EudraCT — Results

Technical documentation to the XML Schema for the XML representation of the CT Results.

Revisions

e 31/07/2013 (1.0-draft-2):

0 Sponsor.address: element made nillable.

0 Address.streetAddress: element made optional.

0 Address.townCity: element made optional.

O Address.country: element made optional.

O PIPNumber.number: restriction added on the format.

e 20/06/2014 (1.1):

0 The table below highlights the changes between version 1.0 and version 1.1. Version
1.1 is effective from version 10.2.1.0 of EudraCT.

Version: 1.0

Version: 1.1

<?xml version="1.0" encoding=""UTF-8"7?>
<xs:schema .. version="1.0">

</xs:schema>

<?xml version="1.0" encoding=""UTF-8"7?>
<xs:schema .. version="1.1">

</xs:schema>

<xs:complexType name='"MeasurableValue'" abstract="true'>
<xs:complexContent>
<xs:extension base='""tns:BaseValue'>
<xs:sequence>
<xs:element name="value" nillable="true'">
<xs:simpleType>
<xs:restriction base="xs:decimal'>
<xs:fractionDigits value="10" />
<xs:minlnclusive value="0" />
<xs:maxInclusive
value=""999999999999999.9999999999" />
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:extension>
</xs:complexContent>
</xs:complexType>

<xs:complexType name='"MeasurableValue'" abstract="true'>
<xs:complexContent>
<xs:extension base='""tns:BaseValue''>
<xs:sequence>
<xs:element name="value" nillable="true'">
<xs:simpleType>
<xs:restriction base="xs:decimal'>
<xs:fractionDigits value="10" />
<xs:minlnclusive
value=""-999999999999999.9999999999" />
<xs:maxInclusive
value="999999999999999.9999999999" />
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:extension>
</xs:complexContent>
</xs:complexType>

<xs:complexType name='"DispersionMeasurableValue'>
<xs:complexContent>
<xs:extension base='""tns:MeasurableValue'>
<xs:sequence>
<xs:element name="highRangeValue"
nillable=""true">
<xs:simpleType>
<xs:restriction base="xs:decimal'>
<xs:fractionDigits value="10" />
<xs:minlnclusive value="0" />
<xs:maxInclusive
value="999999999999999.9999999999" />
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:extension>
</xs:complexContent>
</xs:complexType>

<xs:complexType name='"DispersionMeasurableValue'>
<xs:complexContent>
<xs:extension base='""tns:MeasurableValue'>
<xs:sequence>
<xs:element name="highRangeValue"
nillable=""true">
<xs:simpleType>
<xs:restriction base="xs:decimal'>
<xs:fractionDigits value="10" />
<xs:minlnclusive
value=""-999999999999999.9999999999" />
<xs:maxInclusive
value=""999999999999999.9999999999" />
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:extension>
</xs:complexContent>
</xs:complexType>

<xs:complexType name='"ParameterEstimate'>

<xs:element name="pointEstimate" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal'>
<xs:minlnclusive value="0.00" />
<xs:maxInclusive value="99999999999999999.99" />

</xs:restriction>
</xs:simpleType>
</xs:element>

</§é:complexType>

<xs:complexType name='"ParameterEstimate'>

<xs:element name="pointEstimate" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal'>
<xs:totalDigits value="8" />
</xs:restriction>
</xs:simpleType>
</xs:element>

</§é:complexType>




<xs:complexType name="Confidencelnterval'>
<xs:sequence>
<xs:element name="lowerLimit" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal'>
<xs:minlnclusive value="0.00" />
<xs:maxlInclusive
value=""99999999999999999.99" />
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="upperLimit"” minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal'>
<xs:minlnclusive value="0.00" />
<xs:maxlInclusive
value=""99999999999999999.99" />
</xs:restriction>
</xs:simpleType>
</xs:element>

</§é:complexType>

<xs:complexType name="Confidencelnterval'>
<xs:sequence>
<xs:element name="lowerLimit" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal'>
<xs:totalDigits value="8" />
</xs:restriction>
</xs:simpleType>
</xs:element>

<xs:element name="upperLimit" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal'>
<xs:totalDigits value="8" />
</xs:restriction>
</xs:simpleType>
</xs:element>

</§é:complexType>

Elements Complex types
result Address
AgeCategoricalCharacteristic

AgeContinuousCharacteristic

Arm
ArmProduct

BaselineCharacteristics

BaselineReportingGroup

BaseValue
CategoricalCharacteristic

Category
Characteristic

CharacteristicBaselineReportingGroup

CharacteristicReportingGroup

CharacteristicSubjectAnalysisSet

CompletedMilestone

CompletedMilestoneAchievement

Confidencelnterval
ContactPoint

ContinuousCharacteristic

ControlledTerm
CountableValue

Country
CountrySubjectCount

DispersionMeasurableValue
EndPoint

EndPointArmReportingGroup

EndPointReportingGroup
EndPoints

EndPointSubjectAnalysisSetReportingGroup

EudractTerm

GenderCateqgoricalCharacteristic




GlobalAmendment

Globallnterruption
JoinedReasonDetail

MeasurableValue
Milestone

MilestoneAchievement

NotCompletedReasonDetail

Otherldentifier
OtherMilestone

OtherMilestoneAchievement

ParameterEstimate

Period
PIPNumber
PopulationAgeGroup

PostAssignmentPeriod

PreAssignmentPeriod

PublicContactPoint

ReasonDetail
ReasonJoined
ReasonNotCompleted

ReportingGroup
ResultSet

ScientificContactPoint

Sponsor
StartedMilestone

StartedMilestoneAchievement

StatisticalAnalysis
StatisticalHypothesisTest

StudyCategoricalCharacteristic

StudyContinuousCharacteristic

SubjectAnalysisSet

SubjectDisposition

telephoneNumber
TendencyMeasurableValue

TotalBaselineGroup

TrialChanges
Triallnformation

VariabilityEstimate




element result

diagram |-
r"i trialinformation
Ll |
| -: subjectDisposition |
I r-+ baselineCharacteristics |
| —E)E}-'r-' endPoints |
| L-- trialChanges |
| ." subjectAnalysisSets I
| -+ adverseEvents |
- - ]
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | tns:ResultSet
properties content  complex
children | triallnformation subjectDisposition baselineCharacteristics endPoints trialChanges subjectAnalysisSets
adverseEvents
attributes Name Type _ Use Default Fixed Annotation
eudractNumber xs:string
sponsor xs:string
source | <xs:element name="result" type="tns:ResultSet"/>
complexType Address
diagram =il
r-- postCode |
L-2 streetAddress |
= s =
-+~ townCity |
L--E country
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
properties final  extension restriction
children | postCode streetAddress townCity country




used by element Sponsor/address

source | <xs:complexType name="Address" final="extension restriction">
<xs:sequence>
<xs:element name="postCode" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="20"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="streetAddress" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="townCity" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="country" type="tns:Country" minOccurs="0"/>
</xs:sequence>
</xs:complexType>

element Address/postCode

diagram mrmmmmmmm -

type | restriction of xs:string

. i minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 20

source | <xs:element name="postCode" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="20"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Address/streetAddress

diagram | r=---------------

type | restriction of xs:string




" " minOcc 0
roperties
prop maxOcc 1
content  simple
Kind Value Annotation
facet
aces maxLength 100
source | <xs:element name="streetAddress" minOccurs="0">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Address/townCity

diagram

EEtownCitg.r ;
type | restriction of xs:string
. . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation
maxLength 50
source <XS:e|ement name:"tOWnCityn minOCCUI’S:"O">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Address/country

diagram

type | tns:Country
) ) minOcc O

t
properties maxOcc 1

content complex
children | eutctld version
source | <xs:element name="country" type="tns:Country" minOccurs="0"/>




complexType AgeCategoricalCharacteristic

diagram —_——— — — — — —|
| tns:CategoricalCharacteristic (extension
| —|Eread1,rForUalues I
| |
| l— |
1 1 a
| L-4 reportingGroups |
b o e e e e e e e e 1
(AgeCategoriu:aICharau:’teristiu: [TI:H— : ______________________ |
| ‘-4 subjectAnalysisSets
| e e e e o = -
| ;-- totalBaselineGroup |
| e
‘-1 categories |
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:CategoricalCharacteristic
properties base tns:CategoricalCharacteristic
children | readyForValues title description unit reportingGroups subjectAnalysisSets totalBaselineGroup categories
used by element BaselineCharacteristics/ageCategoricalCharacteristic
source

<xs:complexType name="AgeCategoricalCharacteristic">

<xs:complexContent>

<xs:extension base="tns:CategoricalCharacteristic">

<xs:sequence/>
</xs:extension>
</xs:complexContent>
</xs:complexType>




complexType AgeContinuousCharacteristic

diagram |———————————|
| tns:ContinuousCharacteristic (extension |
| —|Eread1_.rFor‘lJaIues |
= :
| —{unit ] |
L- - reportingGroups |
(AgeContinuousCharacteristiu: [TI]—I— oo |
- . . : | -1 subjectAnalysisSets |
| centralTendencyType |
| dispersionType |
| s=EDmesen
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:ContinuousCharacteristic
properties base tns:ContinuousCharacteristic
children | readyForValues title description unit reportingGroups subjectAnalysisSets centralTendencyType dispersionType
used by element BaselineCharacteristics/ageContinuousCharacteristic
documentation
annotation ) . .
See list 'Age unit' for the value of element 'unit'.
source

<xs:complexType name="AgeContinuousCharacteristic">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Age unit' for the value of element 'unit'.
</xs:documentation>
</xs:annotation>
<xs:complexContent>
<xs:extension base="tns:ContinuousCharacteristic">
<xs:sequence/>
</xs:extension>
</xs:complexContent>
</xs:complexType>




complexType Arm

diagram

] sttributes
- ' descrlptlcrn ;
Arm =
-—' otherType :
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
children | title description otherType type armProducts startedMilestoneAchievement completedMilestoneAchievement
otherMilestoneAchievements notCompletedReasonDetails joinedReasonDetails
used by element PostAssignmentPeriod/arms/arm
attributes Name Type Use Default Fixed Annotation
id xs:1D required
source

<xs:complexType name="Arm">
<xs:sequence>
<xs:element name="title">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="62"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="otherType" minOccurs="0">
<xs:simpleType>




<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="type" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Arm type'.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="armProducts" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="armProduct" type="tns:ArmProduct" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="startedMilestoneAchievement" type="tns:StartedMilestoneAchievement'/>
<xs:element name="completedMilestoneAchievement"
type="tns:CompletedMilestoneAchievement"/>
<xs:element name="otherMilestoneAchievements" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="otherMilestoneAchievement" type="tns:OtherMilestoneAchievement"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="notCompletedReasonDetails" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="reasonDetail" type="tns:NotCompletedReasonDetail" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="joinedReasonDetails" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="reasonDetail" type="tns:JoinedReasonDetail" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:complexType>

attribute Arm/@id

type

xs:1D

properties

use required




source | <xs:attribute name="id" type="xs:ID" use="required"/>

element Arm/title

diagram

type | restriction of xs:string

properties content  simple

Kind Value Annotation

facets .
minLength 2

maxLength 62

source | <xs:element name="title">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="62"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Arm/description

dlagram =--"""---=-"5

type | restriction of xs:string

" . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 999

source | <xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Arm/otherType

diagram . a
“otherType |

type | restriction of xs:string

" . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 50




source | <xs:element name="otherType" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Arm/type

diagram r—— — —
|'.|'|5:EL||:I|'a|:'.Ter|'n _|

type | tns:EudractTerm

minOcc 0
maxOcc 1
content  complex

properties

children | value

documentation

annotation ;
See list 'Arm type'.

source | <xs:element name="type" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Arm type'.</xs:documentation>
</xs:annotation>
</xs:element>

element Arm/armProducts

diagram Frmmmmmme------ - R
+ armProducts E—@E}-. armProduct

minOcc 0
maxOcc 1
content complex

properties

children | armProduct

source | <xs:element name="armProducts" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="armProduct" type="tns:ArmProduct" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>




element Arm/armProducts/armProduct

diagram ree———_—— — — — —
| tns:ArmProduct
T |
 armProduct
_____________________ B
0..@=
L
type | tns:ArmProduct
" " minOcc 0
roperties
prop maxOcc  unbounded
content  complex
children | name code otherNames doseAndAdministrationDetails pharmaceuticalForms routesOfAdministration
source

<xs:element name="armProduct” type="tns:ArmProduct” minOccurs="0"
maxOccurs="unbounded"/>

element Arm/startedMilestoneAchievement

diagram —
| tns:StartedMilestoneAchievement |
| [Ratrivetes |
| | startedMilestoneld | |
startedMilestoneAchievement E|J|— I
type | tns:StartedMilestoneAchievement
properties content  complex
children | comment subjects
attributes Name Type Use Default Fixed Annotation

startedMilestoneld xs:IDREF required documentation




This IDREF
attribute refers
to the id of the

startedMilestone
in the same
period.

source

<xs:element name="startedMilestoneAchievement" type="tns:StartedMilestoneAchievement"/>

element Arm/completedMilestoneAchievement

diagram r————— — — — —
| tns:CompletedMilestoneAchievement |
| Bl sttributes |
| | completedMilestoneld | I
completedMilestoneAchievem... E]—'— |
| —E:E]--izcomment : I
I (e {subiects | |
-
type | tns:CompletedMilestoneAchievement
properties content  complex
children | comment subjects
attributes Name Type Use Default Fixed Annotation
completedMilestoneld  xs:IDREF required documentation
This IDREF
attribute refers to
the id of the
completedMilestone
in this period.
source | <xs:element name="completedMilestoneAchievement"
type="tns:CompletedMilestoneAchievement"/>
element Arm/otherMilestoneAchievements
diagram | 4=------- bttty mmmmmmmm--- 1 [alaieialaid iy htaiaiaiataitat
i otherMilestoneAchievements B—E:E]--: otherMilestoneAchievement
b e e - e m - ——————— ettt Tt tattaln ettt |
0=
properties minOcc O
maxOcc 1
content complex




children

otherMilestoneAchievement

source

<xs:element name="otherMilestoneAchievements" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="otherMilestoneAchievement" type="tns:OtherMilestoneAchievement"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element Arm/otherMilestoneAchievements/otherMilestoneAchievement

diagram |-————————|
| tns:0therMilestoneAchievement |
| ] attributes |
| | otherMilestoneld | |
| otherMilestoneAchievement [£]-— |
...................................................... s
0. | S, ¥ |
_E:E}-: comment | |
Lem )|
- - __ 1
type | tns:OtherMilestoneAchievement
" " minOcc 0
roperties
prop maxOcc  unbounded
content  complex
children | comment subjects
attributes Name Type Use Default Fixed Annotation
otherMilestoneld xs:IDREF required documentation
This IDREF
attribute refers
to the id of an
otherMilestone
in the same
period.
source

<xs:element name="otherMilestoneAchievement" type="tns:OtherMilestoneAchievement"
minOccurs="0" maxOccurs="unbounded"/>




element Arm/notCompletedReasonDetails

diagram [TTTmTmmmmsmmsem-oo-o----- i T e M bl o=
' notCompletedReasonDetails E—E)E} reasonDetail
0.
ropert minOcc 0
properties maxOcc 1
content  complex
children | reasonDetail
source | <xs:element name="notCompletedReasonDetails" minOccurs="0">

<xs:complexType>
<xs:sequence>
<xs:element name="reasonDetail" type="tns:NotCompletedReasonDetail" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element Arm/notCompletedReasonDetails/reasonDetail

diagram — - - - -
| tns:HotCompletedReasonDetail |
| & attributes |
type | tns:NotCompletedReasonDetail
) i minOcc O
properties maxOcc  unbounded
content  complex
children | subjects comment extralnfo
attributes Name Type Use Default Fixed Annotation
reasonNotCompletedld xs:IDREF documentation
This
IDREF attribute refers
totheid of a
reasonNotCompleted.
source | <xs:element name="reasonDetail" type="tns:NotCompletedReasonDetail" minOccurs="0"
maxOccurs="unbounded"/>




element Arm/joinedReasonDetails

diagram ettt jmmmm s --
. joinedReasonDetails E]—EJE} reasonDetail

____________ gyt |
=

0.=

minOcc 0
maxOcc 1
content  complex

properties

children | reasonDetail

source | <xs:element name="joinedReasonDetails" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="reasonDetail" type="tns:JoinedReasonDetail" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element Arm/joinedReasonDetails/reasonDetail

diagram e e
tnsloinedReasonDetail

|

| [ strivutes

L]
|

|

|

== s s s s s s s mm - 1
I [
[

reasonJoinedld

type | tns:JoinedReasonDetail

minOcc 0
maxOcc  unbounded
content complex

properties

children | subjects comment extralnfo

ttribut
anrbues reasonJoinedld xs:IDREF

Name Type Use Default Fixed Annotation

documentation

This IDREF
attribute refers
totheid of a

reasonJoined.




source | <xs:element name="reasonDetail" type="tns:JoinedReasonDetail" minOccurs="0"
maxOccurs="unbounded"/>

complexType ArmProduct

diagram

namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result

children | name code otherNames doseAndAdministrationDetails pharmaceuticalForms routesOfAdministration

element  Arm/armProducts/armProduct

used by

source | <xs:complexType name="ArmProduct">
<xs:sequence>
<xs:element name="name">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="160"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="code" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="otherNames" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="160"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="doseAndAdministrationDetails" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
<xs:maxLength value="1000"/>
</xs:restriction>




</xs:simpleType>
</xs:element>
<xs:element name="pharmaceuticalForms" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="pharmaceuticalForm" type="tns:ControlledTerm" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="routesOfAdministration" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="routeOfAdministration" type="tns:ControlledTerm" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>

element ArmProduct/name

diagram =
type | restriction of xs:string
properties content  simple
facets Kl_nd Value Annotation
minLength 2
maxLength 160
source | <xs:element name="name">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="160"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element ArmProduct/code

diagram =t
T code
type | restriction of xs:string
properties minOcc 0
maxOcc 1
content  simple
Kind Value Annotation
facets
maxLength 50
source | <xs:element name="code" minOccurs="0">




<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element ArmProduct/otherNames

diagram e 1
“otherNames |

type | restriction of xs:string

" . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 160

source | <xs:element name="otherNames" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="160"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element ArmProduct/doseAndAdministrationDetails

diagram | jzr-=---mmmsm-msmss--------------

type | restriction of xs:string

" . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

minLength 1
maxLength 1000

source | <xs:element name="doseAndAdministrationDetails" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
<xs:maxLength value="1000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element ArmProduct/pharmaceuticalForms

diagram Temmmmmmmmme- Iaialeiaiiateiatl bl rmmmmmm-m--- aiieiainbaiaatat
1 pharmaceuticalForms E—@E} rmaceuticalForm




minOcc 0
maxOcc 1
content complex

properties

children | pharmaceuticalForm

source | <xs:element name="pharmaceuticalForms" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="pharmaceuticalForm" type="tns:ControlledTerm" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element ArmProduct/pharmaceuticalForms/pharmaceuticalForm

diagram —_—— — — — —

. pharmaceuticalForm [}

'
L ey S iy S Sy Sy S S Sty S
£

type | tns:ControlledTerm

minOcc 0
maxOcc  unbounded
content  complex

properties

children | eutctld version

source | <xs:element name="pharmaceuticalForm" type="tns:ControlledTerm" minOccurs="0"
maxOccurs="unbounded"/>

element ArmProduct/routesOfAdministration

diagram | r=====--s-----o--o--oooooeo e et
. routesOfAdministration E]—@E} routeCfAdministration
S e e R Rl Rt t TRt Rt el LA

minOcc 0
maxOcc 1
content complex

properties

children | routeOfAdministration

source | <xs:element name="routesOfAdministration” minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="routeOf Administration" type="tns:ControlledTerm" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>




element ArmProduct/routesOfAdministration/routeOfAdministration

diagram

type | tns:ControlledTerm

minOcc 0
maxOcc  unbounded
content  complex

properties

children | eutctld version

source | <xs:element name="routeOfAdministration" type="tns:ControlledTerm" minOccurs="0"
maxOccurs="unbounded"/>

complexType BaselineCharacteristics

diagram

[Elaselin eCharacteristics [TI]—(—--—

ageContinuousCharacteristic

genderCategoricalCharacteristic

ageCategoricalCharacteristic

L -+ baselineReportingGroups

namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result

children | reportingModel studyCategoricalCharacteristics studyContinuousCharacteristics ageContinuousCharacteristic
genderCategoricalCharacteristic ageCategoricalCharacteristic baselineReportingGroups

element ResultSet/baselineCharacteristics

used by

source | <xs:complexType name="BaselineCharacteristics">
<xs:sequence>
<xs:element name="reportingModel" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Baseline reporting model'.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="studyCategoricalCharacteristics" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="studyCategoricalCharacteristic"
type="tns:StudyCategoricalCharacteristic" minOccurs="0" maxOccurs="unbounded"/>




</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="studyContinuousCharacteristics" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="studyContinuousCharacteristic"
type="tns:StudyContinuousCharacteristic" minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="ageContinuousCharacteristic" type="tns:AgeContinuousCharacteristic"/>
<xs:element name="genderCategoricalCharacteristic"
type="tns:GenderCategoricalCharacteristic"/>
<xs:element name="ageCategoricalCharacteristic" type="tns:AgeCategoricalCharacteristic"/>
<xs:element name="baselineReportingGroups" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="baselineReportingGroup" type="tns:BaselineReportingGroup"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>

element BaselineCharacteristics/reportingModel

diagram —r— — — —
| tns:EudractTerm
' reportingModel E|—|—(—H-—:E|—|§1.ralue | I
See list "Baseling reporting L
type | tns:EudractTerm
) ) minOcc O
roperties
prop maxOcc 1
content complex
children | value
annotation docume'ntatlor_] . ,
See list 'Baseline reporting model'.
source

<xs:element name="reportingModel" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list '‘Baseline reporting model'.</xs:documentation>
</xs:annotation>
</xs:element>

element BaselineCharacteristics/studyCategoricalCharacteristics

diagram




minOcc 0

roperties
prop maxOcc 1
content  complex
children | studyCategoricalCharacteristic
source

<xs:element name="studyCategoricalCharacteristics" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="studyCategoricalCharacteristic" type="tns:StudyCategoricalCharacteristic"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element BaselineCharacteristics/studyCategoricalCharacteristics/studyCategoricalCharacteristic

diagram
type | tns:StudyCateqgoricalCharacteristic

" " minOcc 0

roperties
prop maxOcc  unbounded

content complex
children | readyForValues title description unit reportingGroups subjectAnalysisSets totalBaselineGroup categories
source

<xs:element name="studyCategoricalCharacteristic" type="tns:StudyCategoricalCharacteristic"
minOccurs="0" maxOccurs="unbounded"/>

element BaselineCharacteristics/studyContinuousCharacteristics

diagram

i studyContinuousCharacteristics E]—@E} studyContinuousCharacteristic
OISR et Rt Rt E R Rt Ry R Rt R Rt Rt LA

properties

minOcc 0




maxOcc 1
content  complex

children

studyContinuousCharacteristic

source

<xs:element name="studyContinuousCharacteristics" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="studyContinuousCharacteristic" type="tns:StudyContinuousCharacteristic"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element BaselineCharacteristics/studyContinuousCharacteristics/studyContinuousCharacteristic

diagram e e e e
| tns:StudyContinuousCharacteristic _|
| —|Eread1_.rFor‘l.|’aIues |
= |
I i--—: reportingGroups |
| - -4 subjectAnalysisSets I
i studyContinuousCharacteristic —'—
[ 1"_r .............................................. o centralTendencyType |
| dispersionType |
= ]
type | tns:StudyContinuousCharacteristic
roperties minGcc 0
prop maxOcc  unbounded
content complex
children | readyForValues title description unit reportingGroups subjectAnalysisSets centralTendencyType dispersionType
source | <xs:element name="studyContinuousCharacteristic" type="tns:StudyContinuousCharacteristic"

minOccurs="0" maxOccurs="unbounded"/>




element BaselineCharacteristics/ageContinuousCharacteristic

diagram ,——_________|
| tns:AgeContinuousCharacteristic

|
|
|
|
|
| |
-4 reportingGroups ] |
|
|
|
|
|
|
|

ageContinuousCharacteristic [TI]—I—

centralTendencyType

dispersionType

| S 150 LAEpErSio

type | tns:AgeContinuousCharacteristic

properties content  complex

children | readyForValues title description unit reportingGroups subjectAnalysisSets centralTendencyType dispersionType

source | <xs:element name="ageContinuousCharacteristic" type="tns:AgeContinuousCharacteristic"/>




element BaselineCharacteristics/genderCategoricalCharacteristic

diagram r———— — — — — —
tns:GenderCategoricalCharacteristic

| |
| |
| |
I —_Edesu:ription I
| |
| |
|

genderCategoricalCharacteristic E]—'— ......................

|
| |
: . categorios I
| |

type | tns:GenderCategoricalCharacteristic

properties content  complex

children | readyForValues title description unit reportingGroups subjectAnalysisSets totalBaselineGroup categories

source | <xs:element name="genderCategoricalCharacteristic"
type="tns:GenderCategoricalCharacteristic"/>




element BaselineCharacteristics/ageCategoricalCharacteristic

diagram r——— — — — — — — /]

tns:AgeCategoricalCharacteristic

| |
| |
| |
I —_Edest:ription I
| |
| |
|

ageCategoricalCharacteristic E]—'— ......................

type | tns:AgeCategoricalCharacteristic

properties content  complex

children | readyForValues title description unit reportingGroups subjectAnalysisSets totalBaselineGroup categories

source | <xs:element name="ageCategoricalCharacteristic" type="tns:AgeCategoricalCharacteristic"/>

element BaselineCharacteristics/baselineReportingGroups

diagram [ttt el
 baselineReportingGroups E]—E)E}-: baszelineReportingGroup
0.%
properties minOcc 0
maxOcc 1

content complex

children | baselineReportingGroup

source | <xs:element name="baselineReportingGroups" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="baselineReportingGroup" type="tns:BaselineReportingGroup"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>




element BaselineCharacteristics/baselineReportingGroups/baselineReportingGroup

diagram SRS IS S IS IEES IS A AESS
| tns:BaselineRe portingGroup |
I &l stfributes |
| ! postﬂssignmentPeriodldi I
| This IDREF |
| varmid |
' baselineReportingGroup —l— |
0.= | |
| .---EEsubjects : |
T |
| L= description ! |
L ]
type | tns:BaselineReportingGroup
" " minOcc 0
roperties
prop maxOcc  unbounded
content complex
children | subjects description
attributes Name Type Use Default Fixed Annotation
postAssignmentPeriodld  xs:IDREF documentation
This
IDREF attribute refers
totheid of a
postAssignmentPeriod.
armid xs:IDREF documentation
This
IDREF attribute refers
to the id of an arm.
id xs:1D required
source

<xs:element name="baselineReportingGroup" type="tns:BaselineReportingGroup" minOccurs="0"
maxOccurs="unbounded"/>




complexType BaselineReportingGroup

diagram — -
| tns:ReportingGroup (e :’_|
EﬂaselineﬂeponingGmup I:TI:H__@ |
e
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:ReportingGroup
properties base tns:ReportingGroup
children | subjects description
used by element BaselineCharacteristics/baselineReportingGroups/baselineReportingGroup
attributes Name Type Use Default Fixed Annotation
postAssignmentPeriodld  xs:IDREF documentation
This
IDREF attribute refers
tothe id of a
postAssignmentPeriod.
armid xs:IDREF documentation
This
IDREF attribute refers
to the id of an arm.
id xs:1D required
source | <xs:complexType name="BaselineReportingGroup">

<xs:complexContent>
<xs:extension base="tns:ReportingGroup">
<xs:sequence>
<xs:element name="subjects" minOccurs="0">




<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="0"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
<xs:attribute name="postAssignmentPeriodld" type="xs:IDREF">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of a
postAssignmentPeriod.
</xs:documentation>
</xs:annotation>
</xs:attribute>
<xs:attribute name="armld" type="xs:IDREF">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of an arm.
</xs:documentation>
</xs:annotation>
</xs:attribute>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:extension>
</xs:complexContent>
</xs:complexType>

attribute BaselineReportingGroup/@postAssignmentPeriodld

type | xs:IDREF

annotation documentation

This IDREF attribute refers to the id of a
postAssignmentPeriod.

source | <xs:attribute name="postAssignmentPeriodld" type="xs:IDREF">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of a
postAssignmentPeriod.
</xs:documentation>
</xs:annotation>
</xs:attribute>




attribute BaselineReportingGroup/@armIid

type | xs:IDREF
annotation documentation
This IDREF attribute refers to the id of an arm.
source

<xs:attribute name="armld" type="xs:IDREF">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of an arm.
</xs:documentation>
</xs:annotation>
</xs:attribute>

attribute BaselineReportingGroup/@id

type

xs:1D

properties

use required

source

<xs:attribute name="id" type="xs:ID" use="required"/>

element BaselineReportingGroup/subjects

diagram i
' subjects |
type | restriction of xs:int
. . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind _ Value  Annotation
mininclusive 0
source

<xs:element name="subjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:minInclusive value="0"/>
</xs:restriction>
</xs:simpleType>
</xs:.element>

element BaselineReportingGroup/description

diagram IZm s mmmmmmmmy
i description !
L N
type | restriction of xs:string
" " minOcc 0
roperties
prop maxOcc 1
content  simple
Kind Value Annotation
facets
maxLength 999
source

<xs:element name="description" minOccurs="0">




<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

complexType BaseValue

diagram -
] stiributes
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
properties abstract  true
used by complexTypes  CountableValue MeasurableValue
attributes Name Type Use Default Fixed Annotation
categoryld xs:IDREF documentation
This IDREF
attribute refers
totheid of a
category in the
same
characteristic
or endpoint.
source

<xs:complexType name="BaseValue" abstract="true">
<xs:sequence/>
<xs:attribute name="categoryld" type="xs:IDREF">
<xs:annotation>
<xs:documentation xml:lang="en">

This IDREF attribute refers to the id of a category in the

same characteristic or endpoint.
</xs:documentation>
</xs:annotation>
</xs:attribute>
</xs:complexType>

attribute BaseValue/@categoryld

type

xs:IDREF

annotation

documentation




This IDREF attribute refers to the id of a category in the
same characteristic or endpoint.

source

<xs:attribute name="categoryld" type="xs:IDREF">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of a category in the
same characteristic or endpoint.
</xs:documentation>
</xs:annotation>
</xs:attribute>

complexType CategoricalCharacteristic

diagram SIS B IS IS IS B I e S|
| tns:Characteristic (extension |
| —|Eread1,rFor‘l.l’alues |
|
[Categoricaltharac‘teristic [T']—I——Ejﬂ— |
| — umit_| |
| L-+ reportingGroups |
| Jovomsssmll
| -1 subjectAnalysis Sets |
- - - _ 1
r-+4 totalBaselineGroup
B G = |
‘-4 categories
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:Characteristic
properties base tns:Characteristic
abstract  true
children | readyForValues title description unit reportingGroups subjectAnalysisSets totalBaselineGroup categories
used by complexTypes AgeCateqgoricalCharacteristic GenderCategoricalCharacteristic StudyCategoricalCharacteristic
source

<xs:complexType name="CategoricalCharacteristic" abstract="true">
<xs:complexContent>
<xs:extension base="tns:Characteristic">
<xs:sequence>
<xs:element name="totalBaselineGroup" type="tns:TotalBaselineGroup" minOccurs="0"/>
<xs:element name="categories" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="category" type="tns:Category" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>




</xs:element>
</xs:sequence>
</xs:extension>
</xs:complexContent>
</xs:complexType>

element CategoricalCharacteristic/totalBaselineGroup

diagram

type | tns:TotalBaselineGroup

minOcc 0
maxOcc 1
content  complex

properties

children | subjects title countableValues

attributes . .
id xs:1D required

source | <xs:element name="totalBaselineGroup" type="tns: TotalBaselineGroup" minOccurs="0"/>

element CategoricalCharacteristic/categories

diagram pmmmmmme- - et
. categories E]—EH—)E}-: category

0.=

minOcc 0
maxOcc 1
content complex

properties

children | category

source | <xs:element name="categories" minOccurs="0">
<xs:complexType>
<xs:sequence>

</xs:sequence>
</xs:complexType>
</xs:element>

Name Type Use Default Fixed Annotation

<xs:element name="category" type="tns:Category" minOccurs="0" maxOccurs="unbounded"/>




element CategoricalCharacteristic/categories/category

diagram r— — — — —
| tns:Category _i
| &l stfributes |
i category |
0.m | —— _name | |
L -
type | tns:Category
) ) minOcc O
t
properties maxOcc  unbounded
content complex
children | name
attributes _Name Type Use _ Default Fixed Annotation
id xs:1D required
source | <xs:element name="category" type="tns:Category" minOccurs="0" maxOccurs="unbounded"/>

complexType Category

diagram -
[E] stiributes

=g

Category []

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

children | name

elements  CategoricalCharacteristic/categories/category EndPoint/categories/category

used by

Name Type Use Default

attributes . .
id xs:1D required

Fixed Annotation

source | <xs:complexType name="Category">
<xs:sequence>
<xs:element name="name">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:complexType>




attribute Category/@id

type | xs:1D

properties use required

source | <xs:attribute name="id" type="xs:ID" use="required"/>

element Category/name

diagram =
name

type | restriction of xs:string

properties content  simple

Kind Value Annotation

facet
aces minLength 2

maxLength 50

source | <xs:element name="name">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

complexType Characteristic

diagram

EC haracteristic [TI]—(—-H—E—

namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result

properties abstract  true

children | readyForValues title description unit reportingGroups subjectAnalysisSets

complexTypes  CateqoricalCharacteristic ContinuousCharacteristic

used by

source | <xs:complexType name="Characteristic" abstract="true">
<xs:sequence>
<xs:element name="readyForValues" type="xs:boolean" nillable="true"/>
<xs:element name="title">
<xs:simpleType>




<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="description" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="600"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="unit" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="40"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="reportingGroups" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="reportingGroup" type="tns:CharacteristicBaselineReportingGroup"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="subjectAnalysisSets" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="subjectAnalysisSet" type="tns:CharacteristicSubjectAnalysisSet"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>

element Characteristic/readyForValues

diagram =
readyForValues

type | xs:boolean

content  simple

roperties :
prop nillable  true

source | <xs:element name="readyForValues" type="xs:boolean" nillable="true"/>




element Characteristic/title

type | restriction of xs:string
properties content  simple
facets Kl_nd Value  Annotation
minLength 2
maxLength 100
source | <xs:element name="title">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Characteristic/description

diagram = —
type | restriction of xs:string
properties content  simple
nillable  true
facets Kind Value Annotation
maxLength 600
source

<xs:element name="description" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="600"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Characteristic/unit

type | restriction of xs:string
roper content  simple
roperties
Prop nillable  true
facets Kl_nd Value  Annotation
minLength 2
maxLength 40
source | <xs:element name="unit" nillable="true">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>




<xs:maxLength value="40"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Characteristic/reportingGroups

diagram \mmmmmm - Smmo-m----- A R ettt
' reportingGroups B—E:E}-: reportingGroup

F

minOcc 0
maxOcc 1
content complex

properties

children | reportingGroup

source | <xs:element name="reportingGroups" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="reportingGroup" type="tns:CharacteristicBaselineReportingGroup"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element Characteristic/reportingGroups/reportingGroup

diagram r——— — — — — — —
tns:CharacteristicBaselineReportingGroup

Bl sttributes

. -r:a-p- ort;ngG-rou;; EI r-+ cou ntableValues

Sty el ety Sy ety i Taiah
F

0. |
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-,
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=]
[=1
1]
3
s
g
=
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__________________ o

-+ dispersionValue
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1
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type | tns:CharacteristicBaselineReportingGroup

minOcc 0
maxOcc  unbounded
content complex

properties

children | countableValues tendencyValue dispersionValue




Name Type Use Default Fixed Annotation

ttribut
aiributes baselineReportingGroupld  xs:IDREF documentation
This
IDREF attribute refers to
the id of a
baselineReportingGroup.
source | <xs:element name="reportingGroup" type="tns:CharacteristicBaselineReportingGroup"

minOccurs="0" maxOccurs="unbounded"/>

element Characteristic/subjectAnalysisSets

diagram pmmmmmmme---oo- it 1----- -m- - ------g
. subjectAnalysisSets E]—E-—:El- subjectAnalysisSet
| e Y LR
0.=
" " minOcc 0
roperties
prop maxOcc 1
content complex
children | subjectAnalysisSet
source

<xs:element name="subjectAnalysisSets" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="subjectAnalysisSet" type="tns:CharacteristicSubjectAnalysisSet"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element Characteristic/subjectAnalysisSets/subjectAnalysisSet

diagram

r—————— — —
tns:CharacteristicSubjectAnalysis Set

E] sttributes

| subjectAnalysis Setld |

i subjectAnalysisSet r-+ countableValues |

! 1
[ iR e R, L |

s

-i---: tendencyValue
L

|

. |
-~ dispersionValue |
|

0 ¢




type | tns:CharacteristicSubjectAnalysisSet
" i minOcc 0
properties maxOcc  unbounded
content  complex
children | countableValues tendencyValue dispersionValue
attributes Name Type Use Default Fixed Annotation
subjectAnalysisSetld xs:IDREF required documentation
This IDREF
attribute refers to
theid of a
subjectAnalysisSet.
source | <xs:element name="subjectAnalysisSet" type="tns:CharacteristicSubjectAnalysisSet"
minOccurs="0" maxOccurs="unbounded"/>

complexType CharacteristicBaselineReportingGroup

diagram ———————————|
| tns:CharacteristicReportingGroup (extension
| r-+ countableValues |
I e e e e e - -
| ' |
P Tl l
[Charau::teristin::BaseIineReportin... [T']|——Ej3-:---: tendency\Value |
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:CharacteristicReportingGroup
properties base tns:CharacteristicReportingGroup
children | countableValues tendencyValue dispersionValue
used by element Characteristic/reportingGroups/reportingGroup
attributes Name Type Use Default Fixed Annotation
baselineReportingGroupld  xs:IDREF documentation
This
IDREF attribute refers to
theid of a

baselineReportingGroup.




source | <xs:complexType name="CharacteristicBaselineReportingGroup">
<xs:complexContent>
<xs:extension base="tns:CharacteristicReportingGroup">
<xs:sequence/>
<xs:attribute name="baselineReportingGroupld" type="xs:IDREF">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of a
baselineReportingGroup.
</xs:documentation>
</xs:annotation>
</xs:attribute>
</xs:extension>
</xs:complexContent>
</xs:complexType>

attribute CharacteristicBaselineReportingGroup/@baselineReportingGroupld

type | xs:IDREF

annotation documentation

This IDREF attribute refers to the id of a
baselineReportingGroup.

source | <xs:attribute name="baselineReportingGroupld" type="xs:IDREF">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of a

baselineReportingGroup.
</xs:documentation>
</xs:annotation>
</xs:attribute>

complexType CharacteristicReportingGroup

diagram ;
r-- countableValues

'
................ -

[Charau::teristin:FteportingGroup I:TI:H:_"'_ETJ tendencyValue

'
__________________ -

-4 dispersionValue

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

properties abstract  true

children | countableValues tendencyValue dispersionValue

complexTypes CharacteristicBaselineReportingGroup CharacteristicSubjectAnalysisSet

used by

source | <xs:complexType name="CharacteristicReportingGroup" abstract="true">

<xs:.sequence>
<xs:element name="countableValues" minOccurs="0">

<xs:complexType>




<xs:sequence>
<xs:element name="countableValue" type="tns:CountableValue" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

</xs:sequence>
</xs:complexType>

element CharacteristicReportingGroup/countableValues

diagram Fmmmm e S
' countableValues E—@E}-: countableValue

______________ Pyl |
=

0.=

minOcc 0
maxOcc 1
content  complex

properties

children | countableValue

source | <xs:element name="countableValues" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="countableValue" type="tns:CountableValue" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element CharacteristicReportingGroup/countableValues/countableValue

diagram r— — — — — —
tns:CountableValue

type | tns:CountableValue

minOcc 0
maxOcc  unbounded
content complex

properties

<xs:element name="tendencyValue" type="tns:TendencyMeasurableValue" minOccurs="0"/>
<xs:element name="dispersionValue" type="tns:DispersionMeasurableValue" minOccurs="0"/>




children | value
attributes Name Type Use Fixed Annotation .
categoryld xs:IDREF documentation
This IDREF
attribute refers
totheid of a
category in the
same
characteristic
or endpoint.
source | <xs:element name="countableValue" type="tns:CountableValue" minOccurs="0"
maxOccurs="unbounded"/>
element CharacteristicReportingGroup/tendencyValue
diagram
type | tns:TendencyMeasurableValue
) ti minOcc 0
properties maxOce 1
content  complex
children | value
attributes Name Type Use Fixed Annotation .
categoryld xs:IDREF documentation

This IDREF
attribute refers
totheid of a
category in the

same
characteristic
or endpoint.




source

<xs:element name="tendencyValue" type="tns: TendencyMeasurableValue" minOccurs="0"/>

element CharacteristicReportingGroup/dispersionValue

diagram — - - - =
| tns:DispersionMeasurableValue |
| B sttributes |
+ dispersionValue E|—|—_@ |
| —(—--— =value | |
| —(—m—jﬂ—lghighﬁangevalue | |
L T |
type | tns:DispersionMeasurableValue
properties minGcc 0
maxOcc 1
content complex
children | value highRangeValue
attributes Name Type Use Default Fixed Annotation
categoryld xs:IDREF documentation
This IDREF
attribute refers
tothe id of a
category in the
same
characteristic
or endpoint.
source

<xs:element name="dispersionValue" type="tns:DispersionMeasurableValue" minOccurs="0"/>




complexType CharacteristicSubjectAnalysisSet

diagram
| tns:CharacteristicReportingGroup (e :’~:’_|
| r-+ countableValues I
[Charau::teristicSubjectAnalysisSet ET:IT_EETJ tendencyValue |
| :---E dispersionValue |
N
Bl sttribute=
| subjectAnalysis Setid |
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:CharacteristicReportingGroup
properties base tns:CharacteristicReportingGroup
children | countableValues tendencyValue dispersionValue
used by element Characteristic/subjectAnalysisSets/subjectAnalysisSet
attributes Name Type Use Default Fixed Annotation
subjectAnalysisSetld xs:IDREF required documentation
This IDREF
attribute refers to
theid of a
subjectAnalysisSet.
source | <xs:complexType name="CharacteristicSubjectAnalysisSet">

<xs:complexContent>
<xs:extension base="tns:CharacteristicReportingGroup">
<xs:sequence/>
<xs:attribute name="subjectAnalysisSetld" type="xs:IDREF" use="required">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of a
subjectAnalysisSet.
</xs:documentation>
</xs:annotation>
</xs:attribute>
</xs:extension>
</xs:complexContent>
</xs:complexType>




attribute CharacteristicSubjectAnalysisSet/@subjectAnalysisSetld

type | xs:IDREF

properties use required

annotation documentation

This IDREF attribute refers to the id of a
subjectAnalysisSet.

source | <xs:attribute name="subjectAnalysisSetld" type="xs:IDREF" use="required">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of a
subjectAnalysisSet.
</xs:documentation>
</xs:annotation>
</xs:attribute>

complexType CompletedMilestone

diagram — ]

[Completed!."lilestone [Tl]:——@ |

B sttribute=
N
(=

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

type | extension of tns:Milestone

base tns:Milestone

properties
used by element Period/completedMilestone
attributes | Name Type Use Default Fixed Annotation
id xs:1D required

source | <xs:complexType name="CompletedMilestone">
<xs:complexContent>
<xs:extension base="tns:Milestone">
<xs:sequence/>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:extension>
</xs:complexContent>
</xs:complexType>




attribute CompletedMilestone/@id

type | xs:1D
properties use required
source

<xs:attribute name="id" type="xs:ID" use="required"/>

complexType CompletedMilestoneAchievement

diagram |-—————————|
tns:MilestoneAchievement (extenzion |
| S :
[CompletedMilestoneAchievem... EIT_E:B -~ comment | |
B sttribute=
IS
—E-—:E}-: subjects !
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:MilestoneAchievement
properties base tns:MilestoneAchievement
children | comment subjects
used by elements PreAssignmentPeriod/completedMilestoneAchievement Arm/completedMilestoneAchievement
attributes Name Type Use Default Fixed Annotation
completedMilestoneld  xs:IDREF required documentation
This IDREF
attribute refers to
the id of the
completedMilestone
in this period.
source

<xs:complexType name="CompletedMilestoneAchievement">
<xs:complexContent>
<xs:extension base="tns:MilestoneAchievement">
<xs:sequence>
<xs:element name="subjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>




</xs:element>
</xs:sequence>
<xs:attribute name="completedMilestoneld" type="xs:IDREF" use="required">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of the
completedMilestone in this period.
</xs:documentation>
</xs:annotation>
</xs:attribute>
</xs:extension>
</xs:complexContent>
</xs:complexType>

attribute CompletedMilestoneAchievement/@completedMilestoneld

type | xs:IDREF

properties use required

annotation documentation

This IDREF attribute refers to the id of the
completedMilestone in this period.

source | <xs:attribute name="completedMilestoneld" type="xs:IDREF" use="required">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of the
completedMilestone in this period.
</xs:documentation>
</xs:annotation>
</xs:attribute>

element CompletedMilestoneAchievement/subjects

diagram =--"-t-s

type | restriction of xs:long

. . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

mininclusive 0
maxInclusive 99999999

source | <xs:element name="subjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




complexType Confidencelnterval

diagram =TT ST
r-- lowerLimit !
I e e e - - - ———
: I============3
- -4~ percentage !
|
I
Confidencelnterval I:TI]—(—H-'—:B-L .
( - sides [
1 S
! WENE ONTDEnie B3
:
| mm e mmm -
*- <+~ upperLimit :
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
children | lowerLimit percentage sides upperLimit
used by element ParameterEstimate/confidencelnterval
source

<xs:complexType name="Confidencelnterval">
<xs:sequence>
<xs:element name="lowerLimit" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:totalDigits value="8"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="percentage" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:minlinclusive value="0.00"/>
<xs:maxInclusive value="100.00"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="sides" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list '‘Confidence interval side'.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="upperLimit" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:totalDigits value="8"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:complexType>




element Confidencelnterval/lowerLimit

diagram P R R R
' lowerLimit |
type | restriction of xs:decimal
properties minOcc 0
maxOcc 1
content  simple
facets Kind Value  Annotation
totalDigits 8
source | <xs:element name="lowerLimit" minOccurs="0">

<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:totalDigits value="8"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Confidencelnterval/percentage

diagram

:Epercentage '

type | restriction of xs:decimal

properties minGcc 0

maxOcc 1
content  simple
Kind Value Annotation

facets . .
mininclusive  0.00
maxInclusive  100.00

source | <xs:element name="percentage" minOccurs="0">

<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:mininclusive value="0.00"/>
<xs:maxInclusive value="100.00"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Confidencelnterval/sides

diagram —r— — — —
|'.|'|5:EL||:I|'a|:'.Ter|'n _|
op e ]
. value |
niterva - - _ _
type | tns:EudractTerm
" " minOcc 0
roperties
prop maxOcc 1
content complex
children | value




annotation

documentation
See list 'Confidence interval side'.

source

<xs:element name="sides" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Confidence interval side'.</xs:documentation>
</xs:annotation>
</xs:element>

element Confidencelnterval/upperLimit

diagram

"~ upperLimit :
type | restriction of xs:decimal
. . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation
totalDigits 8
source

<xs:element name="upperLimit" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:totalDigits value="8"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

complexType ContactPoint

diagram =" ainiataalielielaliel
r-- emailAddress !
(Contactpoint E}H —~
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
children | emailAddress functionalContactName organisationName telephoneNumber
used by complexTypes  PublicContactPoint ScientificContactPoint
source

<xs:complexType name="ContactPoint">
<xs:sequence>
<xs:element name="emailAddress" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="5"/>
<xs:maxLength value="100"/>
<xs:pattern value="[a-zA-Z0-9_%|~=$#!/"\\-\\\t\2\"\{\}&amp;]+(\.?[a-zA-Z0-9_%|~=$#!/"\-
\NH?2WW{\}&amp;])*@ ([a-zA-Z0-9]([a-zA-Z0-9\-]*[a-zA-Z0-9])\.)+([a-zA-Z0-9]([a-zA-Z0-9\-]*[a-zA-
Z0-9))?)"/>
</xs:restriction>




</xs:simpleType>
</xs:element>
<xs:element name="functionalContactName" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="organisationName" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="telephoneNumber" type="tns:telephoneNumber" minOccurs="0"/>
</xs:sequence>
</xs:complexType>

element ContactPoint/emailAddress

diagram =" m--------g
' emailAddress |
type | restriction of xs:string
properties minGcc 0
maxOcc 1
content  simple
facets Kl_nd Value Annotation
minLength 5
maxLength 100
pattern [a-zA-Z0-9_%|~=$#!/"\\-\\'\\\2\W\{\}&amp;]+(\.?[a-zA-Z0-9_%|~=$#!/"\-
M\ H\ 2\ {\}&amp;])*@ ([a-zA-Z0-9]([a-zA-Z0-9\-]*[a-zA-Z0-9])?\.)+([a-zA-Z0-9]([a-zA-Z0-9\-]*[a-
zA-Z0-9))?)
source | <xs:element name="emailAddress" minOccurs="0">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="5"/>
<xs:maxLength value="100"/>
<xs:pattern value="[a-zA-Z0-9_%|~=$#/"\\\\N\\2\"\{\}&amp;]+(\.?[a-zA-Z0-9_%|~=$#!/"\-
\MH2AMN\}&amp;])*@ ([a-zA-Z0-9]([a-zA-Z0-9\-]*[a-zA-Z0-9])?\.)+([a-zA-Z0-9]([a-zA-Z0-9\-]*[a-zA-Z0-
9)?)"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element ContactPoint/functionalContactName

diagram

type

restriction of xs:string




minOcc 0

roperties
prop maxOcc 1
content  simple
Kind Value Annotation
facets
maxLength 100

source | <xs:element name="functionalContactName" minOccurs="0">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element ContactPoint/organisationName

diagram = ---- -
. organisationdame !
type | restriction of xs:string
) ) minOcc O
roperties
prop maxOcc 1
content  simple
facets Kind Value  Annotation
maxLength 100
source | <xs:element name="organisationName" minOccurs="0">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element ContactPoint/telephoneNumber

diagram
type | tns:telephoneNumber
) i minOcc O
properties maxOce 1
content complex
children | countryCode number
source | <xs:element name="telephoneNumber" type="tns:telephoneNumber" minOccurs="0"/>




complexType ContinuousCharacteristic

diagram r———— — — — — — — —
tns:Characteristic (extension

|

|

|

- |

|
|

|

|

|
|
|
|
[C ontinuousCharacteristic EI—I__E)EI_
|
|
|
|

centralTendencyType

dispersionType

22 5L LEpersio

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

type | extension of tns:Characteristic

base tns:Characteristic

roperties
prop abstract  true

children | readyForValues title description unit reportingGroups subjectAnalysisSets centralTendencyType dispersionType

complexTypes AgeContinuousCharacteristic StudyContinuousCharacteristic

used by

source | <xs:complexType name="ContinuousCharacteristic" abstract="true">
<xs:complexContent>
<xs:extension base="tns:Characteristic">
<xs:sequence>
<xs:element name="centralTendencyType" type="tns:EudractTerm" nillable="true">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Central tendency'.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="dispersionType" type="tns:EudractTerm" nillable="true">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Dispersion’.</xs:documentation>
</xs:annotation>
</xs:element>
</xs:sequence>
</xs:extension>
</xs:complexContent>
</xs:complexType>




element ContinuousCharacteristic/centralTendencyType

diagram r—— — —
|'.|'|5:EL||:I|'a|:'.Ter|'n _|

centralTendencyType E|—|—(—--—:E|—|§1.ralue | I
=ntra| tendenc |_

type | tns:EudractTerm

content  complex

roperties
prop nillable  true

children | value

documentation

annotation ;
See list 'Central tendency'.

source | <xs:element name="centralTendencyType" type="tns:EudractTerm" nillable="true">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Central tendency'.</xs:documentation>
</xs:annotation>
</xs:element>

element ContinuousCharacteristic/dispersionType

diagram r—— — —
| tn=s:EudractTerm

dizspersionType E|—|—(—--—:E|—|§1.ralue | I
Cee list L

- Sl LSp O

type | tns:EudractTerm

content  complex

roperties
prop nillable  true

children | value

documentation

annotation ) : -
See list 'Dispersion'.

source | <xs:element name="dispersionType" type="tns:EudractTerm" nillable="true">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Dispersion’.</xs:documentation>
</xs:annotation>
</xs:element>

complexType ControlledTerm

diagram

[C ontrolledTerm I:TI]_(_'"_ =

= version

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

children | eutctld version

elements  ArmProduct/pharmaceuticalForms/pharmaceuticalForm
ArmProduct/routesOfAdministration/routeOfAdministration

used by

source | <xs:complexType name="ControlledTerm">
<xs:sequence>




<xs:element name="eutctld" type="xs:long"/>
<xs:element name="version" type="xs:short"/>
</xs:sequence>
</xs:complexType>

element ControlledTerm/eutctld

diagram =
~eutctld

type | xs:long

properties content  simple

source | <xs:element name="eutctld" type="xs:long"/>

element ControlledTerm/version

diagram = -
VErsion

type | xs:short

properties content  simple

source | <xs:element name="version" type="xs:short"/>

complexType CountableValue

diagram ————— —— — — — /]
tn=:BaseValue (extenszion

|
|
|| i categoryid
|
|

[Countable‘l.l’alue E]J|— ss- or :::
=
I ]

namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result

type | extension of tns:BaseValue

properties base tns:BaseValue

children | value

elements  TotalBaselineGroup/countableValues/countableValue
CharacteristicReportingGroup/countableValues/countableValue

used by




EndPointReportingGroup/countableValues/countableValue

attributes

Name Type Use Default Fixed
categoryld xs:IDREF

Annotation
documentation

This IDREF
attribute refers
totheid of a
category in the

same
characteristic
or endpoint.

source

<xs:complexType name="CountableValue">
<xs:complexContent>
<xs:extension base="tns:BaseValue">
<xs:.sequence>
<xs:element name="value" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:extension>
</xs:complexContent>
</xs:complexType>

element CountableValue/value

diagram =
type | restriction of xs:int
A arti content  simple
roperties
Prop nillable true
facets Kind Value Annotation
mininclusive 0
maxInclusive 99999999
source | <xs:element name="value" nillable="true">

<xs:simpleType>
<xs:restriction base="xs:int">
<xs:minInclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




complexType Country

diagram =
eutctld
[Countr[.r [Tl]—(—-ﬂ— =
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
children | eutctld version
used by elements  Address/country CountrySubjectCount/country
source

<xs:complexType name="Country">
<xs:sequence>
<xs:element name="eutctld" type="xs:long"/>
<xs:element name="version" type="xs:short"/>
</xs:sequence>
</xs:complexType>

element Country/eutctld

diagram =
eutctld
type | xs:long
properties content  simple
source

<xs:element name="eutctld" type="xs:long"/>

element Country/version

diagram = -
type | xs:short
properties content  simple
source

<xs:element name="version" type="xs:short"/>

complexType CountrySubjectCount

diagram =Tt
r-- subjects |
[Countwﬁubjec:ttount [Tl]—(—-ﬂ— =
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
children | subjects country
used by element  Triallnformation/countrySubjectCounts/countrySubjectCount
source

<xs:complexType name="CountrySubjectCount">
<xs:sequence>
<xs:element name="subjects" minOccurs="0">




<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="1"/>
<xs:maxinclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="country" type="tns:Country"/>
</xs:sequence>
</xs:complexType>

element CountrySubjectCount/subjects

diagram

:Esubjec:ts:

type | restriction of xs:int

properties minGcc 0

maxOcc 1
content  simple

facets Kl_nd _ Value Annotation
mininclusive 1
maxInclusive 99999999

source | <xs:element name="subjects" minOccurs="0">

<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="1"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element CountrySubjectCount/country

diagram
| country E|J|—(—m— =
type | tns:Country
properties content  complex
children | eutctld version
source | <xs:element name="country" type="tns:Country"/>




complexType DispersionMeasurableValue

diagram _——— — — — —
| tns:MeasurableValue (extension
| El sttributes I
[DispersionMeasurable‘l.l’alue E]—l— |
L
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:MeasurableValue
properties base tns:MeasurableValue
children | value highRangeValue
used by elements  CharacteristicReportingGroup/dispersionValue
EndPointReportingGroup/dispersionValues/dispersionValue
attributes Name Type Use Default Fixed Annotation
categoryld xs:IDREF documentation
This IDREF
attribute refers
totheid of a
category in the
same
characteristic
or endpoint.
source

<xs:complexType name="DispersionMeasurableValue">
<xs:complexContent>
<xs:extension base="tns:MeasurableValue">
<xs:sequence>
<xs:element name="highRangeValue" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:fractionDigits value="10"/>
<xs:mininclusive value="-999999999999999.9999999999"/>
<xs:maxlInclusive value="999999999999999.9999999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:extension>
</xs:complexContent>




</xs:complexType>

element DispersionMeasurableValue/highRangeValue

diagram =
rhlghﬁangevalue
type | restriction of xs:decimal
e content  simple
t
properties nillable  true
facets Kind Value Annotation
mininclusive  -999999999999999.9999999999
maxinclusive  999999999999999.9999999999
fractionDigits 10
source

<xs:element name="highRangeValue" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:fractionDigits value="10"/>
<xs:mininclusive value="-999999999999999.9999999999"/>
<xs:maxinclusive value="999999999999999.9999999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




complexType EndPoint

diagram

(EndPoint H{—=~H _

-- categories

--i subjectAnalysis SetReportingG...

]
1
1
1
1
1
1
1
T
1
1
1
1
1
1
r
1
1
1
L
1
1
1
1
1
r-
1
1
L

namespace

http://eudract.ema.europa.eu/schema/clinical_trial_result

children

title description readyForValues countable unit timeFrame type centralTendencyType dispersionType percentage
categories armReportingGroups subjectAnalysisSetReportingGroups statisticalAnalyses

used by

element EndPoints/endPoint

source

<xs:complexType name="EndPoint">
<xs:sequence>
<xs:element name="title">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="255"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="999"/>
</xs:restriction>




</xs:simpleType>
</xs:element>
<xs:element name="readyForValues" type="xs:boolean"/>
<xs:element name="countable" type="xs:boolean" minOccurs="0"/>
<xs:element name="unit" nillable="true" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="40"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="timeFrame" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="255"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="type" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Endpoint type'.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="centralTendencyType" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Central tendency'.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="dispersionType" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Dispersion'.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="percentage" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:mininclusive value="0"/>
<xs:maxlinclusive value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="categories" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="category" type="tns:Category" minOccurs="0"

maxOccurs="unbounded"/>

</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="armReportingGroups" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="armReportingGroup" type="tns:EndPointArmReportingGroup"

minOccurs="0" maxOccurs="unbounded"/>

</xs:sequence>




</xs:complexType>
</xs:element>
<xs:element name="subjectAnalysisSetReportingGroups" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="subjectAnalysisSetReportingGroup"
type="tns:EndPointSubjectAnalysisSetReportingGroup" minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="statisticalAnalyses" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="statisticalAnalysis" type="tns:StatisticalAnalysis" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>

element EndPoint/title

diagram
type | restriction of xs:string
properties content  simple
facets fnlirr]']cli_ength \z/alue Annotation
maxLength 255
source | <xs:element name="title">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="255"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element EndPoint/description

diagram o mmmmmmmm g
\ description !
L N
type | restriction of xs:string
properties minGcc 0
maxOcc 1
content  simple
Kind Value  Annotation
facets
maxLength 999
source

<xs:element name="description" minOccurs="0">




<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element EndPoint/readyForValues

diagram =
readyForvValues

type | xs:boolean

properties content  simple

source | <xs:element name="readyForValues" type="xs:boolean"/>

element EndPoint/countable

diagram =---m--m--y

type | xs:boolean

minOcc 0
maxOcc 1
content  simple

properties

source | <xs:element name="countable" type="xs:boolean" minOccurs="0"/>

element EndPoint/unit

diagram il |

type | restriction of xs:string

" . minOcc 0
properties axoce 1
content  simple
nillable  true
facets Kind Value Annotation

minLength 2
maxLength 40

source | <xs:element name="unit" nillable="true" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="40"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




element EndPoint/timeFrame

dlagram = TTTT Tt Ta

type | restriction of xs:string

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 255

source | <xs:element name="timeFrame" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="255"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element EndPoint/type

d : _— e —
o i_'.ns:ELlclrau:'.Terrn _|
e H (o fFvaiue ] :
See list Endpoint type’, L

type | tns:EudractTerm

minOcc 0
maxOcc 1
content complex

properties

children | value

documentation

annotation ) .
See list 'Endpoint type'.

source | <xs:element name="type" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Endpoint type'.</xs:documentation>

</xs:annotation>
</xs:.element>

element EndPoint/centralTendencyType

diagram r—— — —
|'.|'|5:EL||:I|'a|:'.Ter|'n _|

type | tns:EudractTerm

minOcc 0
maxOcc 1
content  complex

properties

children | value

annotation documentation




See list 'Central tendency'.

source | <xs:element name="centralTendencyType" type="tns:EudractTerm" minOccurs="0">

<xs:annotation>
<xs:documentation xml:lang="en">See list 'Central tendency'.</xs:documentation>

</xs:annotation>
</xs:element>

element EndPoint/dispersionType

diagram r—— — —
|'.|'|5:EL||:I|'a|:'.Ter|'n _|

type | tns:EudractTerm

minOcc 0
maxOcc 1
content complex

properties

children | value

documentation

annotation L .
See list 'Dispersion'.

source | <xs:element name="dispersionType" type="tns:EudractTerm" minOccurs="0">

<xs:annotation>
<xs:documentation xml:lang="en">See list 'Dispersion’.</xs:documentation>

</xs:annotation>
</xs:element>

element EndPoint/percentage

diagram D EEEEE TR
i percentage |

type | restriction of xs:decimal

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

mininclusive 0
maxInclusive 100

source | <xs:element name="percentage" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:minInclusive value="0"/>
<xs:maxlInclusive value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




element EndPoint/categories

diagram pmmmmmme- - et
. categories E]—EH—)E}-: category
0.
) ) minOcc O
t
properies maxOcc 1
content  complex
children | category
source | <xs:element name="categories" minOccurs="0">

<xs:complexType>
<xs:sequence>

</xs:sequence>
</xs:complexType>
</xs:element>

element EndPoint/categories/category

diagram T T T T T
| tns:Category |
| &l stfributes |
| —=na— =name | |
L -
type | tns:Category
) ) minOcc O
t
properties maxOcc  unbounded
content complex
children | name
attributes _Name Type Use _ Default Fixed Annotation
id xs:1D required
source | <xs:element name="category" type="tns:Category" minOccurs="0" maxOccurs="unbounded"/>

element EndPoint/armReportingGroups

diagram | 4======----- ittt b Eiaiainitaiiteleie ettt
' armReportingGroups B—E}E}-: armReportingGroup
...................... 1 PRt Rt Rt e tier . Nl
0=
) i minOcc O
properties maxOcc 1
content  complex
children | armReportingGroup
source | <xs:element name="armReportingGroups" minOccurs="0">
<xs:complexType>
<xs:.sequence>
<xs:element name="armReportingGroup" type="tns:EndPointArmReportingGroup"

<xs:element name="category" type="tns:Category" minOccurs="0" maxOccurs="unbounded"/>




minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element EndPoint/armReportingGroups/armReportingGroup

diagram e e e e
tns:EndPointArmReportingGroup

E] attributes

armReportingGroup —l— .r": tendencyValues
______________________________________ - ' L
s | [ — |
+--+ dispersionValues

P 1
[
[

L-- comment

type | tns:EndPointArmReportingGroup

minOcc 0
maxOcc  unbounded
content complex

properties

children | countableValues tendencyValues dispersionValues comment subjects

attributes Name Type Use Default Fixed Annotation
armld xs:IDREF required documentation
This IDREF

attribute refers
to the id of an
arm.

id xs:1D required

source | <xs:element name="armReportingGroup" type="tns:EndPointArmReportingGroup" minOccurs="0"
maxOccurs="unbounded"/>




element EndPoint/subjectAnalysisSetReportingGroups

(o= Te | = T B T e N bl
v subjectAnalysis SetReportingG E]—E)E}-- subjectAnalysis SetReportingG...
0.2
" " minOcc 0
t
properties maxOcc 1
content  complex
children | subjectAnalysisSetReportingGroup
source

<xs:element name="subjectAnalysisSetReportingGroups" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="subjectAnalysisSetReportingGroup"
type="tns:EndPointSubjectAnalysisSetReportingGroup" minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element EndPoint/subjectAnalysisSetReportingGroups/subjectAnalysisSetReportingGroup

diagram = = —— —— —— —— —— —
| tns:EndPointSubjectAnalysis SetReportingGroup |
| [ atiributes |
| | subjectAnalysis Setld | |
| --4 countableValues [i] |
| subjectAnalysis SetReportingG... FH-— -1 fendencyValues (] |
0. | . |
| —Ejﬂ-r-- dispersionValues |
| -4 comment |
| L Foabiects | |
type | tns:EndPointSubjectAnalysisSetReportingGroup
properties | 0 ce  unbounded
content  complex
children | countableValues tendencyValues dispersionValues comment subjects




attributes

Name Type Use Default Fixed Annotation

subjectAnalysisSetld  xs:IDREF required documentation
This IDREF
attribute refers to
theid of a
subjectAnalysisSet.
id xs:1D required
source

<xs:element name="subjectAnalysisSetReportingGroup"
type="tns:EndPointSubjectAnalysisSetReportingGroup" minOccurs="0" maxOccurs="unbounded"/>

element EndPoint/statisticalAnalyses

diagram oo Smmmmmmmmm-m 1= it --- 5
' statisticalAnalyses E]—EJE} statisticalAnalysis
= ool ool Ypmmm === Lol

0.

) ) minOcc O

roperties

prop maxOcc 1
content complex
children | statisticalAnalysis
source

<xs:element name="statisticalAnalyses" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="statisticalAnalysis" type="tns:StatisticalAnalysis" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>




element EndPoint/statisticalAnalyses/statisticalAnalysis

diagram - T — — — — — /]
| tns:StatisticalAnalysis |
| IZ== === == ==
-+ description ! |
| -+ type |
 statisticalAnalysis |
[ ittt liuliad Srme 0
.= | i |
| e
+-- parameterEstimate |
| 0 I e e e e -
y o lET oo eTTtTTTO TR T |
| i -1 armComparisonGroupld |
: ''''''''''''''''''''''''''''''''''''''''''''' 'y '_;_'l
| : 0.® |
|  This IDREF |
| :
' end Point ArmRfeportingGroup o |
| : This endl ot |
| S — .
*--" subjectAnalysis SetComparizson... |
______________________________________________________________ mot
| 0= |
| T DREF attribute |
| AnahysiESetReportingGroup o |
type | tns:StatisticalAnalysis
. minOcc 0
roperties
prop maxOcc  unbounded
content complex
children | title description type analysisSpecification primaryAnalysis comment statisticalHypothesisTest parameterEstimate
armComparisonGroupld subjectAnalysisSetComparisonGroupld
source

<xs:element name="statisticalAnalysis" type="tns:StatisticalAnalysis" minOccurs="0"
maxOccurs="unbounded"/>




complexType EndPointArmReportingGroup

diagram -_—

_,
-
]
=
[=%
[47]
=3
s
o
=
4]
1]

K2y

[T

'
1
&
]

b=
1]
-
il
Q
=
&
=
[1:]
/]

£y

|

|

|
[EndPointArm ReportingGroup E]—'——E:E}

=occcco-- 1
1
|

L--- comment
;

|
| ---" subjects |

B sttributz= |

(@]
—()

namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result

type | extension of tns:EndPointReportingGroup

properties base tns:EndPointReportingGroup

children | countableValues tendencyValues dispersionValues comment subjects

element EndPoint/armReportingGroups/armReportingGroup

used by
attributes Name Type Use _ Default Fixed Annotation
armld xs:IDREF required documentation
This IDREF

attribute refers
to the id of an
arm.

id xs:1D required

source | <xs:complexType name="EndPointArmReportingGroup">
<xs:complexContent>
<xs:extension base="tns:EndPointReportingGroup">
<xs:sequence/>
<xs:attribute name="armld" type="xs:IDREF" use="required">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of an arm.
</xs:documentation>
</xs:annotation>
</xs:attribute>




<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:extension>
</xs:complexContent>
</xs:complexType>

attribute EndPointArmReportingGroup/@armid

type | xs:IDREF
properties use required
annotation documentation
This IDREF attribute refers to the id of an arm.
source | <xs:attribute name="armld" type="xs:IDREF" use="required">

<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of an arm.
</xs:documentation>
</xs:annotation>
</xs:attribute>

attribute EndPointArmReportingGroup/@id

type | xs:1D
properties use required
source | <xs:attribute name="id" type="xs:ID" use="required"/>

complexType EndPointReportingGroup

diagram |
;- countableValues
r-- tendencyValues

[EndPuintReportingGroup [T']—(—--—E-'r-- dizpersionValues
L-2= comment !
---" subjects
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
properties abstract  true
children | countableValues tendencyValues dispersionValues comment subjects
used by complexTypes EndPointArmReportingGroup EndPointSubjectAnalysisSetReportingGroup
source

<xs:complexType name="EndPointReportingGroup" abstract="true">

<xs:.sequence>
<xs:element name="countableValues" minOccurs="0">
<xs:complexType>




<xs:sequence>
<xs:element name="countableValue" type="tns:CountableValue" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
<xs:unique name="EndPointArmCountableValueCategory">
<xs:selector xpath="countableValue"/>
<xs:field xpath="@categoryld"/>
</xs:unique>
</xs:element>
<xs:element name="tendencyValues" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="tendencyValue" type="tns:TendencyMeasurableValue" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
<xs:unique name="EndPointArmTendValueCategory">
<xs:selector xpath="tendencyValue"/>
<xs:field xpath="@categoryld"/>
</xs:unique>
</xs:element>
<xs:element name="dispersionValues" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="dispersionValue" type="tns:DispersionMeasurableValue" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
<xs:unique name="EndPointArmDispValueCategory">
<xs:selector xpath="dispersionValue"/>
<xs:field xpath="@categoryld"/>
</xs:unique>
</xs:element>
<xs:element name="comment" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="subjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:complexType>




element EndPointReportingGroup/countableValues

diagram Pl eleiedadaled | il el ettt
' countableValues E]——E:E]- - countableValue
------------------- e e R R R R Rl Bt e Rt el
E 0=
E El constraints
~{--| & unisue EndPointArmCountable...
T | zelector countableValue |
| field {@categoryld |
propertles minOcc 0
maxOcc 1
content complex
children | countableValue
identity Name Refer Selector Field(s) Annotation
constraints unique EndPointArmCountableValueCategory countableValue  @categoryld
source | <xs:element name="countableValues" minOccurs="0">

<xs:complexType>
<xs:sequence>
<xs:element name="countableValue" type="tns:CountableValue" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
<xs:unique name="EndPointArmCountableValueCategory">
<xs:selector xpath="countableValue"/>
<xs:field xpath="@categoryld"/>
</xs:unique>
</xs:element>

element EndPointReportingGroup/countableValues/countableValue

diagram

l_ -_— - = =/
tn=:CountableValue

type

tns:CountableValue




minOcc 0

r rti
properties maxOcc  unbounded
content  complex
children | value
" Name Type Use Default Fixed Annotation
attributes
categoryld xs:IDREF documentation
This IDREF
attribute refers
totheid of a
category in the
same
characteristic
or endpoint.
source | <xs:element name="countableValue" type="tns:CountableValue" minOccurs="0"
maxOccurs="unbounded"/>
element EndPointReportingGroup/tendencyValues
diagram [ttt T S ninieeietiett el
! tendencyValues E——E:E]- tendencyValue iz
B N N rlr—----- - - - - - —— - - - . ]
E 0=
E E] constraints
~{--|E unisue EndPointArmTendValue...
T | zelector tendencyValue |
| field {@categoryld |
) i minOcc O
properties maxOce 1
content  complex
children | tendencyValue
identity Name Refer Selector Field(s) Annotation
constraints unique EndPointArmTendValueCategory tendencyValue @categoryld
source

<xs:element name="tendencyValues" minOccurs="0">

<xs:complexType>
<xs:sequence>

<xs:element name="tendencyValue" type="tns: TendencyMeasurableValue" minOccurs="0"
maxOccurs="unbounded"/>

</xs:sequence>
</xs:complexType>

<xs:unique name="EndPointArmTendValueCategory">
<xs:selector xpath="tendencyValue"/>
<xs:field xpath="@categoryld"/>

</xs:unique>
</xs:element>




element EndPointReportingGroup/tendencyValues/tendencyValue

diagram - - - = =
| tns:TendencyMeasurableValue |
| ] sttributes |
' tendencyValue |§|—|— |
|
type | tns:TendencyMeasurableValue
" " minOcc 0
roperties
prop maxOcc  unbounded
content complex
children | value
attributes Name Type Use Default Fixed Annotation
categoryld xs:IDREF documentation
This IDREF
attribute refers
totheid of a
category in the
same
characteristic
or endpoint.
source

<xs:element name="tendencyValue" type="tns: TendencyMeasurableValue" minOccurs="0"
maxOccurs="unbounded"/>

element EndPointReportingGroup/dispersionValues

diagram

1 dispersionValues E——E:E]-: dispersionValue

Rty Rttty L

r
I F
1
1

" | B constraints |

-4--| & unigus EndPointArmDispValue...

] | zelzctor dispersionValue |

| field {@categoryld |




minOcc 0

roperties
prop maxOcc 1
content  complex
children | dispersionValue
identity Name Refer Selector Field(s) Annotation
constraints unique EndPointArmDispValueCategory dispersionValue  @categoryld
source

<xs:element name="dispersionValues" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="dispersionValue" type="tns:DispersionMeasurableValue" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
<xs:unique name="EndPointArmDispValueCategory">
<xs:selector xpath="dispersionValue"/>
<xs:field xpath="@categoryld"/>
</xs:unique>
</xs:element>

element EndPointReportingGroup/dispersionValues/dispersionValue

diagram re————_—— — — —
| tns:DispersionMeasurableValue |
| B attributes |
o (=) |
| —(—--— =value | |
| —(—m—jﬂ—lghighﬁangevalue | |
L |
type | tns:DispersionMeasurableValue
) " minOcc 0
roperties
prop maxOcc  unbounded
content complex
children | value highRangeValue
" Name Type Use Default Fixed Annotation
attributes .
categoryld xs:IDREF documentation
This IDREF
attribute refers
totheid of a

category in the

same




characteristic
or endpoint.

source

<xs:element name="dispersionValue" type="tns:DispersionMeasurableValue" minOccurs="0"

maxOccurs="unbounded"/>

element EndPointReportingGroup/comment

diagram Rt -
! comment |
type | restriction of xs:string
. . minOcc O
roperties
prop maxOcc 1
content  simple
facets Kl_nd Value  Annotation
minLength 2
maxLength 100
source | <xs:element name="comment" minOccurs="0">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element EndPointReportingGroup/subjects

diagram ittt
i subjects |
type | restriction of xs:int
properties minOcc 0
maxOcc 1
content  simple
facets Kl_nd _ Value Annotation
mininclusive 0
maxInclusive 99999999
source

<xs:element name="subjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:minInclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




complexType EndPoints

diagram ey
EndPoints —— - endPoint
( = I}

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

children | endPoint

element ResultSet/endPoints

used by

source | <xs:complexType name="EndPoints">
<xs:sequence>

</xs:sequence>
</xs:complexType>

<xs:element name="endPoint" type="tns:EndPoint" minOccurs="0" maxOccurs="unbounded"/>

element EndPoints/endPoint

dlagram r____________|

tns:EndPoint

|
|
|
|
| S
| -+~ countable
|
|
|
|

-4 type
endpoint £ e :
L, i TE:EI_IL--: centralTendencyType
0. S e '




type | tns:EndPoint
" " minOcc 0
roperties
prop maxOcc  unbounded
content  complex
children | title description readyForValues countable unit timeFrame type centralTendencyType dispersionType percentage
categories armReportingGroups subjectAnalysisSetReportingGroups statisticalAnalyses
source

<xs:element name="endPoint" type="tns:EndPoint" minOccurs="0" maxOccurs="unbounded"/>

complexType EndPointSubjectAnalysisSetReportingGroup

diagram S I I IS IS IEES S B IS
| tns:EndPointReportingGroup (extension |
| --+ countableValues |
I r-- tendencyValues I
[EndPointSubjectAnalyrsisSetFtep... E]—t——E:E}-:F--E dispersionValues |
| ,L--:El:::-mment ] |
| t- <= subjects |
B stiributes
| subjectAnalysis Setld |
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:EndPointReportingGroup
properties base tns:EndPointReportingGroup
children | countableValues tendencyValues dispersionValues comment subjects
used by element EndPoint/subjectAnalysisSetReportingGroups/subjectAnalysisSetReportingGroup
attributes Name Type Use Default Fixed Annotation
subjectAnalysisSetld  xs:IDREF required documentation
This IDREF
attribute refers to
theid of a

subjectAnalysisSet.




id xs:1D required

source | <xs:complexType name="EndPointSubjectAnalysisSetReportingGroup">
<xs:complexContent>
<xs:extension base="tns:EndPointReportingGroup">
<xs:sequence/>
<xs:attribute name="subjectAnalysisSetld" type="xs:IDREF" use="required">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of a
subjectAnalysisSet.
</xs:documentation>
</xs:annotation>
</xs:attribute>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:extension>
</xs:complexContent>
</xs:complexType>

attribute EndPointSubjectAnalysisSetReportingGroup/@subjectAnalysisSetld

type | xs:IDREF

properties use required

annotation documentation

This IDREF attribute refers to the id of a
subjectAnalysisSet.

source | <xs:attribute name="subjectAnalysisSetld" type="xs:IDREF" use="required">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of a
subjectAnalysisSet.
</xs:documentation>
</xs:annotation>
</xs:attribute>

attribute EndPointSubjectAnalysisSetReportingGroup/@id

type | xs:1D

properties use required

source | <xs:attribute name="id" type="xs:ID" use="required"/>

complexType EudractTerm

dlagram [Eudran::tTe rm E]—(—--—:E]—Fvalue |

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

children | value




used by

elements PostAssignmentPeriod/allocation StatisticalAnalysis/analysisSpecification
Trialinformation/analysisStage PostAssignmentPeriod/blindingType
ContinuousCharacteristic/centralTendencyType EndPoint/centralTendencyType
PostAssignmentPeriod/clinicalTrialRoles/clinicalTrialRole ContinuousCharacteristic/dispersionType
EndPoint/dispersionType Trialinformation/longTermDurationUnits
Trialinformation/longTermRationales StatisticalHypothesisTest/method
BaselineCharacteristics/reportingModel Confidencelnterval/sides ReasonJoined/type
ReasonNotCompleted/type Arm/type SubjectAnalysisSet/type EndPoint/type StatisticalAnalysis/type
ParameterEstimate/type VariabilityEstimate/type

source

<xs:complexType name="EudractTerm">
<xs:sequence>
<xs:element name="value" nillable="false">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:complexType>

element EudractTerm/value

diagram =
type | restriction of xs:string
i content  simple
t X
PIOPEES 1 illable  false
facets Kind Value Annotation
minLength 1
source | <xs:element name="value" nillable="false">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




complexType GenderCategoricalCharacteristic

diagram __________l
| tns:CategoricalCharacteristic (extension
| —|Eread1,rForUalues :
| |
| lo— |
1 1 a
| L-2 reportingGroups |
L 1
(GenderCategoricalCharacteristic [Tl]—|— : ______________________ |
| ‘-4 subjectAnalysisSets
| e e e e e o
il bl
| --- totalBaselineGroup |
| RIS - 0
‘-4 categories |
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:CategoricalCharacteristic
properties base tns:CategoricalCharacteristic
children | readyForValues title description unit reportingGroups subjectAnalysisSets totalBaselineGroup categories
used by element BaselineCharacteristics/genderCategoricalCharacteristic
source

<xs:complexType name="GenderCategoricalCharacteristic">
<xs:complexContent>
<xs:extension base="tns:CategoricalCharacteristic">
<xs:sequence/>
</xs:extension>
</xs:complexContent>
</xs:complexType>

complexType GlobalAmendment

diagram
(Globalamendment EH—-——FEH T
L. +=description
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
children | date description
used by element TrialChanges/globalAmendments/globalAmendment
source

<xs:complexType name="GlobalAmendment">
<xs:sequence>
<xs:element name="date" type="xs:dateTime"/>




<xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="2000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:complexType>

element GlobalAmendment/date

diagram =
type | xs:dateTime
properties content  simple
source

<xs:element name="date" type="xs:dateTime"/>

element GlobalAmendment/description

diagram IZm s mmmmmmmmy
i description !
L N
type | restriction of xs:string
" " minOcc 0
roperties
prop maxOcc 1
content  simple
Kind Value Annotation
facets
maxLength 2000
source

<xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="2000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

complexType Globallnterruption

diagram

\- = restartDate

(Glonallnterruptiun [T']—(—--—E :

]

4
'
'
]
]
'
'
]
]
'
1




namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
children | date restartDate description
used by element  TrialChanges/globallnterruptions/globalinterruption
source | <xs:complexType name="Globallnterruption">

<xs:sequence>
<xs:element name="date" type="xs:dateTime" minOccurs="0"/>
<xs:element name="restartDate" type="xs:dateTime" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">For any interruption, the restart date must not be
before the interruption date.
</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="2000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:complexType>

element Globallnterruption/date

diagram |  Z=------13
" date
type | xs:dateTime
) i minOcc O
properties maxOcc 1
content  simple
source | <xs:element name="date" type="xs:dateTime" minOccurs="0"/>

element Globallnterruption/restartDate

diagram
type | xs:dateTime
) ) minOcc O
t
properties maxOce 1
content  simple
annotation documentation
For any interruption, the restart date must not be
before the interruption date.
source | <xs:element name="restartDate" type="xs:dateTime" minOccurs="0">




<xs:annotation>
<xs:documentation xml:lang="en">For any interruption, the restart date must not be
before the interruption date.
</xs:documentation>
</xs:annotation>
</xs:element>

element Globallnterruption/description

dlagram =--"""---=-"5

type | restriction of xs:string

" . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 2000

source | <xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="2000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

complexType JoinedReasonDetail

diagram T T

tns:ReasonDetail (extensic

[J ocinedReasonDetail

1?

L

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

type | extension of tns:ReasonDetail

base tns:ReasonDetail

properties




children | subjects comment extralnfo

used by element  Arm/joinedReasonDetails/reasonDetail

attributes Name _ Type Use Default Fixed
reasonJoinedld xs:IDREF

Annotation
documentation

This IDREF
attribute refers
totheid of a

reasonJoined.

source | <xs:complexType name="JoinedReasonDetail">
<xs:complexContent>
<xs:extension base="tns:ReasonDetail">
<xs:attribute name="reasonJoinedld" type="xs:IDREF">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of a
reasonJoined.
</xs:documentation>
</xs:annotation>
</xs:attribute>
</xs.extension>
</xs:complexContent>
</xs:complexType>

attribute JoinedReasonDetail/@reasonJoinedld

type | xs:IDREF

annotation documentation

This IDREF attribute refers to the id of a
reasonJoined.

source | <xs:attribute name="reasonJoinedld" type="xs:IDREF">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of a
reasonJoined.
</xs:documentation>
</xs:annotation>
</xs:attribute>




complexType MeasurableValue

diagram —
[Measur&ble‘u’alue EIL characteristic or endpoint |
—|:—--— value |
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:BaseValue
properties base tns:BaseValue
abstract  true
children | value
used by complexTypes DispersionMeasurableValue TendencyMeasurableValue
attributes Name Type Use Default Fixed Annotation
categoryld xs:IDREF documentation
This IDREF
attribute refers
totheid of a
category in the
same
characteristic
or endpoint.
source

<xs:complexType name="MeasurableValue" abstract="true">
<xs:complexContent>
<xs:.extension base="tns:BaseValue">
<xs:.sequence>
<xs:element name="value" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:fractionDigits value="10"/>
<xs:minInclusive value="-999999999999999.9999999999"/>
<xs:maxlInclusive value="999999999999999.9999999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:extension>
</xs:complexContent>
</xs:complexType>




element MeasurableValue/value

diagram =
value

type | restriction of xs:decimal

content  simple

roperties
prop nillable  true

Kind Value Annotation
mininclusive  -999999999999999.9999999999

maxInclusive  999999999999999.9999999999

facets

fractionDigits 10

source | <xs:element name="value" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:fractionDigits value="10"/>
<xs:mininclusive value="-999999999999999.9999999999"/>
<xs:maxInclusive value="999999999999999.9999999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

complexType Milestone

diagram (Milestone E]_(_"'_j

namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result

properties abstract  true

complexTypes CompletedMilestone OtherMilestone StartedMilestone

used by

source | <xs:complexType name="Milestone" abstract="true">
<xs:sequence/>
</xs:complexType>

complexType MilestoneAchievement

diagram | —m—— —— - -------- -

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

children | comment

complexTypes CompletedMilestoneAchievement OtherMilestoneAchievement StartedMilestoneAchievement

used by

source | <xs:complexType name="MilestoneAchievement">
<xs:sequence>
<xs:element name="comment" type="xs:string" minOccurs="0"/>
</xs:sequence>
</xs:complexType>




element MilestoneAchievement/comment

diagram e 1
- comment |
it !
type | xs:string
" " minOcc 0
roperties
prop maxOcc 1
content  simple
source

<xs:element name="comment" type="xs:string" minOccurs="0"/>

complexType NotCompletedReasonDetail

diagram

-
| tn=:ReasonDetail (extension
[HotCompletedReasonDetail [T']I—
L
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:ReasonDetail
properties base tns:ReasonDetail
children | subjects comment extralnfo
used by elements  PreAssignmentPeriod/notCompletedReasonDetails/reasonDetail
Arm/notCompletedReasonDetails/reasonDetail
attributes Name Type Use Default Fixed Annotation
reasonNotCompletedld xs:IDREF documentation
This
IDREF attribute refers
totheid of a
reasonNotCompleted.
source

<xs:complexType name="NotCompletedReasonDetail">
<xs:complexContent>

<xs:extension base="tns:ReasonDetail">

<xs:attribute name="reasonNotCompletedld" type="xs:IDREF">
<xs:annotation>

<xs:documentation xml:lang="en">




This IDREF attribute refers to the id of a
reasonNotCompleted.
</xs:documentation>
</xs:annotation>
</xs:attribute>
</xs:extension>
</xs:complexContent>
</xs:complexType>

attribute NotCompletedReasonDetail/@reasonNotCompletedld

type | xs:IDREF
annotation documentation
This IDREF attribute refers to the id of a
reasonNotCompleted.
source

<xs:attribute name="reasonNotCompletedld" type="xs:IDREF">

<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of a
reasonNotCompleted.
</xs:documentation>
</xs:annotation>
</xs:attribute>

complexType Otherldentifier

diagram
[mherldentifier [}]—(—-—— =
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
children | name number
used by element Triallnformation/otherldentifiers/otherldentifier
source

<xs:complexType name="Otherldentifier">
<xs:sequence>
<xs:element name="name">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="number">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
<xs:maxLength value="50"/>
</xs:restriction>




</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:complexType>

element Otherldentifier/name

diagram =
name

type | restriction of xs:string

properties content  simple

Kind Value Annotation

facets .
minLength 1

maxLength 50

source | <xs:element name="name">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Otherldentifier/number

diagram =
umber

type | restriction of xs:string

properties content  simple

Kind Value Annotation

facet
aces minLength 1

maxLength 50

source | <xs:element name="number">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




complexType OtherMilestone

diagram |- e e e e e
tnz:Milestone (extension |
[Dther!."lilestone [Tl]|——@ |
B sttribute=s
(- H{title |
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:Milestone
properties base tns:Milestone
children | title
used by element Period/otherMilestones/otherMilestone
attributes _Name Type Use _ Default Fixed Annotation
id xs:1D required
source

<xs:complexType name="OtherMilestone">
<xs:complexContent>
<xs:extension base="tns:Milestone">
<xs:sequence>
<xs:element name="title">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="40"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:extension>
</xs:complexContent>
</xs:complexType>

attribute OtherMilestone/@id

type

xs:1D

properties

use required

source

<xs:attribute name="id" type="xs:ID" use="required"/>

element OtherMilestonettitle

diagram




type | restriction of xs:string

properties content  simple

Kind Value Annotation

facets .
minLength 2

maxLength 40

source | <xs:element name="title">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="40"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

complexType OtherMilestoneAchievement

diagram |-——_______,

[D-ther!."lilestoneﬂchievement QT—EJE}-EE.:Dmment : |

N J

B sttribute=s |

| otherMilestoneld |

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

type | extension of tns:MilestoneAchievement

properties base tns:MilestoneAchievement

children | comment subjects

elements  PreAssignmentPeriod/otherMilestoneAchievements/otherMilestoneAchievement

used b
v Arm/otherMilestoneAchievements/otherMilestoneAchievement
attributes Name Type Use Default Fixed Annotation
otherMilestoneld xs:IDREF required documentation
This IDREF

attribute refers
to the id of an

otherMilestone
in the same
period.




source | <xs:complexType name="OtherMilestoneAchievement">
<xs:complexContent>
<xs:extension base="tns:MilestoneAchievement">
<xs:sequence>
<xs:element name="subjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
<xs:attribute name="otherMilestoneld" type="xs:IDREF" use="required">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of an
otherMilestone in the same period.
</xs:documentation>
</xs:annotation>
</xs:attribute>
</xs:extension>
</xs:complexContent>
</xs:complexType>

attribute OtherMilestoneAchievement/@otherMilestoneld

type | xs:IDREF

properties use required

annotation documentation

This IDREF attribute refers to the id of an
otherMilestone in the same period.

source | <xs:attribute name="otherMilestoneld" type="xs:IDREF" use="required">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of an
otherMilestone in the same period.
</xs:documentation>
</xs:annotation>
</xs:attribute>

element OtherMilestoneAchievement/subjects

diagram =--"-t-s

type | restriction of xs:long

minOcc 0
maxOcc 1
content  simple

properties

facets Kind Value Annotation




mininclusive 0
maxInclusive 99999999

source | <xs:element name="subjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:minlinclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

complexType ParameterEstimate

diagram | e

.’"E otherType :

[Param eterEstimate [TIJ—(—H-—E 1= ;;;:r;l:lt-E-s-t-l mate 'E

namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result

children | confidencelnterval effectEstimate otherType pointEstimate type variabilityEstimate

element  StatisticalAnalysis/parameterEstimate

used by

source | <xs:complexType name="ParameterEstimate">
<xs:sequence>
<xs:element name="confidencelnterval" type="tns:Confidencelnterval" minOccurs="0"/>
<xs:element name="effectEstimate" type="xs:string" minOccurs="0"/>
<xs:element name="otherType" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="40"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="pointEstimate" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:totalDigits value="8"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="type" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Effect estimate'.</xs:documentation>




</xs:annotation>
</xs:element>
<xs:element name="variabilityEstimate" type="tns:VariabilityEstimate" minOccurs="0"/>
</xs:sequence>
</xs:complexType>

element ParameterEstimate/confidencelnterval

diagram S

type | tns:Confidencelnterval

minOcc 0
maxOcc 1
content complex

properties

children | lowerLimit percentage sides upperLimit

source | <xs:element name="confidencelnterval" type="tns:Confidencelnterval" minOccurs="0"/>

element ParameterEstimate/effectEstimate

diagram e 1
"~ effectEstimate |

type | xs:string

minOcc 0
maxOcc 1
content  simple

properties

source | <xs:element name="effectEstimate" type="xs:string" minOccurs="0"/>

element ParameterEstimate/otherType

:E otherType

diagram . g

type | restriction of xs:string

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

minLength 2

maxLength 40




source

<xs:element name="otherType" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="40"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element ParameterEstimate/pointEstimate

diagram i
i pointEstimate
type | restriction of xs:decimal
. . minOcc O
t
properties aoce 1
content _ simple
facets Kind Value  Annotation
totalDigits 8
source | <xs:element name="pointEstimate" minOccurs="0">

<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:totalDigits value="8"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element ParameterEstimate/type

diagram r—— — —
|'.|'|5:EL||:I|'a|:'.Ter|'n _|
L. :E|—|§1.ralue | |
[ |
- - _
type | tns:EudractTerm
" " minOcc 0
t
properties maxOce 1
content complex
children | value
documentation
tat
annowaton See list 'Effect estimate'.
source | <xs:element name="type" type="tns:EudractTerm" minOccurs="0">

<xs:annotation>
<xs:documentation xml:lang="en">See list 'Effect estimate'.</xs:documentation>

</xs:annotation>
</xs:element>




element ParameterEstimate/variabilityEstimate

dlagram - — — — — — —

type | tns:VariabilityEstimate

minOcc 0
maxOcc 1
content  complex

properties

children | dispersionValue type

source | <xs:element name="variabilityEstimate" type="tns:VariabilityEstimate" minOccurs="0"/>

complexType Period

diagram Fmmmmmmmmmmo—-—--o-o- bl
r-- completedMilestone

(Period [} —~=—[F}+-1 startedMilestone []

t-s otherMilestones

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

properties abstract  true

children | completedMilestone startedMilestone otherMilestones

complexTypes PostAssignmentPeriod PreAssignmentPeriod

used by

source | <xs:complexType name="Period" abstract="true">
<xs:sequence>

<xs:element name="startedMilestone" type="tns:StartedMilestone" minOccurs="0"/>
<xs:element name="otherMilestones" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="otherMilestone" type="tns:OtherMilestone" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>

<xs:element name="completedMilestone" type="tns:CompletedMilestone” minOccurs="0"/>




element Period/completedMilestone

diagram e —
| tns:CompletedMilestone |
| Bl ettributes |
1 completedMilestone | I
type | tns:CompletedMilestone
) i minOcc O
properties maxOce 1
content  complex
attributes _Name Type Use _ Default Fixed Annotation
id xs:1D required
source | <xs:element name="completedMilestone" type="tns:CompletedMilestone" minOccurs="0"/>

element Period/startedMilestone

diagram re— — —
| '.ns:S:al':ecl[.]iles:u:une_i
| (& attributes |
1 startedMilestone : |
| = ]
type | tns:StartedMilestone
properties minGcc 0
maxOcc 1
content complex
attributes _Name Type Use _ Default Fixed Annotation
id xs:1D required
source | <xs:element name="startedMilestone" type="tns:StartedMilestone" minOccurs="0"/>

element Period/otherMilestones

dlagram """" i i
' otherMilestones E]—E)E} - otherMilestone
= jiaisisinisieiaisinioisinisisiainisll 2 TEA $80 -~~~ "~ - " Ll
0.o
properties minOcc 0
maxOcc 1
content complex




children | otherMilestone

source | <xs:element name="otherMilestones" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="otherMilestone" type="tns:OtherMilestone" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element Period/otherMilestones/otherMilestone

diagram —_—— — — — —
| tns:0therMilestone

| Bl sttributes

0.
| —eee [J-title |
type | tns:OtherMilestone
" " minOcc 0
roperties
prop maxOcc  unbounded
content  complex
children | title
attributes _Name Type Use _ Default Fixed Annotation
id xs:1D required

source | <xs:element name="otherMilestone" type="tns:OtherMilestone" minOccurs="0"
maxOccurs="unbounded"/>

complexType PIPNumber

dlagram [PIPHumber [TI]—(—-H—:E—Fnumber |

namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result

properties final  extension restriction

children | number

used by element  Triallnformation/pipnumbers/pipnumber

source | <xs:complexType name="PIPNumber" final="extension restriction">
<xs:sequence>
<xs:element name="number">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>




<xs:pattern value="EMEA-\d{6}-PIP\d{2}-\d{2}"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:complexType>

element PIPNumber/number

diagram =
type | restriction of xs:string
properties content  simple
facets Kl_nd Value Annotation
minLength 1
pattern EMEA-\d{6}-PIP\d{2}-\d{2}
source | <xs:element name="number">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
<xs:pattern value="EMEA-\d{6}-PIP\d{2}-\d{2}"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

complexType PopulationAgeGroup

diagram

EinUt».a'ru:r

T

pretermiewborninfants |

~newborns

~infantzsAndToddlers |

[PopulationﬁgeGroup E]—(—--—E— = children |

~adolescents

T

= adults

= elderly65To84

ElE!I-::IIE!rI1_.rI::Ifl.r|E! ras

namespace

http://eudract.ema.europa.eu/schema/clinical_trial_result

children

inUtero pretermNewborninfants newborns infantsAndToddlers children adolescents adults elderly65To84
elderlyOver85




element Triallnformation/populationAgeGroup

used by

source | <xs:complexType name="PopulationAgeGroup">
<xs:.sequence>
<xs:element name="inUtero" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:minInclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="pretermNewborninfants" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxlnclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs.element>
<xs:.element name="newborns" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="infantsAndToddlers" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="children" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="adolescents" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:.element>
<xs:element name="adults" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>




<xs:maxInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="elderly65T084" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="elderlyOver85" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:minlinclusive value="0"/>
<xs:maxlinclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:complexType>

element PopulationAgeGroup/inUtero

diagram =

type | restriction of xs:long

content  simple

roperties
prop nillable  true

Kind Value Annotation
mininclusive 0

maxInclusive 99999999

facets

source | <xs:element name="inUtero" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:minInclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element PopulationAgeGroup/pretermNewborninfants

diagram =
|_ pretermiewborninfants

type | restriction of xs:long

content  simple

roperties
prop nillable  true

Kind Value Annotation

facets . .
mininclusive 0




maxInclusive 99999999

source

<xs:element name="pretermNewborninfants" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element PopulationAgeGroup/newborns

diagram =
type | restriction of xs:long
e content  simple
t
properfies nillable  true
facets Kl_nd _ Value Annotation
mininclusive 0
maxInclusive 99999999
source | <xs:element name="newborns" nillable="true">

<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element PopulationAgeGroup/infantsAndToddlers

diagram =
|_ infantsAndToddlers
type | restriction of xs:long
e content  simple
t
properfies nillable  true
facets Kl_nd _ Value Annotation
mininclusive 0
maxInclusive 99999999
source | <xs:element name="infantsAndToddlers" nillable="true">

<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




element PopulationAgeGroup/children

diagram =
type | restriction of xs:long
properties content  simple
nillable  true
facets Kl_nd _ Value Annotation
mininclusive 0
maxInclusive 99999999
source | <xs:element name="children" nillable="true">

<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element PopulationAgeGroup/adolescents

diagram =
type | restriction of xs:long
e content  simple
t
properfies nillable  true
facets Kl_nd _ Value Annotation
mininclusive 0
maxInclusive 99999999
source | <xs:element name="adolescents" nillable="true">

<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element PopulationAgeGroup/adults

diagram =
type | restriction of xs:long
e content  simple
t
properfies nillable  true
facets Kl_nd _ Value Annotation
mininclusive 0
maxInclusive 99999999
source | <xs:element name="adults" nillable="true">

<xs:simpleType>




<xs:restriction base="xs:long">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element PopulationAgeGroup/elderly65To84

diagram =
~ elderly65Todd

type | restriction of xs:long

content  simple

roperties
prop nillable  true

Kind Value Annotation
mininclusive 0

maxInclusive 99999999

facets

source | <xs:element name="elderly65T084" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:minlinclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element PopulationAgeGroup/elderlyOver85

diagram =
~ elderlyOverss

type | restriction of xs:long

content  simple

roperties
prop nillable  true

Kind Value Annotation
mininclusive 0

maxInclusive 99999999

facets

source | <xs:element name="elderlyOver85" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:minlinclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




complexType PostAssignmentPeriod

diagram r—— — — — — — — —
| tn=:Period (extensio |
| r"i completedMilestone |
[PosmssignmentPeriod EI—I__EET-' startedMilestone |
| L-s otherMilestones |
- -
B sttribute=
--EEinndinglmplementation[letails !
—qutuaIIyF_xclusiveArms |
—|EbaselinePeriod
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:Period
properties base tns:Period
children | completedMilestone startedMilestone otherMilestones title blindinglmplementationDetails mutuallyExclusiveArms
baselinePeriod blinded nonMutualExclusiveArmsNumberOfSubjects clinicalTrialRoles blindingType allocation
arms
used by element SubjectDisposition/postAssignmentPeriods/postAssignmentPeriod
attributes Name Type Use Default Fixed Annotation
id xs:1D required




source

<xs:complexType name="PostAssignmentPeriod">
<xs:complexContent>
<xs:extension base="tns:Period">
<xs:sequence>
<xs:element name="title">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="40"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="blindinglmplementationDetails" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="500"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="mutuallyExclusiveArms" type="xs:boolean"/>
<xs:element name="baselinePeriod" type="xs:boolean">
<xs:annotation>
<xs:documentation xml:lang="en">A maximum of one period will be considered the
baseline period.
</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="blinded" type="xs:boolean"/>
<xs:element name="nonMutualExclusiveArmsNumberOfSubjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="0"/>
<xs:maxlinclusive value="999999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="clinical TrialRoles" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="clinicalTrialRole" type="tns:EudractTerm" minOccurs="0"
maxOccurs="unbounded">
<xs:annotation>
<xs:documentation xml:lang="en">
See list "Trial role'. In the
pre-assignment period, if no blinding is used then the provider must not
submit a list of roles blinded.
</xs:documentation>
</xs:annotation>
</xs:element>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="blindingType" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Blinding method'.</xs:documentation>




</xs:annotation>
</xs:element>
<xs:element name="allocation" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Allocation method'.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="arms" minOccurs="0">
<xs:complexType>
<xs:sequence>

</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:extension>

</xs:complexContent>

</xs:complexType>

attribute PostAssignmentPeriod/@id

type | xs:1D

properties use required

source | <xs:attribute name="id" type="xs:ID" use="required"/>

element PostAssignmentPeriod/title

diagram

type | restriction of xs:string

properties content  simple

Kind Value Annotation

facet
aces minLength 2

maxLength 40

source | <xs:element name="title">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="40"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element PostAssignmentPeriod/blindinglmplementationDetails

dlagram = - ST TTToTToTTmme e e m TN

<xs:element name="arm" type="tns:Arm" minOccurs="0" maxOccurs="unbounded"/>




type | restriction of xs:string

" . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 500

source | <xs:element name="blindinglmplementationDetails" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="500"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element PostAssignmentPeriod/mutuallyExclusiveArms

diagram = -
|_ mutuallyExclusiveArms

type | xs:boolean

properties content  simple

source | <xs:element name="mutuallyExclusiveArms" type="xs:boolean"/>

element PostAssignmentPeriod/baselinePeriod

diagram = - -
bazelinePeriod

type | xs:boolean

properties content  simple

documentation
A maximum of one period will be considered the
baseline period.

annotation

source | <xs:element name="baselinePeriod" type="xs:boolean">
<xs:annotation>
<xs:documentation xml:lang="en">A maximum of one period will be considered the
baseline period.
</xs:documentation>
</xs:annotation>
</xs:element>

element PostAssignmentPeriod/blinded

diagram =
~ blinded




type | xs:boolean

properties content  simple

source | <xs:element name="blinded" type="xs:boolean"/>

element PostAssignmentPeriod/nonMutualExclusiveArmsNumberOfSubjects

dlagram = - - TosToTTTeTTeTT T eT T m AT TS

type | restriction of xs:int

. . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

mininclusive 0
maxInclusive 999999999

source | <xs:element name="nonMutualExclusiveArmsNumberOfSubjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="999999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element PostAssignmentPeriod/clinicalTrialRoles

diagram el m-mmmmmo g et e
' clinicalTrialRoles E]—E:E]--: clinicalTrialRole

minOcc 0
maxOcc 1
content complex

properties

children | clinicalTrialRole

source | <xs:element name="clinicalTrialRoles" minOccurs="0">
<xs:complexType>
<xs:.sequence>
<xs:element name="clinicalTrialRole" type="tns:EudractTerm" minOccurs="0"
maxOccurs="unbounded">
<xs:annotation>
<xs:documentation xml:lang="en">
See list 'Trial role'. In the

pre-assignment period, if no blinding is used then the provider must not



submit a list of roles blinded.
</xs:documentation>
</xs:annotation>
</xs:.element>
</xs:sequence>
</xs:complexType>
</xs:element>

element PostAssignmentPeriod/clinicalTrialRoles/clinicalTrialRole

diagram r—— — —
|'.|'|5:EL||:I|'a|:'.Ter|'n _|
« clinicalTrialRole E]—'—(—-H—:E—I_Ualue | I
0.m L
type | tns:EudractTerm
) ) minOcc O
t
properties maxOcc  unbounded
content complex
children | value
annotation documentation
See list 'Trial role'. In the
pre-assignment period, if no blinding is used then the provider must not
submit a list of roles blinded.
source | <xs:element name="clinicalTrialRole" type="tns:EudractTerm" minOccurs="0"

maxOccurs="unbounded">
<xs:annotation>
<xs:documentation xml:lang="en">
See list 'Trial role'. In the
pre-assignment period, if no blinding is used then the provider must not
submit a list of roles blinded.
</xs:documentation>
</Xs:annotation>
</xs:.element>

element PostAssignmentPeriod/blindingType

diagram

—————
|'.|'|5:EL||:I|'a|:'.Ter|'n _|




type | tns:EudractTerm

minOcc 0
maxOcc 1
content  complex

properties

children | value

documentation
See list '‘Blinding method'.

annotation

source | <xs:element name="blindingType" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Blinding method'.</xs:documentation>
</xs:annotation>
</xs:element>

element PostAssignmentPeriod/allocation

diagram r—— — —
|'.|'|5:EL||:I|'a|:'.Ter|'n _|

aitosation E———— (== [vaive | :

type | tns:EudractTerm

minOcc 0
maxOcc 1
content complex

properties

children | value

documentation

annotation ) .
See list 'Allocation method'.

source | <xs:element name="allocation" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Allocation method'.</xs:documentation>
</xs:annotation>
</xs:element>

element PostAssignmentPeriod/arms

diagram it it
| arms E]—E)E}-: arm

minOcc 0
maxOcc 1
content complex

properties

children | arm

source | <xs:element name="arms" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="arm" type="tns:Arm" minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>




element PostAssignmentPeriod/arms/arm

dlagram r_____________|

_________ | --EEdescripticrn :
| arm I
= - E]—'_ - 4= otherType !
D= | | | tmemmmmmememe- i

-4 type [

—| startedMilestoneAchievement

completedMilestoneAchievem...

EELELE

type | tns:Arm

minOcc 0
maxOcc  unbounded
content  complex

properties

children | title description otherType type armProducts startedMilestoneAchievement completedMilestoneAchievement

otherMilestoneAchievements notCompletedReasonDetails joinedReasonDetails

attributes . .
id xs:1D required

source | <xs:element name="arm" type="tns:Arm" minOccurs="0" maxOccurs="unbounded"/>

Name Type Use Default Fixed Annotation




complexType PreAssignmentPeriod

diagram e e e
| tns:Period (extension |
| r-'i completedMilestone |
[PreAssignmentPeriod [T‘]—I——E)E}-:h-l startedMilestone |
| L-4 otherMilestones |
-
—| completedMilestoneAchievem...
---i notCompletedReasonDetails
-+ otherMilestoneAchievements
—| startedMilestoneAchievement
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:Period
properties base tns:Period
children | completedMilestone startedMilestone otherMilestones completedMilestoneAchievement
notCompletedReasonDetails otherMilestoneAchievements startedMilestoneAchievement
used by element SubjectDisposition/preAssignmentPeriod
source

<xs:complexType name="PreAssignmentPeriod">
<xs:complexContent>
<xs:extension base="tns:Period">
<xs:sequence>
<xs:element name="completedMilestoneAchievement"
type="tns:CompletedMilestoneAchievement"/>
<xs:element name="notCompletedReasonDetails" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="reasonDetail" type="tns:NotCompletedReasonDetail" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="otherMilestoneAchievements" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="otherMilestoneAchievement" type="tns:OtherMilestoneAchievement"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="startedMilestoneAchievement"
type="tns:StartedMilestoneAchievement"/>
</xs:sequence>
</xs:extension>
</xs:complexContent>




</xs:complexType>

element PreAssignmentPeriod/completedMilestoneAchievement

diagram r————— — — — —
| tns:CompletedMilestoneAchievement |
| (] sttributes |
| | completedMilestoneld | I
completedMilestoneAchievem... E]—'— |
| —E:E}-Ezcomment : |
R S ST |
- - - - 1
type | tns:CompletedMilestoneAchievement
properties content  complex
children | comment subjects
attributes Name Type Use Default Fixed Annotation
completedMilestoneld  xs:IDREF required documentation
This IDREF
attribute refers to
the id of the
completedMilestone
in this period.
source

<xs:element name="completedMilestoneAchievement"
type="tns:CompletedMilestoneAchievement"/>

element PreAssignmentPeriod/notCompletedReasonDetails

diagram [ TTTTommmmmssemo-oso-o-o- === 1mmmmmmmmm--- -
' notCompletedReasonDetails E—E)E} - reasonDetail
______________________________ .------------A-_-_II
0=
) ) minOcc 0
roperties
prop maxOcc 1
content  complex
children | reasonDetail
source

<xs:element name="notCompletedReasonDetails" minOccurs="0">
<xs:complexType>
<xs:sequence>

<xs:element name="reasonDetail" type="tns:NotCompletedReasonDetail" minOccurs="0"

maxOccurs="unbounded"/>




</xs:sequence>
</xs:complexType>
</xs:element>

element PreAssignmentPeriod/notCompletedReasonDetails/reasonDetail

diagram — - - - -
| tns:HotCompletedReasonDetail |
| & attributes |
| ' reasonNotCompletedid | :
o
I ———..
type | tns:NotCompletedReasonDetail
" " minOcc 0
roperties
prop maxOcc  unbounded
content complex
children | subjects comment extralnfo
attributes Name Type Use Default Fixed Annotation
reasonNotCompletedld xs:IDREF documentation
This
IDREF attribute refers
totheid of a
reasonNotCompleted.
source

<xs:element name="reasonDetail" type="tns:NotCompletedReasonDetail" minOccurs="0"
maxOccurs="unbounded"/>

element PreAssignmentPeriod/otherMilestoneAchievements

diagram | =------- bttty mmmmmmmm--- 1 [alaieialaid iy htaiaiaiataitat
i otherMilestoneAchievements B—E:E}-: otherMilestoneAchievement
b e e - e m - ——————— ettt Tt tattaln ettt |

0.=
) i minOcc O
properties maxOcc 1

content complex

children | otherMilestoneAchievement

source | <xs:element name="otherMilestoneAchievements" minOccurs="0">

<xs:complexType>




<xs:sequence>
<xs:element name="otherMilestoneAchievement" type="tns:OtherMilestoneAchievement"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element PreAssignmentPeriod/otherMilestoneAchievements/otherMilestoneAchievement

diagram |————————
| tns:0therMilestoneAchievement |
| E] attributes |
| | otherMilestoneld | |
| IDREF attribute refers to the |
| otherMilestoneAchievement [ o |
, otherMilestoneAchievemen B
0. | S, ¥ |
_E_:E}-: comment | |
e
- - __ 1
type | tns:OtherMilestoneAchievement
" i minOcc 0
properties maxOcc  unbounded
content  complex
children | comment subjects
attributes Name Type Use Default Fixed Annotation
otherMilestoneld xs:IDREF required documentation
This IDREF
attribute refers
to the id of an
otherMilestone
in the same
period.
r XS: me= i iev = : i iev
source | <xs:element name="otherMilestoneAchievement" type="tns:OtherMilestoneAchievement"

minOccurs="0" maxOccurs="unbounded"/>




element PreAssignmentPeriod/startedMilestoneAchievement

diagram —
| tns:StartedMilestoneAchievement |
| [Ratrivetes |
| | startedMilestoneld | |
startedMilestoneAchievement E|J|— I
type | tns:StartedMilestoneAchievement
properties content  complex
children | comment subjects
attributes Name Type Use Default Fixed Annotation
startedMilestoneld xs:IDREF required documentation
This IDREF
attribute refers
to the id of the
startedMilestone
in the same
period.
source

<xs:element name="startedMilestoneAchievement" type="tns:StartedMilestoneAchievement"/>

complexType PublicContactPoint

diagram

|
|
(PublicContactpoint EH——(=e |4 e
| .
|
N

namespace

http://eudract.ema.europa.eu/schema/clinical_trial_result




type | extension of tns:ContactPoint

properties base tns:ContactPoint

children | emailAddress functionalContactName organisationName telephoneNumber

element  Sponsor/publicContact

used by

source | <xs:complexType name="PublicContactPoint">
<xs:complexContent>
<xs:extension base="tns:ContactPoint">
<xs:sequence/>
</xs:extension>
</xs:complexContent>
</xs:complexType>

complexType ReasonDetail

diagram = -
subjects

(ReasonDetail [}~ Lor—

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

properties abstract  true

children | subjects comment extralnfo

complexTypes  JoinedReasonDetail NotCompletedReasonDetail

used by

source | <xs:complexType name="ReasonDetail" abstract="true">
<xs:sequence>
<xs:element name="subjects">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:mininclusive value="1"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="comment" type="xs:string" minOccurs="0"/>
<xs:element name="extralnfo" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="500"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:complexType>




element ReasonDetail/subjects

diagram = -
subjects

type | restriction of xs:long

properties content  simple

Kind Value Annotation
mininclusive 1

maxInclusive 99999999

facets

source | <xs:element name="subjects">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:minlinclusive value="1"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element ReasonDetail/comment

diagram | m=--------- g

type | xs:string

minOcc 0
maxOcc 1
content  simple

properties

source | <xs:element name="comment" type="xs:string" minOccurs="0"/>

element ReasonDetail/extralnfo

diagram =TT

type | restriction of xs:string

" . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 500

source | <xs:element name="extralnfo" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="500"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




complexType ReasonJoined

diagram -
£ stiributes

ReasonJoined [

namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result

children | otherJoinedReason type

element SubjectDisposition/reasonsJoined/reasonJoined

used by

Name Type Use Default Fixed Annotation

attributes . .
id xs:1D required

source | <xs:complexType name="ReasonJoined">
<xs:sequence>
<xs:element name="otherJoinedReason" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="type" type="tns:EudractTerm">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Reason joined'.</xs:documentation>
</xs:annotation>
</xs:element>
</xs:sequence>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:complexType>

attribute ReasonJoined/@id

type | xs:1D

properties use required

source | <xs:attribute name="id" type="xs:ID" use="required"/>

element ReasonJoined/otherJoinedReason

diagram = - STttt TTTemTTTTT T

type | restriction of xs:string

" " minOcc 0
roperties
prop maxOcc 1
content  simple
Kind Value Annotation

facets




maxLength 50

source | <xs:element name="otherJoinedReason" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element ReasonJoined/type

diagram r—— — —

| tn=s:EudractTerm
|

E :E|—|§1.ralue | I

type | tns:EudractTerm

properties content  complex

children | value

documentation

annotation ) N
See list 'Reason joined'.

source | <xs:element name="type" type="tns:EudractTerm">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Reason joined'.</xs:documentation>
</xs:annotation>
</xs:element>

complexType ReasonNotCompleted

diagram -
B sttributes

(Fteas onNotCompleted [

.............. -

namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result

children | otherReason type

element  SubjectDisposition/reasonsNotCompleted/reasonNotCompleted

used by

Name Type Use Default Fixed

attributes . .
id xs:1D required

Annotation

source | <xs:complexType name="ReasonNotCompleted">

<xs:sequence>

<xs:element name="otherReason" minOccurs="0">
<xs:simpleType>




<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="type" type="tns:EudractTerm">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Reason not completed'.</xs:documentation>
</xs:annotation>
</xs:element>
</xs:sequence>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:complexType>

attribute ReasonNotCompleted/@id

type | xs:1D

properties use required

source | <xs:attribute name="id" type="xs:ID" use="required"/>

element ReasonNotCompleted/otherReason

diagram | gZF------------ 1

type | restriction of xs:string

. . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 50

source | <xs:element name="otherReason" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element ReasonNotCompleted/type

diagram —r— — — —
|:|'|5:EL||:I|'a|:'.Ter|'n _|

type | tns:EudractTerm

properties content  complex

children | value




annotation

documentation
See list 'Reason not completed'.

source

<xs:element name="type" type="tns:EudractTerm">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Reason not completed'.</xs:documentation>
</xs:annotation>
</xs:element>

complexType ReportingGroup

diagram -
[Fteportlngﬁmup [TIJ—(—-H—j
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
properties abstract  true
used by complexTypes BaselineReportingGroup SubjectAnalysisSet
source

<xs:complexType name="ReportingGroup" abstract="true">
<xs:sequence/>
</xs:complexType>

complexType ResultSet

diagram -
E] attributes |
I eudrac’tHumberE
' SpONsor '
r-- trialinformation
ResultSet [ Ll
'-: subjectDisposition
r-- baselineCharacteristics
—E:E}T-' endPoints
-4 trialChanges
r-+ subjectAnalysisSets
L-4 adverseEvents
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
children | triallnformation subjectDisposition baselineCharacteristics endPoints trialChanges subjectAnalysisSets
adverseEvents
used by element  result
attributes Name Type Use Default Fixed Annotation

eudractNumber xs:string




sponsor xs:string

source

<xs:complexType name="ResultSet">
<xs:sequence>
<xs:element name="trialiInformation” type="tns:Triallnformation" minOccurs="0"/>
<xs:element name="subjectDisposition" type="tns:SubjectDisposition” minOccurs="0"/>
<xs:element name="baselineCharacteristics" type="tns:BaselineCharacteristics"
minOccurs="0"/>
<xs:element name="endPoints" type="tns:EndPoints" minOccurs="0"/>
<xs:element name="trialChanges" type="tns:TrialChanges" minOccurs="0"/>
<xs:element name="subjectAnalysisSets" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="subjectAnalysisSet" type="tns:SubjectAnalysisSet" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="adverseEvents" type="aev:AdverseEvents" minOccurs="0"/>
</xs:sequence>
<xs:attribute name="eudractNumber" type="xs:string"/>
<xs:attribute name="sponsor" type="xs:string"/>
</xs:complexType>

attribute ResultSet/@eudractNumber

type

xs:string

source

<xs:attribute name="eudractNumber" type="xs:string"/>

attribute ResultSet/@sponsor

type

xs:string

source

<xs:attribute name="sponsor" type="xs:string"/>




element ResultSet/trialinformation

diagram

Sart45Related

\

\

\

\

\

\

‘ \
|
\

\

|
‘ ] \

\

\

\

=longTermFollowUpPlanned

! long

=backgroundTherapy 1

omparatorEvidence |

‘-1 populationAgeGroup




type | tns:Triallnformation
) . minOcc 0
roperties
prop maxOcc 1
content  complex
children | sponsorProtocolCode fullTitle isrctnidentifier usctnldentifier wholdentifier partOfPIP art45Related art46Related
analysisStage analysisStageDate analysisForPrimaryCompletion primaryCompletionDate
isGlobalEndOfTrialReached globalEndOfTrialPremature globalEndOfTrialDate mainObjective recruitmentStartDate
longTermFollowUpPlanned longTermDurationValue longTermDurationUnits idmcinvolvement subjectsProtection
backaroundTherapy comparatorEvidence sponsors pipnumbers otherldentifiers longTermRationales
countrySubjectCounts populationAgeGroup
source

<xs:element name="trialinformation" type="tns:Triallnformation” minOccurs="0"/>

element ResultSet/subjectDisposition

diagram T T T — — /]
| tns:SubjectDizposition |
| : -4 recruitmentDetails ; |
| r--" screeninglnformation ! |
| oo |
_____________________ t-- preAssignmentPeriod
 subjectDisposition EI—LEEI T |
_____________________ | r-- postAssignmentPeriods |
D o e
| c-- reasonsHotCompleted |
| e |
| ‘-4 reasonsJoined |
S |
type | tns:SubjectDisposition
) . minOcc 0
roperties
prop maxOcc 1
content complex
children | recruitmentDetails screeninginformation preAssignmentPeriod postAssignmentPeriods reasonsNotCompleted
reasonsJoined
source

<xs:element name="subjectDisposition" type="tns:SubjectDisposition" minOccurs="0"/>




element ResultSet/baselineCharacteristics

diagram |—————————————
| tn=:BaselineCharacteristics |
| -4 reportingModel |
' |
1
| i |
| -+ studyCategoricalCharacteristics |
i baselineCharacteristics
type | tns:BaselineCharacteristics
properties minOcc 0
maxOcc 1
content complex
children | reportingModel studyCategoricalCharacteristics studyContinuousCharacteristics ageContinuousCharacteristic
genderCategoricalCharacteristic ageCategoricalCharacteristic baselineReportingGroups
source

<xs:element name="baselineCharacteristics" type="tns:BaselineCharacteristics" minOccurs="0"/>

element ResultSet/endPoints

diagram r— —— — — —
| tns:EndPoints _|
' endPoints ETE:E}: endPoint |
T | T e e e e e e Lo
| 0. |
type | tns:EndPoints
" " minOcc 0
roperties
prop maxOcc 1
content  complex
children | endPoint
source

<xs:element name="endPoints" type="tns:EndPoints" minOccurs="0"/>




element ResultSet/trialChanges

diagram ___________|

! trialChanges E|—|-[ —~—F}

- limitationsAndCaveats -

e T ]

type | tns:TrialChanges

minOcc 0
maxOcc 1
content  complex

properties

children | globalinterruptions globalAmendments hasGlobalinterruptions hasGlobalAmendments limitationsAndCaveats

pubMedReferenceNumbers

source | <xs:element name="trialChanges" type="tns:TrialChanges" minOccurs="0"/>

element ResultSet/subjectAnalysisSets

diagram pmmmmmmme---oo- i R Rt semeeeg
. subjectAnalysisSets E]—E-—:El- subjectAnalysisSet
| e Y LR
0.=
properties minGcc 0

maxOcc 1
content  complex

children | subjectAnalysisSet

source | <xs:element name="subjectAnalysisSets" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="subjectAnalysisSet" type="tns:SubjectAnalysisSet" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>




</xs:.element>

element ResultSet/subjectAnalysisSets/subjectAnalysisSet

diagram e
tns:SubjectAnalysis Set

E] sttributes

E subjectAnalysis Set —'—
el Rt h R Rt R R Rt Rl LE, ;@

type | tns:SubjectAnalysisSet

minOcc 0
maxOcc  unbounded
content  complex

properties

children | subjects title description type

attributes . .
id xs:1D required

source | <xs:element name="subjectAnalysisSet" type="tns:SubjectAnalysisSet" minOccurs="0"
maxOccurs="unbounded"/>

Name Type Use Default Fixed Annotation




element ResultSet/adverseEvents

dlagram — - . T e e e —— ——— ——— ——

.- - - - _ _
type | tns:AdverseEvents
" " minOcc 0
roperties
prop maxOcc 1

content  complex

children | description nonSeriousEventFrequencyThreshold timeFrame assessmentMethod dictionary reportingGroups

nonSeriousAdverseEvents seriousAdverseEvents

source | <xs:element name="adverseEvents" type="aev:AdverseEvents" minOccurs="0"/>

complexType ScientificContactPoint

diagram ——— — — — — — — — — ]

L - <~ functionalContactlame ; |

|
|
[ScientificContac:tPoint E]—I—_E.-jgp e E——— |
|
|
|

: = - R [}

r-- organisationName .
i

v

1

L

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

type | extension of tns:ContactPoint

base tns:ContactPoint

properties




children | emailAddress functionalContactName organisationName telephoneNumber

element  Sponsor/scientificContact

used by

source | <xs:complexType name="ScientificContactPoint">
<xs:complexContent>
<xs:extension base="tns:ContactPoint">
<xs:sequence/>
</xs:extension>
</xs:complexContent>
</xs:complexType>

complexType Sponsor

diagram fmmmmmmm—

publicContact

scientificContact

namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result

children | address organisationName publicContact scientificContact

element  Triallnformation/sponsors/sponsor

used by

source | <xs:complexType name="Sponsor">
<xs:sequence>
<xs:element name="address" type="tns:Address" nillable="true" minOccurs="0"/>
<xs:element name="organisationName" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="160"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="publicContact" type="tns:PublicContactPoint"/>
<xs:element name="scientificContact" type="tns:ScientificContactPoint"/>
</xs:sequence>
</xs:complexType>




element Sponsor/address

diagram -
| tns:Address |
I I—--Epostt:c-de : |
e | L -2 streetAddress i
Caddress B{m)g ot
"""""" | -4~ townCity | |
I t-+ country |
type | tns:Address
properties minOcc 0
maxOcc 1
content  complex
nillable  true
children | postCode streetAddress townCity country
source | <xs:element name="address" type="tns:Address" nillable="true" minOccurs="0"/>

element Sponsor/organisationName

diagram EEmmomm--o---o--- oo
- organisationlame !
type | restriction of xs:string
" " minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kl_nd Value Annotation
minLength 2
maxLength 160
source

<xs:element name="organisationName" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="160"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




element Sponsor/publicContact

diagram _—

|

| .

I . FrunctionaiConiaciiame | |
= 4 TTTTTmmmmmmmmmmmmmmmmes

: - Zorganisationame |

| . :

publicContact [

type | tns:PublicContactPoint

properties content  complex

children | emailAddress functionalContactName organisationName telephoneNumber

source | <xs:element name="publicContact" type="tns:PublicContactPoint"/>

element Sponsor/scientificContact

diagram _—

t - = functionalContactlame ; |

e
| e
r-+ organisationlame :
:

|

: |

scientificContact [ :L ..................... |
|

|

type | tns:ScientificContactPoint

properties content  complex

children | emailAddress functionalContactName organisationName telephoneNumber

source | <xs:element name="scientificContact" type="tns:ScientificContactPoint"/>




complexType StartedMilestone

diagram |- e e e e e
tn=s:Milestone (extension |
[smrtedmnestc-ne E]T—@ |
B sttribute=s
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:Milestone
properties base tns:Milestone
used by element Period/startedMilestone
attributes _Name Type Use _ Default Fixed Annotation
id xs:1D required
source

<xs:complexType name="StartedMilestone">
<xs:complexContent>
<xs:extension base="tns:Milestone">
<xs:sequence/>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:extension>
</xs:complexContent>

</xs:complexType>

attribute StartedMilestone/@id

type | xs:1D
properties use required
source

<xs:attribute name="id" type="xs:ID" use="required"/>




complexType StartedMilestoneAchievement

diagram |——————————.
tn=:MilestoneAchievement (extension |
EstartedMiIestoneAchieuement EIT_E:E} -EEcomment : |
B sttribute=s |
| startedMilestoneld |
[ | DREF attribute re to the
_E)E}-Ezsubjems :
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:MilestoneAchievement
properties base tns:MilestoneAchievement
children | comment subjects
used by elements  PreAssignmentPeriod/startedMilestoneAchievement Arm/startedMilestoneAchievement
attributes Name Type Use Default Fixed Annotation
startedMilestoneld xs:IDREF required documentation
This IDREF
attribute refers
to the id of the
startedMilestone
in the same
period.
source

<xs:complexType name="StartedMilestoneAchievement">

<xs:complexContent>

<xs:extension base="tns:MilestoneAchievement">

<xs:.sequence>

<xs:element name="subjects" minOccurs="0">

<xs:simpleType>

<xs:restriction base="xs:long">
<xs:mininclusive value="1"/>
<xs:maxlInclusive value="99999999"/>

</xs:restriction>

</xs:simpleType>
</xs:element>
</xs:sequence>

<xs:attribute name="startedMilestoneld" type="xs:IDREF" use="required">

<xs:annotation>

<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of the
startedMilestone in the same period.




</xs:documentation>
</xs:annotation>
</xs:attribute>
</xs:extension>
</xs:complexContent>
</xs:complexType>

attribute StartedMilestoneAchievement/@startedMilestoneld

type | xs:IDREF
properties use required
annotation documentation

This IDREF attribute refers to the id of the
startedMilestone in the same period.

source

<xs:attribute name="startedMilestoneld" type="xs:IDREF" use="required">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of the
startedMilestone in the same period.
</xs:documentation>
</xs:annotation>
</xs:attribute>

element StartedMilestoneAchievement/subjects

diagram i
' subjects |
type | restriction of xs:long
properties minOcc 0
maxOcc 1
content  simple
facets Kl_nd _ Value Annotation
mininclusive 1
maxInclusive 99999999
source

<xs:element name="subjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:long">
<xs:minlinclusive value="1"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




complexType StatisticalAnalysis

diagram
This IDREF attribute refers o
: AmzhysiESetReportingGroup of
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
children | title description type analysisSpecification primaryAnalysis comment statisticalHypothesisTest parameterEstimate
armComparisonGroupld subjectAnalysisSetComparisonGroupld
used by element EndPoint/statisticalAnalyses/statisticalAnalysis
source

<xs:complexType name="StatisticalAnalysis">
<xs:sequence>
<xs:element name="title">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="description" minOccurs="0">




<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="500"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="type" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Statistical analysis type'.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="analysisSpecification" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Analysis specification’.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="primaryAnalysis" type="xs:boolean" minOccurs="0"/>
<xs:element name="comment" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="500"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="statisticalHypothesisTest" type="tns:StatisticalHypothesisTest"
minOccurs="0"/>
<xs:element name="parameterEstimate" type="tns:ParameterEstimate" minOccurs="0"/>
<xs:element name="armComparisonGroupld" type="xs:IDREF" minOccurs="0"
maxOccurs="unbounded">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of the
endPointArmReportingGroup of this endPoint
</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="subjectAnalysisSetComparisonGroupld" type="xs:IDREF" minOccurs="0"
maxOccurs="unbounded">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of the
endPointSubjectAnalysisSetReportingGroup of this endPoint
</xs:documentation>
</xs:annotation>
</xs:element>
</xs:sequence>
</xs:complexType>

element StatisticalAnalysis/title

diagram

type

restriction of xs:string




properties content  simple

Kind Value Annotation

facet
aces minLength 2

maxLength 50

source | <xs:element name="title">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="50"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element StatisticalAnalysis/description

diagram S mmmmao g

type | restriction of xs:string

. . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 500

source | <xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="500"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element StatisticalAnalysis/type

e F@.&E-.Y ]
i ( :E]—Fvalue | |
ana3 - - |

type | tns:EudractTerm

minOcc 0
maxOcc 1
content complex

properties

children | value

documentation

annotation e . .
See list 'Statistical analysis type'.

source | <xs:element name="type" type="tns:EudractTerm" minOccurs="0">

<xs:annotation>
<xs:documentation xml:lang="en">See list 'Statistical analysis type'.</xs:documentation>

</Xs:annotation>




</xs:.element>

element StatisticalAnalysis/analysisSpecification

diagram r—— — —
|'.|'|5:EL||:I|'a|:'.Ter|'n _|

| analysis Specification E}—{~— 7 value | :

See list "Ans specificatio - - - -
type | tns:EudractTerm
" " minOcc 0
roperties
prop maxOcc 1

content  complex

children | value

documentation

annotation ) . I
See list 'Analysis specification'.

source | <xs:element name="analysisSpecification" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Analysis specification'.</xs:documentation>
</xs:annotation>
</xs:element>

element StatisticalAnalysis/primaryAnalysis

diagram S

type | xs:boolean

minOcc 0
maxOcc 1
content  simple

properties

source | <xs:element name="primaryAnalysis" type="xs:boolean” minOccurs="0"/>

element StatisticalAnalysis/comment

diagram | m=--------- g

type | restriction of xs:string

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 500

source | <xs:element name="comment" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="500"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




element StatisticalAnalysis/statisticalHypothesisTest

diagram T T T T T T T T
tns: StatisticalHypothesisTest

| |
| |
| L-4 method [ I
| |
|
|

.
1
-1
-
&
=
@

type | tns:StatisticalHypothesisTest

minOcc 0
maxOcc 1
content  complex

properties

children | comment method otherMethod value valueEqualityRelation

source | <xs:element name="statisticalHypothesisTest" type="tns:StatisticalHypothesisTest"
minOccurs="0"/>

element StatisticalAnalysis/parameterEstimate

dlagram T T T o e e e e

............... -

|

| o

| - effectEstimate |
|

|

|

|

|

_____________________ : |
paremetorestimaie GHH{——EH g |
| |

|

|

|

type | tns:ParameterEstimate

minOcc 0
maxOcc 1
content complex

properties

children | confidencelnterval effectEstimate otherType pointEstimate type variabilityEstimate

source | <xs:element name="parameterEstimate" type="tns:ParameterEstimate" minOccurs="0"/>




element StatisticalAnalysis/armComparisonGroupld

TarmComparisonGroupld

diagram e .

---------------------- e |

type | xs:IDREF

minOcc 0

properties
maxOcc  unbounded
content  simple
annotation documentation

This IDREF attribute refers to the id of the
endPointArmReportingGroup of this endPoint

source | <xs:element name="armComparisonGroupld" type="xs:IDREF" minOccurs="0"
maxOccurs="unbounded">
<xs:annotation>
<xs:documentation xml:lang="en">
This IDREF attribute refers to the id of the
endPointArmReportingGroup of this endPoint
</xs:documentation>
</xs:annotation>
</xs:element>

element StatisticalAnalysis/subjectAnalysisSetComparisonGroupld

diagram

type | xs:IDREF

minOcc 0

properties
maxOcc  unbounded
content  simple

annotation documentation

This IDREF attribute refers to the id of the
endPointSubjectAnalysisSetReportingGroup of this endPoint

maxOccurs="unbounded">
<xs:annotation>
<xs:documentation xml:lang="en">

source | <xs:element name="subjectAnalysisSetComparisonGroupld" type="xs:IDREF" minOccurs="0"




This IDREF attribute refers to the id of the
endPointSubjectAnalysisSetReportingGroup of this endPoint
</xs:documentation>
</xs:annotation>
</xs:element>

complexType StatisticalHypothesisTest

diag,am | ameeeee---- .

[StatisticalHypothesisTest [{]—(—--—E} L ECE
-- otherMethod !

L- -EEvaI ueEqualityRelation '

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

properties final  extension restriction

children | comment method otherMethod value valueEqualityRelation

element  StatisticalAnalysis/statisticalHypothesisTest

used by

source | <xs:complexType name="StatisticalHypothesisTest" final="extension restriction">
<xs:sequence>
<xs:element name="comment" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="250"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="method" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Analysis method'.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="otherMethod" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="40"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="value" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:mininclusive value="0.00"/>
</xs:restriction>
</xs:simpleType>




</xs:element>
<xs:element name="valueEqualityRelation" type="xs:string" minOccurs="0"/>
</xs:sequence>
</xs:complexType>

element StatisticalHypothesisTest/comment

diagram | mr--------- g

type | restriction of xs:string

" . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 250

source | <xs:element name="comment" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="250"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element StatisticalHypothesisTest/method

diagram r—— — —
|'.|'|5:EL||:I|'a-:'.TE|'|T| _|

metiod B (- Fame | I

Ses list "Anz ethod - - - _ _
type | tns:EudractTerm
" " minOcc 0
roperties
prop maxOcc 1

content  complex

children | value

documentation

annotation . .
See list 'Analysis method'.

source | <xs:element name="method" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Analysis method'.</xs:documentation>
</xs:annotation>
</xs:element>

element StatisticalHypothesisTest/otherMethod

diagram =

type | restriction of xs:string

minOcc 0

roperties
prop maxOcc 1




content  simple

Kind Value Annotation

facets .
minLength 2

maxLength 40

source | <xs:element name="otherMethod" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="40"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element StatisticalHypothesisTest/value

diagram =t d

type | restriction of xs:decimal

" . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

mininclusive  0.00

source | <xs:element name="value" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:mininclusive value="0.00"/>
</xs:restriction>
</xs:simpleType>
</xs:.element>

element StatisticalHypothesisTest/valueEqualityRelation

diagram it

type | xs:string

minOcc 0
maxOcc 1
content  simple

properties

source | <xs:element name="valueEqualityRelation" type="xs:string" minOccurs="0"/>




complexType StudyCategoricalCharacteristic

diagram ——————————|
| tns:CategoricalCharacteristic (extension
| —|Eread1,rF:rrUalues I
| |
| le— |
i -
| L-2 reportingGroups |
b e e e e e e e e e 1
(Studerategoricalt:haracteristic [TI:H— : ______________________ |
| -- subjectAnalysisSets
| --- totalBaselineGroup |
| e
‘-4 categories |
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:CategoricalCharacteristic
properties base tns:CategoricalCharacteristic
children | readyForValues title description unit reportingGroups subjectAnalysisSets totalBaselineGroup categories
used by element BaselineCharacteristics/studyCategoricalCharacteristics/studyCategoricalCharacteristic
source

<xs:complexType name="StudyCategoricalCharacteristic">
<xs:complexContent>
<xs:extension base="tns:CategoricalCharacteristic">
<xs:sequence/>
</xs:extension>
</xs:complexContent>
</xs:complexType>




complexType StudyContinuousCharacteristic

diagram ,————_______l

|
|
|
|
|
|
(Stu dyContinuousCharacteristic [T‘]—I— 1

)

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

type | extension of tns:ContinuousCharacteristic

properties base tns:ContinuousCharacteristic

children | readyForValues title description unit reportingGroups subjectAnalysisSets centralTendencyType dispersionType

element BaselineCharacteristics/studyContinuousCharacteristics/studyContinuousCharacteristic

used by

source | <xs:complexType name="StudyContinuousCharacteristic">
<xs:complexContent>
<xs:extension base="tns:ContinuousCharacteristic">
<xs:sequence/>
</xs:extension>
</xs:complexContent>
</xs:complexType>




complexType SubjectAnalysisSet

diagram re———_—— — —
| tns:ReportingGroup (extens :“_|
(Subjectnnalysissm E]+—@ |
= _ _ _ |
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:ReportingGroup
properties base tns:ReportingGroup
children | subjects title description type
used by element ResultSet/subjectAnalysisSets/subjectAnalysisSet
attributes Name Type Use Default Fixed Annotation
id xs:1D required
source

<xs:complexType name="SubjectAnalysisSet">
<xs:complexContent>
<xs:extension base="tns:ReportingGroup">
<xs:sequence>
<xs:element name="subjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="1"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="title">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="62"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">




<xs:maxLength value="999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="type" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Subject analysis set type'.
</xs:documentation>
</xs:annotation>
</xs:element>
</xs:sequence>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:extension>
</xs:complexContent>
</xs:complexType>

attribute SubjectAnalysisSet/@id

type | xs:1D
properties use required
source | <xs:attribute name="id" type="xs:ID" use="required"/>

element SubjectAnalysisSet/subjects

diagram i
' subjects |
type | restriction of xs:int
properties minOcc 0
maxOcc 1
content  simple
facets Kl_nd _ Value Annotation
mininclusive 1
maxInclusive 99999999
source

<xs:element name="subjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:minInclusive value="1"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:.element>

element SubjectAnalysisSet/title

diagram

type

restriction of xs:string

properties

content  simple




Kind Value Annotation

facet
aces minLength 2

maxLength 62

source | <xs:element name="title">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="62"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element SubjectAnalysisSet/description

diagram Sy

type | restriction of xs:string

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 999

source | <xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element SubjectAnalysisSet/type

diagram r—— — —
|'.|'|5:EL||:I|'a|:'.Ter|'n _|

. -1';’;1-&"-':;' i .i :|—|E1.ralue | I

type | tns:EudractTerm

minOcc 0
maxOcc 1
content complex

properties

children | value

documentation

annotation ) : .
See list 'Subject analysis set type'.

source | <xs:element name="type" type="tns:EudractTerm" minOccurs="0">

<xs:annotation>
<xs:documentation xml:lang="en">See list 'Subject analysis set type'".
</xs:documentation>




</Xs:annotation>
</xs:element>

complexType SubjectDisposition

diagram sttt dtade
r-+ recruitmentDetails .
: ____________________
+-4% screeninginformation
: ittt el bl
F-< preAssignmentPeriod

(SubjectDisposition [J{—ee |4 [777TIITIIIIIII T
r-- postAssignmentPeriods
.
IL--E reasonsHotCompleted
o .=
‘-1 reasonsJoined
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
children | recruitmentDetails screeninginformation preAssignmentPeriod postAssignmentPeriods reasonsNotCompleted
reasonsJoined
used by element ResultSet/subjectDisposition
source

<xs:complexType name="SubjectDisposition">
<xs:sequence>
<xs:element name="recruitmentDetails" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="350"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="screeninglnformation” minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="350"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="preAssignmentPeriod" type="tns:PreAssignmentPeriod" minOccurs="0"/>
<xs:element name="postAssignmentPeriods" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="postAssignmentPeriod" type="tns:PostAssignmentPeriod"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="reasonsNotCompleted" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="reasonNotCompleted" type="tnhs:ReasonNotCompleted" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>




</xs:complexType>
</xs:element>
<xs:element name="reasonsJoined" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="reasonJoined" type="tns:ReasonJoined" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>

element SubjectDisposition/recruitmentDetails

diagram

type | restriction of xs:string
. . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 350

source | <xs:element name="recruitmentDetails" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="350"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element SubjectDisposition/screeningInformation

diagram

type | restriction of xs:string
. . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 350

source | <xs:element name="screeninglnformation” minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="350"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




element SubjectDisposition/preAssignmentPeriod

diagram B R R e R e e e B I IS IS
:_'.ns:F're-'-‘-.ss.ignrnerr.F'ericu:I _|
| r--~ completedMilestone . |
| —E)E}+-. startedMilestone |
| t-s otherMilestones |
! preAsmgnmentPerlod - |
------------------------ —| completedMilestoneAchievem... |
| -: notCompletedReasonDetails |
I -+ otherMilestoneAchievements [1] . I
| —| startedMilestoneAchievement ' |
- - - - _ 1
type | tns:PreAssignmentPeriod
" " minOcc 0
roperties
prop maxOcc 1
content  complex
children | completedMilestone startedMilestone otherMilestones completedMilestoneAchievement
notCompletedReasonDetails otherMilestoneAchievements startedMilestoneAchievement
source

<xs:element name="preAssignmentPeriod" type="tns:PreAssignmentPeriod" minOccurs="0"/>

element SubjectDisposition/postAssignmentPeriods

diagram 1mmsmoosmsososo-o-o-os--og el
i postAssignmentPeriods E—E:E]- postAssignmentPeriod [H
0.=
" " minOcc 0
roperties
prop maxOcc 1
content  complex
children | postAssignmentPeriod
source

<xs:element name="postAssignmentPeriods" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="postAssignmentPeriod" type="tns:PostAssignmentPeriod" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>




element SubjectDisposition/postAssignmentPeriods/postAssignmentPeriod

diagram |——————————————
| tns:PostAssignmentPeriod |
| E] sttributes |
| r"i completedMilestone |
| _E:BT" startedMilestone |
| L-4 otherMilestones |
i postAssignmentPeriod S |
-------------------------------------------- ot | - - =" blindinglmplementationDetails |
0.= | _______________________________ |
| —qutuallyrF_xl:lusiveArms | |
| —|EbaselinePeriod I
| _E)E'_ = blinded |
| .- clinicalTrialRoles |
| :r--: blindingType I
| t--oarms |
type | tns:PostAssignmentPeriod
" " minOcc 0
roperties
prop maxOcc  unbounded
content complex
children | completedMilestone startedMilestone otherMilestones title blindinglmplementationDetails mutuallyExclusiveArms
baselinePeriod blinded nonMutualExclusiveArmsNumberOfSubjects clinicalTrialRoles blindingType allocation arms
attributes _Name Type Use _ Default Fixed Annotation
id xs:1D required
source

<xs:element name="postAssignmentPeriod" type="tns:PostAssignmentPeriod" minOccurs="0"
maxOccurs="unbounded"/>




element SubjectDisposition/reasonsNotCompleted

diagram pmTTmmmmmmmmmmsom-o-so-- i
. reasonsNotCompleted E]—E:El--: reasonNotCompleted
- [ ettty tyiytututaliak £ -~

minOcc 0
maxOcc 1
content complex

properties

children | reasonNotCompleted

source | <xs:element name="reasonsNotCompleted" minOccurs="0">
<xs:complexType>
<xs:sequence>

maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element SubjectDisposition/reasonsNotCompleted/reasonNotCompleted

diagram r—— — — — — — —
| tns:ReazonlNotCompleted

| Bl sttributes

o
[l
[

type | tns:ReasonNotCompleted

minOcc 0
maxOcc  unbounded
content  complex

properties

children | otherReason type

Name Type Use Default Fixed Annotation

attributes . .
id xs:1D required

source | <xs:element name="reasonNotCompleted" type="tns:ReasonNotCompleted" minOccurs="0"
maxOccurs="unbounded"/>

element SubjectDisposition/reasonsJoined

diagram iy it tmmmmmmm- - -
i reasonsJoined E]—@E} reasonJoined
| SaE e e et Rt Rt LA

7

minOcc 0
maxOcc 1

properties

<xs:element name="reasonNotCompleted" type="tns:ReasonNotCompleted" minOccurs="0"




content complex

children | reasonJoined

source | <xs:element name="reasonsJoined" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="reasonJoined" type="tns:ReasonJoined" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element SubjectDisposition/reasonsJoined/reasonJoined

diagram

type | tns:ReasonJoined

minOcc 0
maxOcc  unbounded
content  complex

properties

children | otherJoinedReason type

Name Type Use Default Fixed

attributes . .
id xs:1D required

Annotation

source | <xs:element name="reasonJoined" type="tns:ReasonJoined" minOccurs="0"
maxOccurs="unbounded"/>

complexType telephoneNumber

diagram armmmmee-e- -
ro countryCode |

[1'3|E=Dh0nehlumber ETIJ_(_..._E_E .-; ----------------------

= i
-4 number !
'

namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result

children | countryCode number

used by element ContactPoint/telephoneNumber

source | <xs:complexType name="telephoneNumber">
<xs:sequence>
<xs:element name="countryCode" minOccurs="0">
<xs:simpleType>




<xs:restriction base="xs:string">
<xs:maxLength value="10"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="number" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="20"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:complexType>

element telephoneNumber/countryCode

diagram =t omo---- 1
! countryCode |
type | restriction of xs:string
) ) minOcc O
t
properties maxOce 1
content  simple
Kind Value  Annotation
facet
aces maxLength 10
source | <xs:element name="countryCode" minOccurs="0">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="10"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element telephoneNumber/number

diagram I=- - - -y
, number !
type | restriction of xs:string
" " minOcc 0
roperties
prop maxOcc 1
content  simple
Kind Value Annotation
facets
maxLength 20
source | <xs:element name="number" minOccurs="0">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="20"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




complexType TendencyMeasurableValue

diagram _——— — — — —
| tns:MeasurableValue (extension
| B attribute= I
I | categoryld . |
[TendencereasurableUalue E]—I— |
L
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
type | extension of tns:MeasurableValue
properties base tns:MeasurableValue
children | value
used by elements  CharacteristicReportingGroup/tendencyValue
EndPointReportingGroup/tendencyValues/tendencyValue
attributes Name Type Use Default Fixed Annotation
categoryld xs:IDREF documentation
This IDREF
attribute refers
totheid of a
category in the
same
characteristic
or endpoint.
source

<xs:complexType name="TendencyMeasurableValue">
<xs:complexContent>
<xs:extension base="tns:MeasurableValue">
<xs:sequence/>
</xs:extension>
</xs:complexContent>
</xs:complexType>




complexType TotalBaselineGroup

diagram -
] attributes
[Totalﬂaselineﬁroup =t
r--" subjects |
+---title !
t-- countableValues
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
children | subjects title countableValues
used by element CategoricalCharacteristic/totalBaselineGroup
attributes Name Type Use Default Fixed Annotation
id xs:1D required
source

<xs:complexType name="TotalBaselineGroup">
<xs:sequence>
<xs:element name="subjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="title" type="xs:string" minOccurs="0"/>
<xs:element name="countableValues" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="countableValue" type="tns:CountableValue" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:complexType>

attribute TotalBaselineGroup/@id

type | xs:1D
properties use required
source

<xs:attribute name="id" type="xs:ID" use="required"/>




element TotalBaselineGroup/subjects

diagram =--"-t-s

type | restriction of xs:int

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

mininclusive 0
maxInclusive 99999999

source | <xs:element name="subjects" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:minInclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:.element>

element TotalBaselineGroupl/title

diagram

type | xs:string

minOcc 0
maxOcc 1
content  simple

properties

source | <xs:element name="title" type="xs:string" minOccurs="0"/>

element TotalBaselineGroup/countableValues

diagram Fmmmm e S
' countableValues E—E:E}-: countableValue

=

0.=

minOcc 0
maxOcc 1
content complex

properties

children | countableValue

source | <xs:element name="countableValues" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="countableValue" type="tns:CountableValue" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>




element TotalBaselineGroup/countableValues/countableValue

diagram e
| tn=:CountableValue |
EEE |
| » categoryld : |
i countableValue |§|—|— |
S |
| —(—-H— = value | |
- 1
type | tns:CountableValue
" " minOcc 0
roperties
prop maxOcc  unbounded
content complex
children | value
attributes Name Type Use Default Fixed Annotation
categoryld xs:IDREF documentation
This IDREF
attribute refers
totheid of a
category in the
same
characteristic
or endpoint.
source

<xs:element name="countableValue" type="tns:CountableValue" minOccurs="0"
maxOccurs="unbounded"/>




complexType TrialChanges

diagram
[Triall:hanges E]—(—--—:E}
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result
children | globallnterruptions globalAmendments hasGlobalinterruptions hasGlobalAmendments limitationsAndCaveats
pubMedReferenceNumbers
used by element ResultSet/trialChanges

source

<xs:complexType name="TrialChanges">
<xs:sequence>
<xs:element name="globallnterruptions" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">If the question 'Were there any global interruptions to
the trial?' is answered with the response 'No’, then global interruptions must not be
provided.
</xs:documentation>
</xs:annotation>
<xs:complexType>
<xs:sequence>
<xs:element name="globallnterruption” type="tns:Globallnterruption" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="globalAmendments" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">If the question 'Were there any global substantial
amendments to the protocol?' is answered with the response 'No', then global
amendments must not
be provided.
</xs:documentation>
</xs:annotation>




<xs:complexType>
<xs:sequence>
<xs:element name="globalAmendment" type="tns:GlobalAmendment" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>

</xs:element>
<xs:element name="hasGloballnterruptions" type="xs:boolean" minOccurs="0"/>

<xs:element name="hasGlobalAmendments" type="xs:boolean” minOccurs="0"/>
<xs:element name="limitationsAndCaveats" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="250"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="pubMedReferenceNumbers" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="pmid" minOccurs="0" maxOccurs="unbounded">
<xs:simpleType>
<xs:restriction base="xs:nonNegativelnteger">
<xs:maxInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>

element TrialChanges/globallnterruptions

diagram fmmmmmmmmmm e -—---y e mmmmmmmmm—— o ----
v globallnterruptions E]—E:E]- globallnterruption

0.=

. minOcc 0
roperties
prop maxOcc 1
content  complex

children | globallnterruption

documentation

annotation : . .
If the question 'Were there any global interruptions to
the trial?" is answered with the response 'No', then global interruptions must not be provided.

source | <xs:element name="globallnterruptions" minOccurs="0">

<xs:annotation>
<xs:documentation xml:lang="en">If the question 'Were there any global interruptions to

the trial?' is answered with the response 'No', then global interruptions must not be

provided.




</xs:documentation>
</xs:annotation>
<xs:complexType>
<xs:sequence>
<xs:element name="globallnterruption” type="tns:Globallnterruption” minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element TrialChanges/globalinterruptions/globallnterruption

dlagram T e e e e e e e

Immmmmmmmaada

type | tns:Globallnterruption

minOcc 0
maxOcc  unbounded
content complex

properties

children ate restartDate description

source | <xs:element name="globallnterruption" type="tns:Globallnterruption" minOccurs="0"
maxOccurs="unbounded"/>

element TrialChanges/globalAmendments

diagram

minOcc 0
maxOcc 1
content  complex

properties

children | globalAmendment

documentation

annotation . .
If the question 'Were there any global substantial

be provided.

amendments to the protocol?' is answered with the response 'No', then global amendments must not




source

<xs:element name="globalAmendments" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">If the question 'Were there any global substantial
amendments to the protocol?' is answered with the response 'No', then global
amendments must not
be provided.
</xs:documentation>
</xs:annotation>
<xs:complexType>
<xs:sequence>
<xs:element name="globalAmendment" type="tns:GlobalAmendment" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element TrialChanges/globalAmendments/globalAmendment

diagram |— SR IS I IS IESS
tns:GlobalAmendment |
type | tns:GlobalAmendment
) ) minOcc O
roperties
prop maxOcc  unbounded
content complex
children | date description
source

<xs:element name="globalAmendment" type="tns:GlobalAmendment" minOccurs="0"
maxOccurs="unbounded"/>

element TrialChanges/hasGloballnterruptions

diagram e iiaieieintaleiai ittt ------
i hasGloballnterruptions .
type | xs:boolean
properties minOcc O
maxOcc 1
content  simple
source

<xs:element name="hasGloballnterruptions” type="xs:boolean” minOccurs="0"/>

element TrialChanges/hasGlobalAmendments

diagram

type

xs:boolean




minOcc 0
maxOcc 1
content  simple

properties

source | <xs:element name="hasGlobalAmendments" type="xs:boolean" minOccurs="0"/>

element TrialChanges/limitationsAndCaveats

diagram

type | restriction of xs:string

. . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 250

source | <xs:element name="limitationsAndCaveats" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="250"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element TrialChanges/pubMedReferenceNumbers

diagram 1TSS sos-so-o-o-o-ooo-os---- i =
i pubMedReferenceNumbers E—E}E}

" " minOcc 0
roperties
prop maxOcc 1
content complex
children | pmid

source | <xs:element name="pubMedReferenceNumbers" minOccurs="0">

<xs:complexType>
<xs:sequence>
<xs:element name="pmid" minOccurs="0" maxOccurs="unbounded">
<xs:simpleType>
<xs:restriction base="xs:nonNegativelnteger">
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
</xs:complexType>
</xs:element>




element TrialChanges/pubMedReferenceNumbers/pmid

diagram oot
Cpmid
'''''''''''' L%, :_-_'
0.
type | restriction of xs:nonNegativelnteger
. . minOcc 0
roperties
prop maxOcc  unbounded
content _ simple
facets Kind _ Value Annotation
maxInclusive 99999999
source | <xs:element name="pmid" minOccurs="0" maxOccurs="unbounded">

<xs:simpleType>
<xs:restriction base="xs:nonNegativelnteger">

<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:.element>




complexType Triallnformation

diagram

alinformation [} =]

wholdentifier |

" partofPip
" art45Related

mainObjective &

recruitmentStartDate ;

F longTermFollowUpPlanned

idmclnvolvemen

subjectsProtection

comparatorEvidence




namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
properties final  extension restriction

children | sponsorProtocolCode fullTitle isrctnidentifier usctnldentifier wholdentifier partOfPIP art45Related art46Related
analysisStage analysisStageDate analysisForPrimaryCompletion primaryCompletionDate
isGlobalEndOfTrialReached globalEndOfTrialPremature globalEndOfTrialDate mainObjective recruitmentStartDate
longTermFollowUpPlanned longTermDurationValue longTermDurationUnits idmclinvolvement subjectsProtection
backaroundTherapy comparatorEvidence sponsors pipnumbers otherldentifiers longTermRationales
countrySubjectCounts populationAgeGroup

used by element ResultSet/trialinformation

source

<xs:complexType name="TriallInformation" final="extension restriction">
<xs:sequence>
<xs:element name="sponsorProtocolCode" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
<xs:maxLength value="35"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="fullTitle" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="2000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="isrctnldentifier" nillable="true" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
<xs:pattern value="ISRCTN\d\d\d\d\d\d\d\d"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="usctnldentifier" nillable="true" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
<xs:pattern value="NCT\d\d\d\d\d\d\d\d"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="wholdentifier" nillable="true" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
<xs:pattern value="U\d{4}-\d{4}-\d{4}"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="partOfPIP" type="xs:boolean" nillable="true"/>
<xs:element name="art45Related" type="xs:boolean" nillable="true"/>
<xs:element name="art46Related" type="xs:boolean" nillable="true"/>
<xs:element name="analysisStage" type="tns:EudractTerm" minOccurs="0">




<xs:annotation>
<xs:documentation xml:lang="en">See list 'Study analysis stage'.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="analysisStageDate" type="xs:dateTime" minOccurs="0"/>
<xs:element name="analysisForPrimaryCompletion" type="xs:boolean” minOccurs="0"/>
<xs:element name="primaryCompletionDate" type="xs:dateTime" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">If the question 'Is this the analysis of the primary
completion data?' is answered 'No' then the Primary completion date must not be
provided. The
date of primary completion is required to be in the past.
</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="isGlobalEndOfTrialReached" type="xs:boolean" minOccurs="0"/>
<xs:element name="globalEndOfTrialPremature" type="xs:boolean” minOccurs="0"/>
<xs:element name="globalEndOfTrialDate" type="xs:dateTime" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">If the question 'Global end of trial date reached?' is
answered 'No' then the Global end of trial date must not be provided. The date of
global end of
trial is required to be in the past.
</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="mainObjective" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="1000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="recruitmentStartDate" type="xs:dateTime" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">The date of recruitment is required to be in the past.
</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="longTermFollowUpPlanned" type="xs:boolean"/>
<xs:element name="longTermDurationValue" type="xs:int" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">
If the question 'Long term follow up planned?' is
answered 'No' then the rationales, duration and value fields must not be provided.
</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="longTermDurationUnits" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list Term duration unit'. If the question 'Long
term follow up planned?' is answered 'No' then the rationales, duration and value
fields must
not be provided.
</xs:documentation>
</xs:annotation>




</xs:element>
<xs:element name="idmclnvolvement" type="xs:boolean" minOccurs="0"/>
<xs:element name="subjectsProtection" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="2000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="backgroundTherapy" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="2000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="comparatorEvidence" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="2000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="sponsors" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="sponsor" type="tns:Sponsor" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="pipnumbers" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">
If the question 'Is trial part of an agreed Paediatric
Investigation Plan (PIP)?' is answered 'No' then the EMA
Paediatric Investigation Plan(s) field must be empty.
</xs:documentation>
</xs:annotation>
<xs:complexType>
<xs:sequence>
<xs:element name="pipnumber" type="tns:PIPNumber" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="otherldentifiers" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="otherldentifier" type="tns:Otherldentifier* minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

<xs:element name="longTermRationales" type="tns:EudractTerm" nillable="true" minOccurs="0"

maxOccurs="unbounded">




<xs:annotation>
<xs:documentation xml:lang="en">See list 'Long term rationale'.</xs:documentation>
</xs:annotation>
</xs:element>
<xs:element name="countrySubjectCounts" minOccurs="0">
<xs:complexType>

<xs:sequence>
<xs:element name="countrySubjectCount" type="tns:CountrySubjectCount" minOccurs="0"

maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="populationAgeGroup" type="tns:PopulationAgeGroup" minOccurs="0"/>
</xs:sequence>
</xs:complexType>

element TriallInformation/sponsorProtocolCode

diagram =

type | restriction of xs:string
. . minOcc 0
roperties
prop maxOcc 1
content  simple
facets Kind Value Annotation

minLength 1
maxLength 35

source | <xs:element name="sponsorProtocolCode" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
<xs:maxLength value="35"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Trialinformation/fullTitle

diagram | w=------- y

type | restriction of xs:string
properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation
maxLength 2000

source | <xs:element name="fullTitle" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="2000"/>
</xs:restriction>




</xs:simpleType>
</xs:element>

element Trialinformation/isrctnldentifier

diagram | gF-------------- 1

type | restriction of xs:string

. . minOcc 0
properties maxOcc 1
content  simple
nillable  true
facets Kind Value Annotation
maxLength 50
pattern ISRCTN\d\d\d\d\d\d\d\d

source | <xs:element name="isrctnldentifier" nillable="true" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
<xs:pattern value="ISRCTN\d\d\d\d\d\d\d\d"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Trialinformation/usctnldentifier

diagram | rm---------------

type | restriction of xs:string

. . minOcc 0
properties maxOcc 1
content  simple
nillable  true
facets Kind Value Annotation
maxLength 50
pattern NCT\d\d\d\d\d\d\d\d

source | <xs:element name="usctnldentifier" nillable="true" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
<xs:pattern value="NCT\d\d\d\d\d\d\d\d"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element Trialinformation/wholdentifier

diagram fmmmmmmmmmmmmm g




type | restriction of xs:string
" i minOcc 0
properties maxOcc 1
content  simple
nillable  true
Kind Value Annotation
facet
aces maxLength 50
pattern u\d{4}-\d{4}-\d{4}
source | <xs:element name="wholdentifier" nillable="true" minOccurs="0">

<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="50"/>
<xs:pattern value="U\d{4}-\d{4}-\d{4}"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element TrialInformation/partOfPIP

diagram =
rtOfPIP
type | xs:boolean
e content  simple
roperties
prop nillable  true
source

<xs:element name="pantOfPIP" type="xs:boolean" nillable="true"/>

element TrialInformation/art45Related

diagram =
artdsRelated
type | xs:boolean
e content  simple
roperties
prop nillable  true
source

<xs:element name="art45Related" type="xs:boolean" nillable="true"/>

element Trialinformation/art46Related

diagram =
artdGRelated
type | xs:boolean
properties content  simple
nillable  true
source

<xs:element name="art46Related" type="xs:boolean" nillable="true"/>




element Triallnformation/analysisStage

diagram —r— — — —
| tns:EudractTerm
s Stage E|—|—(—H-—:E|—|§1.ralue | I
wdhy anahesis | o
type | tns:EudractTerm
properties minOcc 0
maxOcc 1
content complex
children | value
annotation docume'ntatlon _ '
See list 'Study analysis stage'.
source

<xs:element name="analysisStage" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Study analysis stage'.</xs:documentation>
</xs:annotation>
</xs:element>

element TriallInformation/analysisStageDate

diagram i EOREEE R
i analysisStageDate |
type | xs:dateTime
properties minOcc 0
maxOcc 1
content  simple
source

<xs:element name="analysisStageDate" type="xs:dateTime" minOccurs="0"/>

element Triallnformation/analysisForPrimaryCompletion

diagram . coommo- Tmmmtommmmm- -
"analysisForPrimaryCompletion |
o o mm e e e e e e e e e e e = 1
type | xs:boolean
" " minOcc 0
roperties
prop maxOcc 1
content  simple
source

<xs:element name="analysisForPrimaryCompletion" type="xs:boolean" minOccurs="0"/>




element TriallInformation/primaryCompletionDate

diagram

-
|
[

type | xs:dateTime
properties minOcc 0
maxOcc 1

content  simple

documentation

annotation : . . )
If the question 'Is this the analysis of the primary
completion data?' is answered 'No' then the Primary completion date must not be provided. The

date of primary completion is required to be in the past.

source | <xs:element name="primaryCompletionDate" type="xs:dateTime" minOccurs="0">

<xs:annotation>
<xs:documentation xml:lang="en">If the question 'Is this the analysis of the primary

provided. The
date of primary completion is required to be in the past.

</xs:documentation>
</xs:annotation>
</xs:.element>

completion data?' is answered 'No' then the Primary completion date must not be

element Trialinformation/isGlobalEndOfTrialReached

diagram

__________________________ -
[

[

|

EEisGIDbaIEndDﬂ'rialReached

type | xs:boolean
properties minOcc 0
maxOcc 1

content  simple

source | <xs:element name="isGlobalEndOfTrialReached" type="xs:boolean” minOccurs="0"/>

element TriallInformation/globalEndOfTrialPremature

diagram IZ----------------o--------g
i globalEndOfTrialPremature !

type | xs:boolean
" " minOcc 0
roperties
prop maxOcc 1

content  simple

source | <xs:element name="globalEndOfTrialPremature" type="xs:boolean" minOccurs="0"/>




element TriallInformation/globalEndOfTrialDate

diagram

type | xs:dateTime
properties minGcc 0
maxOcc 1
content  simple

documentation
annotation . . .

If the question 'Global end of trial date reached?' is
answered 'No' then the Global end of trial date must not be provided. The date of global end of

trial is required to be in the past.

<xs:element name="globalEndOfTrialDate" type="xs:dateTime" minOccurs="0">

<xs:annotation>
<xs:documentation xml:lang="en">If the question 'Global end of trial date reached?' is

source

global end of
trial is required to be in the past.

</xs:documentation>
</xs:annotation>
</xs:.element>

answered 'No' then the Global end of trial date must not be provided. The date of

element Triallnformation/mainObjective

diagram

type | restriction of xs:string
properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation
maxLength 1000

source | <xs:element name="mainObjective" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="1000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




element Trialinformation/recruitmentStartDate

diagram e 1
"~ recruitmentstartDate |

type | xs:dateTime

" " minOcc 0
roperties
prop maxOcc 1
content  simple
annotation documentation

The date of recruitment is required to be in the past.

source | <xs:element name="recruitmentStartDate" type="xs:dateTime" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">The date of recruitment is required to be in the past.
</xs:documentation>
</xs:annotation>
</xs:element>

element Triallnformation/longTermFollowUpPlanned

diagram =
|_ longTermFollowUpPlanned

type | xs:boolean

properties content  simple

source | <xs:element name="longTermFollowUpPlanned" type="xs:boolean"/>

element TriallInformation/longTermDurationValue

diagram
type | xs:int
) i minOcc O
properties maxOcc 1
content  simple
annotation documentation
If the question 'Long term follow up planned?' is
answered 'No' then the rationales, duration and value fields must not be provided.
source | <xs:element name="longTermDurationValue" type="xs:int" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">
If the question 'Long term follow up planned?' is




answered 'No' then the rationales, duration and value fields must not be provided.
</xs:documentation>
</xs:annotation>
</xs:element>

element Triallnformation/longTermDurationUnits

diagram r—— — — _I
| tns:EudractTerm
nits E|—|—(—H-—]E|—|;1.ralue | I
CMfthe L
type | tns:EudractTerm
properties minOcc O
maxOcc 1
content complex
children | value
documentation
annotation ) . . .
See list 'Term duration unit'. If the question 'Long
term follow up planned?' is answered 'No' then the rationales, duration and value fields must
not be provided.
source

<xs:element name="longTermDurationUnits" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list Term duration unit'. If the question 'Long
term follow up planned?' is answered 'No' then the rationales, duration and value
fields must
not be provided.
</xs:documentation>
</xs:annotation>
</xs:element>

element Trialinformation/idmclnvolvement

diagram EootTotmmm-m--- 1
! idmclnvolvement |
__________________ 1

type | xs:boolean

" " minOcc 0

roperties

prop maxOcc 1
content  simple

source

<xs:element name="idmclnvolvement" type="xs:boolean” minOccurs="0"/>




element TriallInformation/subjectsProtection

diagram IS s mmm s o mmmm-mmo g

type | restriction of xs:string

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 2000

source | <xs:element name="subjectsProtection” minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="2000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element TriallInformation/backgroundTherapy

diagram | 1z=-==sss------------g

type | restriction of xs:string

properties minOcc O
maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 2000

source | <xs:element name="backgroundTherapy" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="2000"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element TriallInformation/comparatorEvidence

diagram | gF------------------- 1

type | restriction of xs:string

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

maxLength 2000

source | <xs:element name="comparatorEvidence" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="2000"/>
</xs:restriction>




</xs:simpleType>
</xs:element>

element TriallInformation/sponsors

diagram Temmmmmmme- 1 Tommmmmm-e-
| SPONSOrs E—E:E}-- Sponsor
L [ e e e - - .- _:,__II
0.=
properties minOcc 0
maxOcc 1
content complex
children | sponsor
source

<xs:element name="sponsors" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="sponsor" type="tns:Sponsor" minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element Triallnformation/sponsors/sponsor

diagram — T — — —/
| tns:Sponsor |
| r-- address |
___________ L - -~ arganisationName | |
E sponsor == T |
""""""""" e ublicContact [#]
0| P &+ |
| scientificContact |
__ T
type | tns:Sponsor
" " minOcc 0
roperties
prop maxOcc  unbounded
content complex
children | address organisationName publicContact scientificContact
source

<xs:element name="sponsor" type="tns:Sponsor" minOccurs="0" maxOccurs="unbounded"/>




element TriallInformation/pipnumbers

diagram e e
' pipnumbers E]—E-—:E]--: pipnumber

£

minOcc 0
maxOcc 1
content  complex

properties

children | pipnumber

annotation documentation
If the question 'Is trial part of an agreed Paediatric
Investigation Plan (PIP)?" is answered 'No' then the EMA
Paediatric Investigation Plan(s) field must be empty.

source | <xs:element name="pipnumbers" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">
If the question 'Is trial part of an agreed Paediatric
Investigation Plan (PIP)?" is answered 'No' then the EMA
Paediatric Investigation Plan(s) field must be empty.
</xs:documentation>
</xs:annotation>
<xs:complexType>
<xs:sequence>
<xs:element name="pipnumber" type="tns:PIPNumber" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element Triallnformation/pipnumbers/pipnumber

diagram — T T /]

| tns:PIPHumber |

E- -r_;i ;:r;'l-u-r;b'-e- r- -E—L[*:E—F number | |

---------------------- Sl |
.= S |

type | tns:PIPNumber

minOcc 0
maxOcc  unbounded
content  complex

properties

children | number

source | <xs:element name="pipnumber" type="tns:PIPNumber" minOccurs="0" maxOccurs="unbounded"/>




element Trialinformation/otherldentifiers

diagram mm e mmmm—m o 1 = mmmmmmmmmm———
| otheridentifiers [}{—=—[Z}- otheridentifier

minOcc 0
maxOcc 1
content  complex

properties

children | otherldentifier

source | <xs:element name="otherldentifiers" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="otherldentifier" type="tns:Otherldentifier" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element Trialinformation/otherldentifiers/otherldentifier

diagram

type | tns:Otherldentifier

minOcc 0
maxOcc  unbounded
content complex

properties

children | name number

source | <xs:element name="otherldentifier" type="tns:Otherldentifier" minOccurs="0"
maxOccurs="unbounded"/>

element TriallInformation/longTermRationales

diagram r—— — —
|'.|'|5:EL||:I|'a|:'.Ter|'n _|

type | tns:EudractTerm

minOcc 0

maxOcc  unbounded
content  complex
nillable  true

properties

children | value

documentation
See list 'Long term rationale'.

annotation




source

<xs:element name="longTermRationales" type="tns:EudractTerm" nillable="true" minOccurs="0"
maxOccurs="unbounded">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Long term rationale'.</xs:documentation>
</xs:annotation>
</xs:element>

element Triallnformation/countrySubjectCounts

diagram | i====m-m----- aieiulabaitiale bl jmmmmmmmmmse Iiuiuiaiaiiet
1 countrySubjectCounts E—@E} countrySubjectCount
........................ 1 B R R R Kl |
0.
) ) minOcc O
roperties
prop maxOcc 1
content  complex
children | countrySubjectCount
source

<xs:element name="countrySubjectCounts" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="countrySubjectCount" type="tns:CountrySubjectCount" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element Triallnformation/countrySubjectCounts/countrySubjectCount

diagram r— — — — —|
| tns:Country SubjectCount
type | tns:CountrySubjectCount

) ) minOcc O

roperties
prop maxOcc  unbounded

content complex
children | subjects country
source

<xs:element name="countrySubjectCount" type="tns:CountrySubjectCount" minOccurs="0"
maxOccurs="unbounded"/>




element TrialInformation/populationAgeGroup

diagram |-——————————
tns:PopulationAgeGroup |
| |
| —Fpretermhlewbornlnfants | I
| |
| —Finfantsﬁ.ndToddlers | |
' populationAgeGroup E—I—Q:E]——Fchildren |
} |
| :
| = elderly65Tog4 |
| Eelderlymerﬂﬁ |
type | tns:PopulationAgeGroup
" i minOcc 0
properties maxOcc 1
content complex
children | inUtero pretermNewborninfants newborns infantsAndToddlers children adolescents adults elderly65To84
elderlyOver85
source

<xs:element name="populationAgeGroup" type="tns:PopulationAgeGroup" minOccurs="0"/>

complexType VariabilityEstimate

diagram =TT A
r-- digpersion\Value |
(variabilityEstimate [ —eee 4 7TTT0TTIRR00000
L1 type
namespace | http://eudract.ema.europa.eu/schema/clinical_trial_result
children | dispersionValue type
used by element ParameterEstimate/variabilityEstimate
source

<xs:complexType name="VariabilityEstimate">
<xs:sequence>
<xs:element name="dispersionValue" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:minlinclusive value="0.00"/>
<xs:maxlInclusive value="99999999999999999.99"/>
</xs:restriction>
</xs:simpleType>




</xs:element>
<xs:element name="type" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Variability estimate type'.</xs:documentation>
</xs:annotation>
</xs:element>
</xs:sequence>
</xs:complexType>

element VariabilityEstimate/dispersionValue

diagram S

type | restriction of xs:decimal

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

mininclusive  0.00
maxinclusive  99999999999999999.99

source | <xs:element name="dispersionValue" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:mininclusive value="0.00"/>
<xs:maxlInclusive value="99999999999999999.99"/>
</xs:restriction>
</xs:simpleType>
</xs:.element>

element VariabilityEstimate/type

d ; _— e —
o i_'.ns:ELll:Irac:Terrn _|
e B {—E{vaiue ] I
Cee list "V arizh mctimmzte Lo

type | tns:EudractTerm

minOcc 0
maxOcc 1
content complex

properties

children | value

documentation

annotation ) L .
See list 'Variability estimate type'.

source | <xs:element name="type" type="tns:EudractTerm" minOccurs="0">

<xs:annotation>
<xs:documentation xml:lang="en">See list 'Variability estimate type'.</xs:documentation>

</xs:annotation>
</xs:element>
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