Schema adverseEvents.xsd

schema location:

adverseEvents.xsd

attributeFormDefault:

elementFormDefault:  unqualified

targetNamespace:

Elements

Complex types

adverseEvents AdverseEvent

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

AdverseEventReportingGroup

AdverseEvents
ControlledTerm
DictionaryDetails
EudractTerm

fatalities

NonSeriousAdverseEvent

ReportingGroupAdverseEventValues

ReportingGroupNonSeriousAdverseEventValues

ReportingGroupSeriousAdverseEventValues

SeriousAdverseEvent

element adverseEvents

diagram o T o s s e e e e e
tns:AdverseEvents |
| === |
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o |
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L
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| L-- seriousAdverseEvents |
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namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result/adverse_events

type

tns:AdverseEvents




properties

content  complex

description nonSeriousEventFrequencyThreshold timeFrame assessmentMethod dictionary reportingGroups

children
n

onSeriousAdverseEvents seriousAdverseEvents

source | <xs:element name="adverseEvents" type="tns:AdverseEvents"/>

complexType AdverseEvent

diagram = T [
r-+ description !
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result/adverse_events
properties abstract  true
children | description term organSystem assessmentMethod dictionaryOverridden dictionary
used by complexTypes NonSeriousAdverseEvent SeriousAdverseEvent
source | <xs:complexType name="AdverseEvent" abstract="true">

<xs:sequence>
<xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="250"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="term">

<xs:simpleType>




<xs:restriction base="xs:string">
<xs:minLength value="2"/>
<xs:maxLength value="100"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="organSystem" type="tns:ControlledTerm" minOccurs="0">

<xs:annotation>
<xs:documentation>See EUTCT list 'Medical Dictionary For Regulatory Activities (MedDRA)'.

</xs:documentation>
</xs:annotation>
</xs:.element>
<xs:element name="assessmentMethod" type="tns:EudractTerm" minOccurs="0">

<xs:annotation>
<xs:documentation xml:lang="en">See list 'Adverse event assessment method'.

</xs:documentation>

</xs:annotation>

</xs:element>
<xs:element name="dictionaryOverridden" type="xs:boolean" default="false"/>

<xs:element name="dictionary" type="tns:DictionaryDetails" minOccurs="0">

<xs:annotation>
<xs:documentation xml:lang="en">If the question 'Do you want to use a different

dictionary name
and version or reporting this adverse event?' is answered 'No’, then the alternative

dictionary name,
alternative dictionary version and other dictionary name must not be provided.

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

element AdverseEvent/description

diagram

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

maxLength 250

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




element AdverseEvent/term

diagram

type | restriction of xs:string

properties content  simple

Kind Value Annotation

facet
aces minLength 2

maxLength 100

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

element AdverseEvent/organSystem

diagram _——— — — —

type | tns:ControlledTerm

minOcc 0
maxOcc 1
content complex

properties

children | eutctld version

documentation

tat . . _ A
annotation See EUTCT list 'Medical Dictionary For Regulatory Activities (MedDRA)'.

source | <xs:element name="organSystem" type="tns:ControlledTerm" minOccurs="0">
<xs:annotation>

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

<xs:documentation>See EUTCT list 'Medical Dictionary For Regulatory Activities (MedDRA)'.




element AdverseEvent/assessmentMethod

diagram r—— — —

| tns:EudractTerm

type | tns:EudractTerm

minOcc 0
maxOcc 1
content  complex

properties

children | value

documentation

annotation ;
See list 'Adverse event assessment method'.

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

element AdverseEvent/dictionaryOverridden

diagram

Fdictionar!.rmerridden

type | xs:boolean

content  simple

r rt
properiies default false

source | <xs:element name="dictionaryOverridden" type="xs:boolean" default="false"/>

element AdverseEvent/dictionary

dlagram — 0 0 o e e |
tns:DictionaryDetails

otherlame

“version |

|
|

dictionary 3 (
o

|




type | tns:DictionaryDetails

minOcc 0
maxOcc 1
content  complex

properties

children | otherName version name

documentation

If the question 'Do you want to use a different
dictionary name
and version or reporting this adverse event?' is answered 'No', then the alternative dictionary name,
alternative dictionary version and other dictionary name must not be provided.

annotation

source | <xs:element name="dictionary" type="tns:DictionaryDetails" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">If the question 'Do you want to use a different
dictionary name
and version or reporting this adverse event?' is answered 'No’, then the alternative
dictionary name,
alternative dictionary version and other dictionary name must not be provided.
</xs:documentation>
</xs:annotation>
</xs:element>

complexType AdverseEventReportingGroup

diagram -
] sttributes

[Adve rseEventReportingGroup [TI]—
escription

—Fsubjectsﬁ.ﬂectedByrHDnSerious... |

—(—--—E——Fsu bjectsAffectedBy SeriousAdv... |
_|'

subjectsExposed |

—Fdeathsﬁ.lltauses |

—FdeathsResultingFromAdverseE...

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

children | title description subjectsAffectedByNonSeriousAdverseEvents subjectsAffectedBySeriousAdverseEvents
subjectsExposed deathsAllCauses deathsResultingFromAdverseEvents

element AdverseEvents/reportingGroups/reportingGroup

used by

Name Type Use Default Fixed Annotation

attributes . .
id xs:1D required

source | <xs:complexType name="AdverseEventReportingGroup">
<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" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="subjectsAffectedByNonSeriousAdverseEvents" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:minlinclusive value="0"/>
<xs:maxInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="subjectsAffectedBySeriousAdverseEvents" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="subjectsExposed" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:minlinclusive value="1"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="deathsAllCauses" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="0"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="deathsResultingFromAdverseEvents" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="0"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
<xs:attribute name="id" type="xs:ID" use="required"/>
</xs:complexType>




attribute AdverseEventReportingGroup/@id

type | xs:1D

properties use required

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

element AdverseEventReportingGroupltitle

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 AdverseEventReportingGroup/description

diagram = —
description

type | restriction of xs:string

content  simple

roperties
prop nillable  true

Kind Value Annotation

facet
aces maxLength 999

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

element AdverseEventReportingGroup/subjectsAffectedByNonSeriousAdverseEvents

diagram = - -
|_SI.IbJEGtSAﬂEGtEdBYHDHSErIDI.IS...




type | restriction of xs:int
e content  simple
roperties
prop nillable  true
facets Kind Value Annotation
mininclusive 0
maxInclusive 99999999
source

<xs:element name="subjectsAffectedByNonSeriousAdverseEvents" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:minlinclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element AdverseEventReportingGroup/subjectsAffectedBySeriousAdverseEvents

diagram = - -
|_subjectsﬂffectedﬂy,%erloushdv...
type | restriction of xs:int
e content  simple
roperties
prop nillable  true
facets Kind Value Annotation
mininclusive 0
maxInclusive 99999999
source

<xs:element name="subjectsAffectedBySeriousAdverseEvents" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:minInclusive value="0"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:.element>

element AdverseEventReportingGroup/subjectsExposed

diagram = -
rsubjec:tsExposed
type | restriction of xs:int
e content  simple
roperties
prop nillable  true
facets Kind Value Annotation
mininclusive 1
maxInclusive 99999999
source

<xs:element name="subjectsExposed" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:minInclusive value="1"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>




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

element AdverseEventReportingGroup/deathsAllCauses

diagram =
rdeathsAIICauses
type | restriction of xs:int
. . content  simple
t
properties nillable  true
facets Kind _ Value  Annotation
mininclusive 0
source | <xs:element name="deathsAllCauses" nillable="true">

<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="0"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element AdverseEventReportingGroup/deathsResultingFromAdverseEvents

diagram = -
|_deathsResultlngFromAdverseE...
type | restriction of xs:int
e content  simple
roperties
prop nillable  true
facets Kind Value Annotation
mininclusive 0
source

<xs:element name="deathsResultingFromAdverseEvents" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:minlinclusive value="0"/>
</xs:restriction>
</xs:simpleType>
</xs:element>




complexType AdverseEvents

diagram =T s e e ooy
r-- description !
! T
:L--iEncunSeriousEventFrequenn::g.rThr... !
: |
r-- timeFrame !
: _____________
: | el i |
L-4 assessmentMethod
iP5
1

EAdverseEvents [TI]—(—--—E-i 2 =nem
'
[ L -
;-7 dictionary
1
L-- reportingGroups
I
1 .
-+ nonSeriousAdverseEvents
G o
L-- seriousAdverseEvents
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result/adverse_events
children | description nonSeriousEventFrequencyThreshold timeFrame assessmentMethod dictionary reportingGroups
nonSeriousAdverseEvents seriousAdverseEvents
used by element adverseEvents
source

<xs:complexType name="AdverseEvents">
<xs:sequence>
<xs:element name="description" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="350"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="nonSeriousEventFrequencyThreshold" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:minlinclusive value="0.00"/>
<xs:maxInclusive value="5.00"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="timeFrame" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
<xs:maxLength value="255"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="assessmentMethod" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Adverse event assessment method'.
</xs:documentation>




</xs:annotation>
</xs:element>
<xs:element name="dictionary" type="tns:DictionaryDetails" minOccurs="0"/>
<xs:element name="reportingGroups" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="reportingGroup" type="tns:AdverseEventReportingGroup"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="nonSeriousAdverseEvents" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="nonSeriousAdverseEvent" type="tns:NonSeriousAdverseEvent"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="seriousAdverseEvents" minOccurs="0">
<xs:complexType>
<xs:sequence>

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

element AdverseEvents/description

diagram sy

type | restriction of xs:string

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

maxLength 350

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

element AdverseEvents/nonSeriousEventFrequencyThreshold

diagram 25t |

<xs:element name="seriousAdverseEvent" type="tns:SeriousAdverseEvent" minOccurs="0"




type | restriction of xs:decimal

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

mininclusive  0.00

maxInclusive  5.00

source | <xs:element name="nonSeriousEventFrequencyThreshold" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:decimal">
<xs:mininclusive value="0.00"/>
<xs:maxlInclusive value="5.00"/>
</xs:restriction>
</xs:simpleType>
</xs:.element>

element AdverseEvents/timeFrame

diagram

type | restriction of xs:string

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

minLength 1
maxLength 255

source | <xs:element name="timeFrame" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:minLength value="1"/>
<xs:maxLength value="255"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element AdverseEvents/assessmentMethod

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

type | tns:EudractTerm

minOcc 0
maxOcc 1
content complex

properties

children | value

annotation docume'ntatlon ,
See list 'Adverse event assessment method'.




source

<xs:element name="assessmentMethod" type="tns:EudractTerm" minOccurs="0">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Adverse event assessment method'".
</xs:documentation>
</xs:annotation>
</xs:element>

element AdverseEvents/dictionary

diagram
type | tns:DictionaryDetails
properties minGcc 0
maxOcc 1
content complex
children | otherName version name
source

<xs:element name="dictionary" type="tns:DictionaryDetails" minOccurs="0"/>

element AdverseEvents/reportingGroups

diagram 1mmm-- Tmoom-ome- 1 T T ooy
' reportingGroups B—E}E}-: reportingGroup
.................. 1 B R Rt Rl
0.=
" " minOcc 0
roperties
prop maxOcc 1
content complex
children | reportingGroup
source

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




element AdverseEvents/reportingGroups/reportingGroup

diagram B R R e R e e e B I IS IS
:_'.ns:-'-‘-.-:l--erseE--e|'|'.RE|:||:||“.i|'|gl3r|:|L||:u _|
| E] attributes |
E reportingGroup [=]—— = — |
------------------------------ <y |
0.
| —Fsubjeu:’tsAffec:tedByrHonSerious... | |
| —(—-*E——Fsubjectsﬁ.ﬁectedﬂyﬁeriousﬁ.dv... | |
| —FsubjectsExpused | |
I —Fdeathsmll:auses | I
| —FdeatthesultingFromAdverseE... | |
- - - - _ 1
type | tns:AdverseEventReportingGroup
" i minOcc 0
properties maxOcc  unbounded
content  complex
children | title description subjectsAffectedByNonSeriousAdverseEvents subjectsAffectedBySeriousAdverseEvents
subjectsExposed deathsAllCauses deathsResultingFromAdverseEvents
attributes _Name Type Use _ Default Fixed Annotation
id xs:1D required
source

<xs:element name="reportingGroup" type="tns:AdverseEventReportingGroup" minOccurs="0"
maxOccurs="unbounded"/>

element AdverseEvents/nonSeriousAdverseEvents

diagram et 1mmSmmmmommsooo--soo-o-----
i nonSeriousAdverseEvents E—E}E} nonseriousAdverseEvent
0.
) ) minOcc O
t
properties maxOcc 1
content  complex
children | nonSeriousAdverseEvent
source | <xs:element name="nonSeriousAdverseEvents" minOccurs="0">

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




element AdverseEvents/nonSeriousAdverseEvents/nonSeriousAdverseEvent

diagram e e e e e I S IS IS
l_'.ns:Hu:unSericn.ls-f-.cl-.-erseE-.-en'. _|

fmmmm e
i nonSeriousAdverseEvent E]
________________________________________________ Y -_z__ll

0=

type | tns:NonSeriousAdverseEvent

minOcc 0
maxOcc  unbounded
content complex

properties

children | description term organSystem assessmentMethod dictionaryOverridden dictionary values

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

element AdverseEvents/seriousAdverseEvents

dlagram it P | PTTTTITTTmmmmmmmmmemmmms
1 seriousAdverseEvents E]—E)E}-: seriousAdverseEvent

minOcc 0

roperties
prop maxOcc 1




content complex

children

seriousAdverseEvent

source

<xs:element name="seriousAdverseEvents" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="seriousAdverseEvent" type="tns:SeriousAdverseEvent" minOccurs="0"
maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element AdverseEvents/seriousAdverseEvents/seriousAdverseEvent

diagram |———————————|
| tns:SeriousAdverseEvent
i seriousAdverseEvent E]
1
type | tns:SeriousAdverseEvent
. minOcc 0
roperties
prop maxOcc  unbounded
content  complex
children | description term organSystem assessmentMethod dictionaryOverridden dictionary values




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

complexType ControlledTerm

diagram

= eutetld

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

= version

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

children | eutctld version

element AdverseEvent/organSystem

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 DictionaryDetails

diagram

(Dictionawnetails [{]—(—--—




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

children | otherName version name

elements  AdverseEvents/dictionary AdverseEvent/dictionary

used by

source | <xs:complexType name="DictionaryDetails">
<xs:sequence>
<xs:element name="otherName" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="20"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="version" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="10"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
<xs:element name="name" type="tns:EudractTerm" nillable="true">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Dictionary'.</xs:documentation>
</xs:annotation>
</xs:element>
</xs:sequence>
</xs:complexType>

element DictionaryDetails/otherName

diagram =

type | restriction of xs:string

content  simple

roperties
prop nillable  true

Kind Value Annotation

facets
maxLength 20

source | <xs:element name="otherName" nillable="true">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:maxLength value="20"/>
</xs:restriction>
</xs:simpleType>
</xs:element>

element DictionaryDetails/version

diagram = -
VErsion

type | restriction of xs:string




content  simple

r 't
properfies nillable  true
Kind Value Annotation
facet:
acers maxLength 10
source | <xs:element name="version" nillable="true">

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

element DictionaryDetails/name

diagram r—— — — _I
| tns:EudractTerm
[ B foe ]
Gee list "Dictionar -
type | tns:EudractTerm
e content  complex
roperties
prop nillable  true
children | value
annotation docume'nt_atl_on ,
See list 'Dictionary'.
source

<xs:element name="name" type="tns:EudractTerm" nillable="true">
<xs:annotation>
<xs:documentation xml:lang="en">See list 'Dictionary'.</xs:documentation>
</xs:annotation>
</xs:element>

complexType EudractTerm

diagram =
(Eudran:.tTerm E]—[—--—:E]—rvalue |
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result/adverse_events
children | value
used by elements  AdverseEvents/assessmentMethod AdverseEvent/assessmentMethod DictionaryDetails/name
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 =
value

type | restriction of xs:string

content  simple

roperties
Prop nillable  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 fatalities

diagram | azT-s--=- 1

(fatalities [H{—e—-|}+4 7000

t- -EE deathsCausallyRelatedToTreatm...

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

children | deaths deathsCausallyRelatedToTreatment

element ReportingGroupSeriousAdverseEventValues/fatalities

used by

source | <xs:complexType name="fatalities">
<xs:sequence>
<xs:element name="deaths" 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="deathsCausallyRelatedToTreatment" 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 fatalities/deaths

diagram i -
“deaths |
type | restriction of xs:int
properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

mininclusive 0
maxInclusive 99999999

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

element fatalities/deathsCausallyRelatedToTreatment

diagram

type | restriction of xs:int
" " minOcc 0
t
properties maxOce 1
content  simple
facets Kl_nd _ Value Annotation
mininclusive 0
maxinclusive 99999999
source | <xs:element name="deathsCausallyRelatedToTreatment" minOccurs="0">

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




complexType NonSeriousAdverseEvent

diagram
EHDnSeriousAdverseEuent [Tl]—|— |
I S |
—E}E}-: values
Ly ]
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result/adverse_events
type | extension of tns:AdverseEvent
properties base tns:AdverseEvent
children | description term organSystem assessmentMethod dictionaryOverridden dictionary values
used by element AdverseEvents/nonSeriousAdverseEvents/nonSeriousAdverseEvent
source

<xs:complexType name="NonSeriousAdverseEvent">
<xs:complexContent>
<xs:extension base="tns:AdverseEvent">
<xs:sequence>
<xs:element name="values" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="value" type="tns:ReportingGroupNonSeriousAdverseEventValues"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>




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

element NonSeriousAdverseEvent/values

diagram el 1 STt
+ values E—E:E}-: value

minOcc 0
maxOcc 1
content complex

properties

children | value

source | <xs:element name="values" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="value" type="tns:ReportingGroupNonSeriousAdverseEventValues"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element NonSeriousAdverseEvent/values/value

diagram e e e e
tns:ReportingGrouplon SeriousAdverseEvent\Values

[E] stiributes

|
|
| ] | reportingGroupldl
|
|

__________________ o
[l
[
|

-+ subjectsAffected

__________________ o
[l
[
|

:---iEsubjec’tsExposed

r-1 OCCUITENCES - |

g
0 @

type | tns:ReportingGroupNonSeriousAdverseEventValues

minOcc 0
maxOcc  unbounded
content complex

properties

children | occurrences subjectsAffected subjectsExposed

" Name Type Use Default Fixed Annotation
attributes . .
reportingGroupld ~ xs:IDREF required

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




complexType ReportingGroupAdverseEventValues

diagram -
(£ sttributes
| reportingGroupld |
[ReportingGmupAdverseEvenW... il
r-- OCCUTTENCEes
+- " subjectsAffected |
'---EEsubjec’tsExposed !
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result/adverse_events
properties abstract  true
children | occurrences subjectsAffected subjectsExposed
used by complexTypes ReportingGroupNonSeriousAdverseEventValues ReportingGroupSeriousAdverseEventValues
" Name Type Use Default Fixed Annotation
attributes ; .
reportingGroupld  xs:IDREF required
source

<xs:complexType name="ReportingGroupAdverseEventValues" abstract="true">
<xs:sequence>
<xs:element name="occurrences" 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="subjectsAffected” 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="subjectsExposed" minOccurs="0">
<xs:simpleType>
<xs:restriction base="xs:int">
<xs:mininclusive value="1"/>
<xs:maxlInclusive value="99999999"/>
</xs:restriction>
</xs:simpleType>
</xs:element>
</xs:sequence>
<xs:attribute name="reportingGroupld" type="xs:IDREF" use="required"/>
</xs:complexType>




attribute ReportingGroupAdverseEventValues/@reportingGroupld

type | xs:IDREF

properties use required

source | <xs:attribute name="reportingGroupld" type="xs:IDREF" use="required"/>

element ReportingGroupAdverseEventValues/occurrences

diagram rEmsmssssmsm--e-

type | restriction of xs:int

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

mininclusive 0
maxInclusive 99999999

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

element ReportingGroupAdverseEventValues/subjectsAffected

diagram | ---------------- ¥

type | restriction of xs:int

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

mininclusive 0
maxInclusive 99999999

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




element ReportingGroupAdverseEventValues/subjectsExposed

diagram | ZF---------------- ¥

type | restriction of xs:int

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

mininclusive 1
maxInclusive 99999999

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

complexType ReportingGroupNonSeriousAdverseEventValues

diagram r—— T
tns:ReportingGroupAdverseEventValues (extension

[l stiributes

| reportingGroupld |

|

|

|
[ReportingGroupHonSeriousAdm.. [Tj—l— rmmm e

r--4 OCCUITENCES .
1

.................. -
[
1
|

- subjectsAffected

| 1 =TT T s s E s s e E s E A
i
1
| '

'---EEsubjec:tsExposed

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

type | extension of tns:ReportingGroupAdverseEventValues

properties base tns:ReportingGroupAdverseEventValues

children | occurrences subjectsAffected subjectsExposed

element NonSeriousAdverseEvent/values/value

used by
" Name Type Use Default Fixed Annotation
attributes . .
reportingGroupld  xs:IDREF required

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

<xs:complexContent>

<xs:extension base="tns:ReportingGroupAdverseEventValues">
<xs:sequence/>

</xs:extension>




</xs:complexContent>
</xs:complexType>

complexType ReportingGroupSeriousAdverseEventValues

diagram r T T T T T T T
| tns:ReportingGroupAdverseEventValues (extens :“_|
| [l stiributes I
| ] | reportingGroupld | |
[ReportingGroupSeriousAdvers... [Tj—l— i |
| r-- OCCUrrences . |
| == 5+- subjectsAffected ! |
I L-2" subjectsExposed ! |
- -EE occurrencesCausallyRelatedToT... E
REVORRSNitutm S A
--1 fatalities
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result/adverse_events
type | extension of tns:ReportingGroupAdverseEventValues
properties base tns:ReportingGroupAdverseEventValues
children | occurrences subjectsAffected subjectsExposed occurrencesCausallyRelatedToTreatment fatalities
used by element SeriousAdverseEvent/values/value
attributes Name Type Use Default Fixed Annotation
reportingGroupld ~ xs:IDREF required
source

<xs:complexType name="ReportingGroupSeriousAdverseEventValues">
<xs:complexContent>
<xs:extension base="tns:ReportingGroupAdverseEventValues">
<xs:sequence>
<xs:element name="occurrencesCausallyRelatedToTreatment" 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="fatalities" type="tns:fatalities" minOccurs="0"/>
</xs:sequence>
</xs:extension>
</xs:complexContent>
</xs:complexType>




element ReportingGroupSeriousAdverseEventValues/occurrencesCausallyRelatedToTreatment

diagram =TT T TTTTTTTToTmmmmmmmmmmmm-omomog

type | restriction of xs:int

properties minOcc 0
maxOcc 1
content  simple
facets Kind Value Annotation

mininclusive 0
maxInclusive 99999999

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

element ReportingGroupSeriousAdverseEventValues/fatalities

diagram e e e e e e e e ]

type | tns:fatalities
" " minOcc 0
roperties
prop maxOcc 1

content  complex

children | deaths deathsCausallyRelatedToTreatment

source | <xs:element name="fatalities" type="tns:fatalities” minOccurs="0"/>




complexType SeriousAdverseEvent

diagram _l

ESeriousAdverseEvent E]—l——E:E— |
L
namespace | http://feudract.ema.europa.eu/schema/clinical_trial_result/adverse_events
type | extension of tns:AdverseEvent
properties base tns:AdverseEvent
children | description term organSystem assessmentMethod dictionaryOverridden dictionary values
used by element AdverseEvents/seriousAdverseEvents/seriousAdverseEvent
source

<xs:complexType name="SeriousAdverseEvent">
<xs:complexContent>
<xs:extension base="tns:AdverseEvent">
<xs:sequence>
<xs:element name="values" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="value" type="tns:ReportingGroupSeriousAdverseEventValues"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>




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

element SeriousAdverseEvent/values

diagram el 1 STt
+ values E—E:E}-: value

minOcc 0
maxOcc 1
content complex

properties

children | value

source | <xs:element name="values" minOccurs="0">
<xs:complexType>
<xs:sequence>
<xs:element name="value" type="tns:ReportingGroupSeriousAdverseEventValues"
minOccurs="0" maxOccurs="unbounded"/>
</xs:sequence>
</xs:complexType>
</xs:element>

element SeriousAdverseEvent/values/value

diagram |————————______,

&l stfributes

| reportingGroupld |

type | tns:ReportingGroupSeriousAdverseEventValues

minOcc 0
maxOcc  unbounded
content complex

properties

children | occurrences subjectsAffected subjectsExposed occurrencesCausallyRelatedToTreatment fatalities

" Name Type Use Default Fixed Annotation
attributes . .
reportingGroupld ~ xs:IDREF required

source | <xs:element name="value" type="tns:ReportingGroupSeriousAdverseEventValues" minOccurs="0"




maxOccurs="unbounded"/>
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