FlatPatientData

A FlatPatientData element defines a patient in the flat representation of data.

Content:

(Pati ent Key, Comment ?, Si gnat ur e?, ReasonFor Change?)

Attributes:

Information about a patient in a study.
DeleteFlag::Whether this patient has been del eted.
DOB::Date of birth of this patient.
EnrollDate::Enrollment date of this patient.
DateOnTreatment::Date of first treatment of this patient.
Sex::Sex of this patient.

Initials::Initials of this patient.

Patientid::Sponsor's patient id for this patient.
RandDate::Randomization date of this patient.
Randid::Randomization code assigned to this patient.

TerminationDate:: Study termination date of this patient.

DOB CDATA #MPLIED
DateOnTreatment CDATA #MPLIED
DeleteFlag (Yes|No) #MPLIED
EnrollDate CDATA #MPLIED
Initials CDATA #MPLIED
Patientid CDATA #REQUIRED
RandDate CDATA #MPLIED
Randid CDATA #MPLIED
Sex (M|F)  #MPLIED

TerminationDate CDATA # MPLIED

Containing Elements:

« FlatData

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/FlatPatientData.html [10/3/2000 4:41:28 PM]



ODM: Signature element

Signature
Actua €electronic signature information.

Content:

(Crypt oBi ndi ngMani f est ?, User Ref , Locat i onRef , Si gnat ur eDef Ref , Dat eTi neSt anp)

Attributes:
No ATTRI BUTES
Containing Elements:

o FlatFormData
« FlatltemData

« FlatltemGroupData

« FlatPatientData
« FlatStudyEventData

« HierFormData
« HierltemData

o HierltemGroupData

« HierPatientData

« HierStudyEventData

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/Signature.html [10/3/2000 4:41:28 PM]



ODM: CryptoBindingManifest element

CryptoBindingManifest
Manifest related to adigital signature.

Content:

(#PCDATA)

Attributes:

No ATTRI BUTES
Containing Elements:

« Signature

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/CryptoBindingManifest.html [10/3/2000 4:41:29 PM]



ODM: UserRef element

UserRef

Element containing areference to a User.

Content:

EMPTY

Attributes:

UserlD::Reference to a User element.

User | D IDREF #REQUIRED

Containing Elements:

« Signature

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/UserRef.html [10/3/2000 4:41:29 PM]



ODM: LocationRef element

LocationRef

Container for reference to a L ocation element.

Content:

EMPTY

Attributes:

Locationl D::Reference to a Location el ement.

L ocation! D IDREF #REQUIRED

Containing Elements:

« Signature
o User

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/LocationRef.html [10/3/2000 4:41:29 PM]



ODM: Location element

Location

A set of Locations (primarily clinical research sites) defined for a study.

Content:

(Met aDat aVer si onRef)

Attributes:

L ocations are places like sponsors and clinical research sites.
ID::Uniqueinternal identifier for this element.
Name::User-visible name for this element.

LocationType::One of: Site, Sponsor, CRO, Lab, Other

ID ID #REQUIRED
L ocationType (Sponsor | Site | CRO | Lab | Other) #iMPLIED

Name CDATA #REQUIRED
TimeZonelD IDREF #REQUIRED

Containing Elements:

« AdminData

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/Location.html [10/3/2000 4:41:30 PM]



ODM: MetaDataVersionRef element

MetaDataVersionRef

Element containing areference to a MetaDataV ersion.

Content:

EMPTY

Attributes:

MetaDataV ersionl D::Reference to a MeasurementDataV ersion el ement.

MetaDataVersionl D IDREF #REQUIRED

Containing Elements:

« Location

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/MetaDataVersionRef.html [10/3/2000 4:41:30 PM]



ODM: SignatureDef element

SignatureDef
Defines the context of a signature, including meaning as required by FDA regulations and guidelines.

Content:

(Meani ng, Legal Reason)

Attributes:

ID::Uniqueinternal identifier for this element.

Methodology::Whether the signature is digital (based on cryptography) or electronic (not based on cryptography).

ID ID #REQUIRED
M ethodology (Digital | Electronic) #IMPLIED

Containing Elements:

« AdminData

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/SignatureDef.html [10/3/2000 4:41:30 PM]



ODM: Meaning element

Meaning
Meaning of asignature (e.g., authorship, approval).

Content:

(#PCDATA)

Attributes:

No ATTRI BUTES
Containing Elements:

« SignatureDef

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/Meaning.html [10/3/2000 4:41:31 PM]



ODM: LegalReason element

LegalReason
Responsibility statement associated with a signature (e.g., " Signing accepts responsibility for the data entered").

Content:

(#PCDATA)

Attributes:

No ATTRI BUTES
Containing Elements:

« SignatureDef

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/LegalReason.html [10/3/2000 4:41:31 PM]



ODM: SignatureDefRef element

SignhatureDefRef
Element containing areference to a SignatureDef (the definition of a signature, not the signature itself).

Content:

EMPTY

Attributes:

SignatureDefID::Reference to a SignatureDef element.
SignatureDefl D IDREF #REQUIRED

Containing Elements:

« Signature

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/SignatureDefRef.html [10/3/2000 4:41:31 PM]



ODM: DateTimeStamp element

DateTimeStamp
Use I SO date format

Content:

(#PCDATA)

Attributes:

No ATTRI BUTES
Containing Elements:

« Signature

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/Date TimeStamp.html [10/3/2000 4:41:32 PM]



ODM: ReasonForChange element

ReasonForChange

Contains a user-supplied reason for a data change.

Content:

(#PCDATA)

Attributes:
No ATTRI BUTES
Containing Elements:

o FlatFormData
« FlatltemData

« FlatltemGroupData

« FlatPatientData
« FlatStudyEventData

« HierFormData
« HierltemData

o HierltemGroupData

« HierPatientData

« HierStudyEventData

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/ReasonForChange.html [10/3/2000 4:41:32 PM]



ODM: FlatStudyEventData element

FlatStudyEventData

Data collected about a StudyEvent (visit) in the flat representation. The DTD supports repeating events (for example, when
the same set of information is collected for a series of patient visits).

Content:

(Pati ent Key, St udyEvent Key, Conment ?, Si gnat ur e?, ReasonFor Change?)

Attributes:

Data about an individual study event in the flat representation.
ExpectedTime::Planned time of occurrence of the event.
Actua Time::Actual time of occurrence of the event.

DeleteFlag::Whether the StudyEvent has been deleted.

ActualTime CDATA #MPLIED
DeleteFlag  (Yes|No) #MPLIED
ExpectedTime CDATA #MPLIED

Containing Elements:

« FlatData

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/FlatStudyEventData.html [10/3/2000 4:41:32 PM]



ODM: FlatData element

FlatData

Content:

(Fl at Pat i ent Dat a*, Fl at St udyEvent Dat a*, Fl at For nDat a*,
Fl at |t emGr oupDat a*, Fl at | t enDat a*)

Attributes:

No ATTRI BUTES
Containing Elements:

o Study

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/FlatData.html [10/3/2000 4:41:33 PM]



ODM: HierltemGroupData element

HierltemGroupData

Data collected about an ItemGroup (group of related items).

Content:

(Lt enG oupKey, Conment ?, Hi er | t enDat a*, Si gnat ur e?, ReasonFor Change? )

Attributes:

No ATTRI BUTES

Containing Elements:

« HierFormData

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/HierltemGroupData.html [10/3/2000 4:41:33 PM]



ODM: ItemGroupKey element

ltemGroupKey
Unique key used to refer to an [temGroup.

Content:

EMPTY

Attributes:

ItemGroupl D::Key for an ItemGroup.

ItemGroupRepeatK ey::Key used to distinguish repeats of an ItemGroup.

ItemGroupl D IDREF #REQUIRED
ItemGroupRepeatKey CDATA # MPLIED

Containing Elements:

« FlatltemData

« FlatltemGroupData

o HierltemGroupData

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/ItemGroupKey.html [10/3/2000 4:41:33 PM]



ODM: HierltemData element

HierltemData

Anindividual clinical datavalue.

Content:

(LtenKey, Val ue?, Measur enent Uni t Ref ?, Corment ?, Si gnat ure?, ReasonFor Change?)

Attributes:

No ATTRI BUTES

Containing Elements:

o HierltemGroupData

Top Elements
All Elements

Tree

ODM

file:///c|/lodmdoc/dtddoc/HierltemData.html [10/3/2000 4:41:34 PM]



ODM: ItemKey element

ltemKey

Unique key used to refer to an Item.

Content:

EMPTY

Attributes:

ItemID::Reference to an Item element.

Item! D |DREF #REQUIRED

Containing Elements:

« FlatltemData

« HierltemData

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/ItemKey.html [10/3/2000 4:41:34 PM]



ODM: Value element

Value
Data value collected for an Item.

Content:

(#PCDATA)

Attributes:

No ATTRI BUTES

Containing Elements:

« FlatltemData

« HierltemData

Top Elements
All Elements

Tree

ODM

file:/l/c|/lodmdoc/dtddoc/Value.html [10/3/2000 4:41:34 PM]
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