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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN"/effectiveTime/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf2[@typeCode="SUBJ"|[investigationCharacteristic/code[@code="1"][@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.23"]][1)/investigationCharacteristic[@classCode='OBS'l[@moodC
ode="EVN']/value[@xsi:type='"CE"[@codeSystem="2.16.840.1.113883.3.989.2.1.1.2"/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN'|/effectiveTime/low/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/availabilityTime/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'"|[observationEvent/code[@code="1"][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][1]/observationEvent[@classCode='OBS'|[@moodCode="EVN']//valu
e[@xsi:type='BL')/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/reference[@typeCode="REFR'][document/code[@code="1"][@codeSystem="2.16.840.1.11
3883.3.989.2.1.1.271]

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/reference[@typeCode="REFR'][document/code[@code="1"][@codeSystem='2.16.840.1.11
3883.3.989.2.1.1.27"][r)/document[@classCode='"DOC'|[@moodCode="EVN'/title/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/reference[@typeCode="REFR'][document/code[@code="1"][@codeSystem="2.16.840.1.11
3883.3.989.2.1.1.27'][r]/document[@classCode='"DOC'|[@moodCode="EVN'|/text/text()

2012411 A 14 H



e CA7

e

h C.1.8

e C.1.8.1

e C.1.8.2

h C.1.9

e C.1.91

e

h C.1.9.1.r
e C.1.9.1.r1

ICH ICSR Hffi i1

REFISLZEDORIRE
DEEZEF =T H?

R8I EH DIEGIEBIF

R8I EH DIEGIEBF

REEBIDE—XIEH

Z Dt FEBIEE R F

BEDEGEETEHSINIE
DL DERBERFIELH B
e

FEBIHB FORERR (WEIZ
ISC#RYERY)

FE BB F DRERIR

T—ILE

100AN

T—ILE

100AN

Boolean (BL)

Instance Identifier extension=Character
(D] String (ST)

Coded With code=Character
Equivalents (CE) String (ST)

Boolean (BL)

Instance Identifier asslgnlngAuthorltyNa
me=Character String
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN'}/component[@typeCode="COMP'][observationEvent/code[@code="23"[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']][1])/observationEvent{@classCode="OBS'[[@moodCode="EVN']/val
ue[@xsi:type='"BL')/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'][observationEvent/code[@code="23"[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']][1])/observationEvent{@classCode="OBS'[[@moodCode="EVN']/val
ue[@xsi:type="BL')/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/id[@root="2.16.840.1.113883.3.989.2.1.3.2'|[1]/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="1"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][1]/relatedInvestigation[@classCode="INVSTG'][@moo
dCode="EVN']/subjectOf2[@typeCode="SUBJ"[1]/controlActEvent[@classCode='CACT'[@moodCo
de="EVN')/author[@typeCode="AUT")/assignedEntity[@classCode="ASSIGNED'")/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.3"/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf2[@typeCode="SUBJ"|[investigationCharacteristic/code[@code="2"[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.23"]][1])/investigationCharacteristic[@classCode='"OBS'[@moodC
ode="EVN')/value[@xsi:type='"BL'}/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/subjectOf2[@typeCode="SUBJ"|[investigationCharacteristic/code[@code="2"[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.23"]][1])/investigationCharacteristic[@classCode='"OBS'[@moodC
ode="EVN")/value[@xsi:type="BL'}/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/id]

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/id][r]/controlActEvent/id[@root="2.16.840
.1.113883.3.989.2.1.3.3'][1)/@assigningAuthorityName
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/id][r]/controlActEvent/id[@root='2.16.840
.1.113883.3.989.2.1.3.3'][1]/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']//outboundRelationship[@typeCode='SPRT'][relatedInvestigation/code/@nullFlavor="NA"[r]
/relatedInvestigation[@classCode="INVSTG'[@moodCode="EVN'}/subjectOf2[@typeCode="SUBJ'][
1)/controlActEvent[@classCode="CACT'|[@moodCode="EVN'//id[@root="2.16.840.1.113883.3.989.2.
1.3.2'[1)/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/subjectOf2[@typeCode="SUBJ"[investigationCharacteristic/code[@code="3"|[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.23"]][1)/investigationCharacteristic[@classCode='OBS'l[@moodC
ode="EVN']/value[@xsi:type='"CE"[@codeSystem="2.16.840.1.113883.3.989.2.1.1.5'"/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/subjectOf2[@typeCode="SUBJ"[investigationCharacteristic/code[@code="4"|[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.23"]][1)/investigationCharacteristic[@classCode='OBS'l[@moodC
ode="EVN']/value[@xsi:type='CE")/original Text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']//outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.221]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']//outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE']/name/prefix[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']//outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN')/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE'//name/prefix[1]/@nullFlavor
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e C.2r1.2
e

e C.2r1.3
e

e C.2r14
e

h C.2r2

ICH ICSR Hffi i1

HREEDRA 60AN
HEBEDDPRES 60AN
WEEDM 60AN
BEHOEMRUVEREES

Person Name (PN) g;/sn(;ﬁ;zgy) Name

Person Name (PN) g;’m;ﬁ;zg’; Name

family=Entity Name

Person Name (PN) Part (ENXP)

NullFlavor

NullFlavor

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT"[@moodCode="'
EVN'/author{@typeCode='"AUT')/assignedEntity[@classCode="ASSIGNED'|/assignedPerson[@clas
sCode="PSN'[@determinerCode="INSTANCE'}/name/given[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN'/author{@typeCode='"AUT')/assignedEntity[@classCode="ASSIGNED'|/assignedPerson[@clas
sCode="PSN'[@determinerCode='INSTANCE'//name/given[1]/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN'/author{@typeCode='"AUT')/assignedEntity[@classCode="ASSIGNED'|/assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE']//name/given[2]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//assignedPerson[@clas
sCode="PSN'][@determinerCode='INSTANCE'[/name/given[2)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE']/name/family[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE'//name/family[1]/@nullFlavor
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e C.2r21
e
e C.2r22
e
e C.2r23

ICH ICSR Hffi i1

REFEOMBR

REEDHE

BREHOER (Fith)

60AN Organization Name name=Entity Name
(ON) Part (ENXP)

Organization Name name=Entity Name

60AN (ON) Part (ENXP)

streetAddressLine=A

100AN ddress Part (ADXP)

Postal Address (AD)

NullFlavor

=3

NullFlavor

=3

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN'/author{@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED")/representedOrganizatio
n[@classCode="ORG'|[@determinerCode='INSTANCE']/assignedEntity[@classCode="ASSIGNED')/r
epresentedOrganization[@classCode='ORG'][@determinerCode="INSTANCE']/name/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED']/representedOrganizatio
n[@classCode="ORG'|[@determinerCode="INSTANCE']/assignedEntity[@classCode="ASSIGNED')/r
epresentedOrganization[@classCode='ORG'][@determinerCode='INSTANCE')/name/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/outboundRelationship[@typeCode="SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED']/representedOrganizatio
n[@classCode="ORG'|[@determinerCode='INSTANCE'//name/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED']/representedOrganizatio
n[@classCode="ORG'|[@determinerCode='INSTANCE'|/name/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']//outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'|[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED'//addr[1]/streetAddressLi
ne[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//addr[1]/streetAddressLi
ne[1)/@nullFlavor
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e C.2r24
e
e C.2r25
e
e C.2r.2.6

ICH ICSR Hffi i1

BREEOER (TETHE)

REBFOEF (BERFRE)

BREHOER (BEES)

city=Address Part

35AN Postal Address (AD) (ADXP)
40AN Postal Address (AD) (S;att&:;;ddfess Part
15AN Postal Address (AD) postalCode=Address

Part (ADXP)

-10-

NullFlavor

NullFlavor

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT"[@moodCode="'
EVN')/author[@typeCode="AUT'")/assignedEntity[@classCode="ASSIGNED')/addr[1]/city[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']//outboundRelationship[@typeCode='SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'|[@mood
Code="EVN')/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//addr[1]/city[1}/@nullFla
vor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']//outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN'/author{@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED'|/addr[1]/state[1]/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/outboundRelationship[@typeCode="SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="
EVN'/author{@typeCode='"AUT")/assignedEntity[@classCode="ASSIGNED'|/addr[1]/state[1)/@nullFI
avor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"|[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN')/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED'//addr[1]/postalCode[1]/te
xt()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'|[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode='AUT'")/assignedEntity[@classCode="ASSIGNED'}/addr[1]/postalCode[1]/
@nullFlavor
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e car27 BEENDEETES
e

e c2r3 HEEOEI—F
e

e C.2r4 BHR

ICH ICSR Hffi i1

33AN

2A

Telecommunication
Address (TEL)

Concept Descriptor
(CD)

Coded With
Equivalents (CE)

code=Character
String (ST)

code=Character
String (ST)

11-

NullFlavor

NullFlavor

(s 3)

substring(/MCCI_IN200100UV01[@ITSVersion="XML_1.0"l[@xsi:schemalLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT"[@moodCode="'
EVN'/author{@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED|/telecom[starts-with(@v
alue,'tel:")][1)/@value, 5)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN'/author{@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED|/telecom[starts-with(@v
alue,'tel:")][1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN'/author{@typeCode='"AUT')/assignedEntity[@classCode="ASSIGNED'|/assignedPerson[@clas
sCode="PSN'[@determinerCode="INSTANCE']/asLocatedEntity[@classCode="LOCE'"][1]/location[@
classCode="COUNTRY'][@determinerCode="INSTANCE'")/code[@codeSystem="1.0.3166.1.2.2')/@c
ode

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//assignedPerson[@clas
sCode="PSN'[@determinerCode="INSTANCE']/asLocatedEntity[@classCode="LOCE'"][1]/location[@
classCode="COUNTRY'][@determinerCode="INSTANCE'")/code[@codeSystem="1.0.3166.1.2.2')/@n
ullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//assignedPerson[@clas
sCode="PSN'[@determinerCode="INSTANCE'//asQualifiedEntity@classCode="QUAL'][1]/code[@co
deSystem='2.16.840.1.113883.3.989.2.1.1.6'/@code
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NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT"[@moodCode="'
EVN'/author{@typeCode='"AUT"/assignedEntity[@classCode="ASSIGNED'|/assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE'//asQualifiedEntity|@classCode="QUAL'][1]/code[@co
deSystem='2.16.840.1.113883.3.989.2.1.1.6'//@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/priorityNumber/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1)/controlActEvent[@classCode='"CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT")/assignedEntity|@classCode="ASSIGNED']/code[@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.7"//@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT|/assignedEntity[@classCode="ASSIGNED')/representedOrganization[@cl
assCode='"ORG'|[@determinerCode="INSTANCE")/assignedEntity[@classCode="ASSIGNED")/repres
entedOrganization[@classCode='"ORG'][@determinerCode="'INSTANCE')/name/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1)/controlActEvent[@classCode='"CACT'][@moodCode="EVN']
Jauthor[@typeCode="AUT")/assignedEntity|@classCode="ASSIGNED'|/representedOrganization[@cl
assCode='"ORG'|[@determinerCode="INSTANCE')/name/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT]/assignedEntity[@classCode="ASSIGNED'")/assignedPerson[@classCode
='"PSN'][@determinerCode="INSTANCE')/name/prefix[1]/text()
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT]/assignedEntity[@classCode="ASSIGNED'")/assignedPerson[@classCode
='"PSN'][@determinerCode="INSTANCE')/name/given[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1)/controlActEvent[@classCode='"CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT")/assignedEntity|@classCode="ASSIGNED'|/assignedPerson[@classCode
='PSN'][@determinerCode="INSTANCE')/name/given[2]/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT]/assignedEntity[@classCode="ASSIGNED'")/assignedPerson[@classCode
='"PSN'][@determinerCode="INSTANCE')/name/family[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT]/assignedEntity[@classCode="ASSIGNED'")/addr[1]/streetAddressLine[1]/t
ext()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1)/controlActEvent[@classCode='"CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT|/assignedEntity[@classCode="ASSIGNED'")/addr[1]/city[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1)/controlActEvent[@classCode='"CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT|/assignedEntity[@classCode="ASSIGNED')/addr[1]/state[1]/text()
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
/author[@typeCode="AUT")/assignedEntity[@classCode="ASSIGNED'|/addr[1]/postalCode[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT]/assignedEntity[@classCode="ASSIGNED'")/assignedPerson[@classCode
='PSN'][@determinerCode="'INSTANCE")/asLocatedEntity[@classCode="LOCE'][1]/location[@classC
ode="COUNTRY'|[@determinerCode="INSTANCE')/code[@codeSystem='1.0.3166.1.2.2')/@code

substring(/MCCI_IN200100UV01[@ITSVersion="XML_1.0"l[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED'")/telecom[starts-with(@value,
‘tel:")][1)/@value, 5)

substring(/MCCI_IN200100UVO01[@ITSVersion="XML_1.0'][@xsi:schemalLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1)/controlActEvent[@classCode='"CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT")/assignedEntity[@classCode="ASSIGNED|/telecom[starts-with(@value,
‘fax:")][1)/@value, 5)

substring(/MCCI_IN200100UV01[@ITSVersion="XML_1.0"l[@xsi:schemalLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED'")/telecom[starts-with(@value,
'mailto:")][1)/@value, 8)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/reference[@typeCode="REFR'][document/code[@code="2"][@codeSystem="2.16.840.1.11
3883.3.989.2.1.1.271]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/reference[@typeCode="REFR'][document/code[@code="2"[@codeSystem='2.16.840.1.11
3883.3.989.2.1.1.27'][r)/document[@classCode='"DOC'|[@moodCode="EVN']/bibliographicDesignati
onText/text()
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/reference[@typeCode="REFR'][document/code[@code="2"[@codeSystem='2.16.840.1.11
3883.3.989.2.1.1.27'][r]/document[@classCode='"DOC'[@moodCode="EVN']/bibliographicDesignati
onText/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/reference[@typeCode="REFR'][document/code[@code="2"[@codeSystem='2.16.840.1.11
3883.3.989.2.1.1.27"][r)//document[@classCode='"DOC'|[@moodCode="EVN')/text/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf1[@typeCode='SBJ"|[1])/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN')/authorization[@typeCode="AUTH]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf1[@typeCode='SBJ|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN')/authorization[@typeCode="AUTH'|[r]/studyRegistration[@classCode="ACT'][@moodCode
='EVN'//id[@root='2.16.840.1.113883.3.989.2.1.3.6")/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf1[@typeCode='SBJ'|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN')/authorization[@typeCode="AUTH'|[r]/studyRegistration[@classCode="ACT'][@moodCode
='EVN'//id[@root='2.16.840.1.113883.3.989.2.1.3.6")/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf1[@typeCode='SBJ'|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN'//authorization[@typeCode="AUTH"[r]/studyRegistration[@classCode="ACT'[@moodCode
="EVN'J/author[@typeCode="AUT /territorial Authority[@classCode="TERR'")/governingPlace[@class
Code="COUNTRY'][@determinerCode="INSTANCE']/code[@codeSystem="1.0.3166.1.2.2"/@code
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NullFlavor
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NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf1[@typeCode='SBJ"|[1])/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN']//authorization[@typeCode="AUTH"[r]/studyRegistration[@classCode="ACT'[@moodCode
='"EVN'J/author[@typeCode="AUT )/territorial Authority[@classCode="TERR'")/governingPlace[@class
Code="COUNTRY"|[@determinerCode="INSTANCE')/code[@codeSystem='1.0.3166.1.2.2"/@nullFla
vor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf1[@typeCode='SBJ"|[1])/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN'|/title/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf1[@typeCode='SBJ|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN']/title/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf1[@typeCode='SBJ|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN']/id[@root="2.16.840.1.113883.3.989.2.1.3.5'/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf1[@typeCode='SBJ'|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN']/id[@root="2.16.840.1.113883.3.989.2.1.3.5"/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf1[@typeCode='SBJ"|[1])/researchStudy[@classCode='CLNTRL'][@moodCo
de='"EVN'//code[@codeSystem="2.16.840.1.113883.3.989.2.1.1.8'/@code
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE'//name[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE'//name[1]/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="1"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.4"|[1]/id[@root='
2.16.840.1.113883.3.989.2.1.3.7"|[1]/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="1"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.4"|[1)/id[@root="
2.16.840.1.113883.3.989.2.1.3.7"|[1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="2"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.4"|[1)/id[@root="
2.16.840.1.113883.3.989.2.1.3.8"[1)/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="2"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.4"|[1)/id[@root="
2.16.840.1.113883.3.989.2.1.3.8"[1)/@nullFlavor
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NullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'|[@determinerCode="INSTANCE')/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="3"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.4"|[1]/id[@root='
2.16.840.1.113883.3.989.2.1.3.9[1]/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'|[@determinerCode='INSTANCE')/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="3"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.4"|[1]/id[@root='
2.16.840.1.113883.3.989.2.1.3.9[1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode="PSN'|[@determinerCode="INSTANCE')/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="4"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.4"|[1]/id[@root='
2.16.840.1.113883.3.989.2.1.3.10"[1)/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="4"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.4"|[1]/id[@root='
2.16.840.1.113883.3.989.2.1.3.10"[1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE']/birthTime/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE']/birthTime/@nullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code="3"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN')/value[@xsi:typ
e='PQ'|[1)/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code='3"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN')/value[@xsi:typ
e="PQ[1)/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code="16"[@codeSystem='2.16.8
40.1.113883.3.989.2.1.1.19][1)/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:ty
pe='PQ[1)/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation/code[@code="16"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19"][1])/observation[@classCode="OBS'][@moodCode="EVN']/value[@xsi:ty
pe="PQ[1)/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation/code[@code='4"|[@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19']][1])/observation[@classCode='"OBS'|[@moodCode="EVN']/value[@xsi:typ
e="CE'l[@codeSystem='2.16.840.1.113883.3.989.2.1.1.9'][1]/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation/code[@code='7"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19']][1])/observation[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:typ
e='PQ[@unit="kg'l[1}/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code="17"][@codeSystem='2.16.8
40.1.113883.3.989.2.1.1.19][1)/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:ty
pe='PQ[[@unit="cm'][1]/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode="PSN'|[@determinerCode='INSTANCE')/administrativeGenderC
ode[@codeSystem="1.0.5218']/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE'//administrativeGenderC
ode[@codeSystem="'1.0.5218")/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code="22"[@codeSystem='2.16.8
40.1.113883.3.989.2.1.1.19][1)/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:ty
pe="TS'|[1)/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code="22"[@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19"][1])/observation[@classCode="OBS'][@moodCode="EVN']/value[@xsi:ty
pe="TS'|[1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][observation/code[@codeSystem="'2.16.840.1.113883.6.163"]]
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'[@moodCode="EVN']/code/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'[@moodCode="EVN')/code/@code

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode='OBS'l[@moodCode="EVN'/effective Time[@xsi:type="IVL_TS'//low/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'[@moodCode="EVN']/effective Time[@xsi:type="IVL_TS')/low/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'l[@moodCode="EVN']/inboundRelationship[@typeCode='"REFR'][observation/code[
@code="13"[@codeSystem="2.16.840.1.113883.3.989.2.1.1.19]][1)/observation[@classCode="OBS'
J[@moodCode="EVN'")/value[@xsi:type="BL'][1)/@value

2012411 A 14 H



e

e D.7.1.r4
e

e D.7.1.r.5

ICH ICSR Hffi i1

#®TA

"%

B ft. /B

2000AN

NullFlavor
I'nterval of Point in high=Interval &
Time (IVL<TS>) Boundary (IVXB)
NullFlavor
Encapsulated Data IS

(ED)

20

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN')/inboundRelationship[@typeCode="REFR'][observation/code[
@code="13"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1)/observation[@classCode='OBS'
J[@moodCode="EVN'")/value[@xsi:type="BL'][1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer| @classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'[@moodCode="EVN'/effective Time[@xsi:type="IVL_TS')/high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode='OBS'l[@moodCode="EVN'/effective Time[@xsi:type="IVL_TS'//high/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/outboundRelationship2[@typeCode='COMP'][observation/co
de[@code="10"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.19']][1]/observation[@classCode="'O
BS'l[@moodCode="EVN'/value[@xsi:type="ED"|[1]/text()
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='OBS'l[@moodCode="EVN'/outboundRelationship2[@typeCode="EXPL'][observation/co
de[@code="38"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.19']][1]/observation[@classCode="'O
BS'[@moodCode="EVN')/value[@xsi:type="BL'][1]/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][observation/code[@code="18"][@codeSystem='2.16.840.1.113883.3.989.2.1.1
.19'][1)/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="ED'|[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@code="18"][@codeSystem="2.16.840.1.113883.3.989.2.1.1
.19][1]/observation[@classCode="OBS'[[@moodCode="EVN'|/value[@xsi:type="ED'][1]/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][observation/code[@code="11"][@codeSystem='2.16.840.1.113883.3.989.2.1.1
.19'][1)/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:type="BL"|[1]/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration]
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'][
@moodCode="EVN')/consumable[@typeCode='"CSM"[1]/instanceOfKind[@classCode="INST'//kindO
fProduct[@classCode="MMAT'|[@determinerCode="KIND'}/name[1]/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][
@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instance OfKind[@classCode='INST")/kindO
fProduct[@classCode="MMAT'|[@determinerCode="KIND'}/name[1])/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][
@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instance OfKind[@classCode="INST")/kindO
fProduct[@classCode="MMAT'|[@determinerCode="KIND'//code[@codeSystem="TBD-MPID'}/@cod
eSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'][
@moodCode="EVN')/consumable[@typeCode='"CSM"[1]/instanceOfKind[@classCode="INST'//kindO
fProduct[@classCode="MMAT'][@determinerCode="KIND')/code[@codeSystem="TBD-MPID'/@cod
e

2012411 A 14 H



e D.8.r.3a
e D.8.r.3b
e D.8.r4
e

e D.8.r.5

ICH ICSR Hffi i1

PhPID /N—2 3 v Bt/ &
=

HFFAF (PhPID)

EaLrey=!

#®TA

M5 #4 K | Coded With
k4 Equivalents (CE)

M5 774 F | Coded With
=R Equivalents (CE)

Interval of Point in

BREHE | 1ine (IVL<TS>)

Interval of Point in

BB qime (IVL<TS>)

codeSystemVersion=
Character String (ST)

code=Character
String (ST)

low=Interval
Boundary (IVXB)

high=Interval
Boundary (IVXB)

-25-

fi&
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'][
@moodCode="EVN')/consumable[@typeCode='"CSM"[1]/instanceOfKind[@classCode="INST'//kindO
fProduct[@classCode="MMAT'][@determinerCode='KIND'}/code[@codeSystem="TBD-PhPID'/@cod
eSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='SBADM'][
@moodCode="EVN')/consumable[@typeCode='"CSM"[1]/instanceOfKind[@classCode="INST'//kindO
fProduct[@classCode="MMAT'|[@determinerCode='KIND'}/code[@codeSystem="TBD-PhPID'/@cod
e

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][
@moodCode="EVN'/effective Time[@xsi:type="IVL_TS'//low/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'][
@moodCode="EVN'|/effectiveTime[@xsi:type="IVL_TS'//low/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][
@moodCode="EVN'/effective Time[@xsi:type="IVL_TS'//high/@value
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NullFlavor

fig

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'][
@moodCode="EVN'|/effectiveTime[@xsi:type="IVL_TS'//high/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='SBADM'][
@moodCode="EVN'/outboundRelationship2[@typeCode="RSON'][observation/code[@code="19"1[@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1]/observation[@classCode="OBS'[@moodCode
='"EVN'/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.6.163"[1]/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][
@moodCode="EVN'//outboundRelationship2[@typeCode="RSON'][observation/code[@code="19"][@
codeSystem='2.16.840.1.113883.3.989.2.1.1.19'][1]/observation[@classCode="OBS'|[@moodCode
='EVN'J/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.6.163"[1]/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'][
@moodCode="EVN')/outboundRelationship2[@typeCode='CAUS'|[observation/code[@code="29"][@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1)/observation[@classCode="OBS'[@moodCode
="EVN'/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.6.163")[1]/@codeSystemVersion
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'][
@moodCode="EVN')/outboundRelationship2[@typeCode='CAUS'][observation/code[@code="29"][@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1)/observation[@classCode="OBS'[@moodCode
='EVN'J/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.6.163"[1]/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode="PSN'|[@determinerCode='INSTANCE')/deceasedTime/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/deceasedTime/@nullFI
avor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code="32"[@codeSystem='2.16.8
40.1.113883.3.989.2.1.1.197]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation/code[@code="32"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19"][r)/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:ty
pe="CE'|[@codeSystem="'2.16.840.1.113883.6.163'][1]/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'][observation/code[@code="32"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19"][r)/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:ty
pe='CE'|[@codeSystem="2.16.840.1.113883.6.163"|[1)/@code
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code="32"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19][r)/observation[@classCode="OBS'|[@moodCode="EVN']|/value[@Xxsi:ty
pe='CE'|[@codeSystem="2.16.840.1.113883.6.163")[1]/original Text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code='5"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN')/value[@xsi:typ
e='BL|[1)/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code='5"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'l[@moodCode="EVN')/value[@xsi:typ
e='BL"|[1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation/code[@code='5"[@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1])/observation[@classCode='"OBS'|[@moodCode="EVN'//outboundRelat
ionship2[@typeCode='DRIV"|[observation/code[@code='8"[@codeSystem="'2.16.840.1.113883.3.98
9.2.1.1.197]

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code='5"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN')/outboundRelat
ionship2[@typeCode='"DRIV'][observation/code[@code="'8"][@codeSystem='2.16.840.1.113883.3.98
9.2.1.1.191][r)/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:type='"CE'][@codeS
ystem='2.16.840.1.113883.6.163"[1)/@codeSystemVersion
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[

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code='5"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN')/outboundRelat
ionship2[@typeCode='"DRIV'][observation/code[@code="'8"][@codeSystem='2.16.840.1.113883.3.98
9.2.1.1.19][r)/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:type='"CE'][@codeS
ystem='2.16.840.1.113883.6.163"|[1]/@code

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code='5"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19']][1])/observation[@classCode='"OBS'|[@moodCode="EVN'//outboundRelat
ionship2[@typeCode="DRIV"|[observation/code[@code='8"[@codeSystem="'2.16.840.1.113883.3.98
9.2.1.1.19"][r//observation[@classCode="OBS'|[@moodCode="EVN")/value[@xsi:type="CE'|[@codeS
ystem='2.16.840.1.113883.6.163"[1])/original Text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'|[1)/associatedPerson[@classCode='"PSN'|[@determinerCode='INSTANCE')/name[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'[1)/associatedPerson[@classCode="PSN'][@determinerCode="INSTANCE']/name[1]/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'[1]/associatedPerson[@classCode="PSN'][@determinerCode="INSTANCE']/birthTime/@value
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'|[1)/associatedPerson[@classCode='"PSN'|[@determinerCode="INSTANCE']/birthTime/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][observation/code[@code="3"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1])/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="PQ'][1]
/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode='INSTANCE'")/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[observation/code[@code="'3"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1])/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="PQ'][1]
/@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[observation/code[@code="22"|[@codeSystem="2.16.840.1.1138
83.3.989.2.1.1.19"][1])/observation[@classCode='OBS'l[@moodCode="EVN']/value[@xsi:type="TS'][1
J/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE'|/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][observation/code[@code="22"][@codeSystem='2.16.840.1.1138
83.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN']/value[@xsi:type="TS'][1
J/@nullFlavor
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[observation/code[@code="7"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1])/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="PQ'][
@unit="kg'][1)/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][observation/code[@code="17"][@codeSystem='2.16.840.1.1138
83.3.989.2.1.1.19'][1]/observation[@classCode="OBS'[@moodCode="EVN']/value[@xsi:type="PQ"][
@unit="em'][[1}/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE'|/role[@classCode='"PR
S'|[1)/associatedPerson[@classCode='"PSN'|[@determinerCode='INSTANCE')/administrativeGender
Code[@codeSystem="1.0.5218")/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'|[1)/associatedPerson[@classCode='"PSN'|[@determinerCode='INSTANCE')/administrativeGender
Code[@codeSystem="1.0.5218")/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="1"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component@typeC
ode='COMP"|[observation/code[@codeSystem="'2.16.840.1.113883.6.163"]]
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="1"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"][observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@classCo
de='OBS'|[@moodCode="EVN'//code/@codeSystemVersion

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="1"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1])/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163']][r]/observation[@classCo
de='OBS'][@moodCode="EVN']/code/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="1"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@classCo
de="OBS'][@moodCode="EVN'/effectiveTime[@xsi:type="IVL_TS"/low/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE'|/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="1"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163']][r]/observation[@classCo
de="OBS'][@moodCode="EVN'/effectiveTime[@xsi:type="IVL_TS"/low/@nullFlavor
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="1"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"][observation/code[@codeSystem="'2.16.840.1.113883.6.163"]][r]/observation[@classCo
de="OBS'][@moodCode="EVN'}//inboundRelationship[@typeCode="REFR'][observation/code[@code
="13"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@mo
odCode="EVN')/value[@xsi:type="BL"|[1]/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="1"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1])/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163']][r]/observation[@classCo
de='"OBS'][@moodCode="EVN'|/effectiveTime[@xsi:type="IVL_TS'//high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE'|/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="1"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@classCo
de="OBS'][@moodCode="EVN'/effectiveTime[@xsi:type="IVL_TS"/high/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="1"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20'][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163']][r]/observation[@classCo
de='OBS'|[@moodCode="EVN'//outboundRelationship2[@typeCode="COMP"|[observation/code[@co
de="10"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@
moodCode="EVN']/value[@xsi:type="ED"|[1]/text()
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="1"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"][observation/code[@code="18"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.19"][1)/
observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:type="ED"|[1]/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1])/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP'"|[substanceAdministration]

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S"[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'[[@mood
Code="EVN'}/consumable[@typeCode='"CSM'[1)/instance OfKind[@classCode="INST'//kindOfProduc
t{@classCode="MMAT'][@determinerCode='KIND'//name[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN')/consumable[@typeCode='CSM'[1]/instance OfKind[@classCode="INST')/kindOfProduc
t{@classCode="MMAT'[[@determinerCode='KIND'//code[@codeSystem="TBD-MPID'}/@codeSyste
mVersion
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='SBADM'[[@mood
Code="EVN'}/consumable[@typeCode='CSM'[1)/instance OfKind[@classCode="INST'//kindOfProduc
t{@classCode="MMAT'[[@determinerCode="KIND')/code[@codeSystem="TBD-MPID')/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'[[@mood
Code="EVN'}/consumable[@typeCode='CSM'[1)/instance OfKind[@classCode="INST'//kindOfProduc
t{@classCode="MMAT'[[@determinerCode="KIND'")/code[@codeSystem="TBD-PhPID')/@codeSyste
mVersion

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode="PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'[[@mood
Code="EVN'}/consumable[@typeCode='CSM'[1)/instance OfKind[@classCode="INST'//kindOfProduc
t{@classCode="MMAT'][@determinerCode='KIND'//code[@codeSystem="TBD-PhPID'[/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1])/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'[[@mood
Code="EVN'")/effective Time[@xsi:type="IVL_TS'//low/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='SBADM'[[@mood
Code="EVN'")/effective Time[@xsi:type="IVL_TS'J/low/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN')/effectiveTime[@xsi:type="IVL_TS'//high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN']/effectiveTime[@xsi:type="IVL_TS'//high/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE'|/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN'")/outboundRelationship2[@typeCode="RSON'][observation/code[@code="19"[@codeSy
stem="2.16.840.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN')/
value[@xsi:type="CE'|[@codeSystem='2.16.840.1.113883.6.163'][1]/@codeSystemVersion
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'[[@mood
Code="EVN'}/outboundRelationship2[@typeCode="RSON'][observation/code[@code="19"[@codeSy
stem='2.16.840.1.113883.3.989.2.1.1.19][1]/observation[@classCode="OBS'[@moodCode="EVN']//
value[@xsi:type="CE'|[@codeSystem="'2.16.840.1.113883.6.163'][1]/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1])/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN'")/outboundRelationship2[@typeCode='CAUS'][observation/code[@code="29"][@codeSy
stem='2.16.840.1.113883.3.989.2.1.1.19][1]/observation[@classCode="OBS'[@moodCode="EVN']//
value[@xsi:type="CE'|[@codeSystem='2.16.840.1.113883.6.163'][1]/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN'")/outboundRelationship2[@typeCode='CAUS'][observation/code[@code="29"][@codeSy
stem="2.16.840.1.113883.3.989.2.1.1.19"][1]/observation[@classCode="OBS'[@moodCode="EVN')/
value[@xsi:type="CE'|[@codeSystem="'2.16.840.1.113883.6.163'][1]/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN']/value[@x
si:type="CE'][@codeSystem="2.16.840.1.113883.6.163"][1]/original Text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem='2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN']|/value[@x
si:type="CE'][@codeSystem="2.16.840.1.113883.6.163"][1]/original Text/@language

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="30"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="ED'|[1]
Jtext()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'|[@moodCode="EVN']//value[@x
si:type="CE'|[@codeSystem='2.16.840.1.113883.6.163'][1]/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'][@moodCode="EVN']//value[@x
si:type="CE'|[@codeSystem='2.16.840.1.113883.6.163'|[1)/@code
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'|[observation/code[@code='37"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1)/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type='CE'l[@
codeSystem='2.16.840.1.113883.3.989.2.1.1.10'][1)/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode='OBS'][@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="34"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[ 1]/
@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'|[observation/code[@code='34"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1])/observation[@classCode="OBS'l[@moodCode="EVN')/value[@xsi:type="BL[1]/
@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem='2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'|[observation/code[@code="21"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1])/observation[@classCode="OBS'l[@moodCode="EVN')/value[@xsi:type="BL[1]/
@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'|[observation/code[@code="21"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1)/observation[@classCode="OBS'l[@moodCode="EVN')/value[@xsi:type="BL[1]/
@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'][@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="33"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[ 1]/
@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode='OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="33"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[1]/
@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'][@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="35"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[1]/
@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode='OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="35"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[1]/
@nullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="12"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1)/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL[1]/
@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'][@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="12"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[ 1]/
@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode='OBS'][@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="26"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[1]/
@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="26"[@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[ 1]/
@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'][@moodCode="EVN'/effectiveTi
me[@xsi:type="IVL_TS')/low/@value

2012411 A 14 H



ICH ICSR Hffi i1

2.Ei4, Ei5 RV
EiB DIRTNHIEE
NRRENBBE

F—% % SXPR #{f
S &Y comp EHE
HL7 7—4 & :
Parenthetic Set
Expression of Point
in Time
(SXPR<TS>)

3.E.i4. Ei5 KU
EiB DIRTNHIEE
NRRENDEE

F— 5% SXPR &
5 2&HB®D comp &
B

HL7 7—4 & :
Parenthetic Set
Expression of Point
in Time
(SXPR<TS>)

NullFlavor

2.Ei4.Ei.5 RUE.i.6
DI RTHEEME
TENDHE

F—4 % SXPR % | 1B
S &#D comp IER

comp/low=Interval
Boundary (IVXB)

NullFlavor

3.Ei4.Ei5 RUE.i.6
DFRTHEE IR
TENDHE

F—4 % SXPR % | 1B
52%&B®compER

comp/low=Interval
Boundary (IVXB)

42

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="IVL_TS"/low/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type='SXPR_TS'"/comp[@xsi:type="IVL_TS'//low/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS"/comp[@xsi:type="IVL_TS')/low/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="SXPR_TS"/comp[@xsi:type="IVL_TS'|[@operator="A")/low/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="SXPR_TS'"/comp[@xsi:type="IVL_TS'|[@operator="A")/low/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="IVL_TS'/high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="IVL_TS"/high/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="SXPR_TS'")/comp[@xsi:type="IVL_TS'//high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'][@moodCode="EVN'|/effectiveTi
me[@xsi:type="SXPR_TS'//comp[@xsi:type="IVL_TS'/high/@nullFlavor
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS'//comp[@xsi:type="IVL_TS'|[@operator="A"l/high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type='SXPR_TS'"/comp[@xsi:type="IVL_TS'|[@operator="A")/high/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem='2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="IVL_TS')/width/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode="'SUBJ'][1]/investigationEvent[@classCode="INVSTG'l[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type='SXPR_TS')/comp[@xsi:type="IVL_TS'//width/@value
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS'/comp[@xsi:type="IVL_TS'|[@operator="A"/width/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="IVL_TS'")/width/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem='2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type='SXPR_TS'"/comp[@xsi:type="IVL_TS'//width/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type='SXPR_TS'"/comp[@xsi:type="IVL_TS'|[@operator="A")/width/@unit
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'|[observation/code[@code="27"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1)/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type='CE'l[@
codeSystem='2.16.840.1.113883.3.989.2.1.1.11'][1)/@code

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'][@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="24"[@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"//@
value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='"OBS'][@moodCode="EVN'//location[
@typeCode="LOC"[1]/locatedEntity[@classCode='LOCE')/locatedPlace[@classCode="COUNTRY"][
@determinerCode='INSTANCE']/code[@codeSystem='1.0.3166.1.2.2"|/@code

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'l[@moodCode="EVN']/effective Time/@value
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NullFlavor

[

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'[@moodCode="EVN'/effective Time/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN')/code/original Text/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'l[@moodCode="EVN']/code/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode='OBS'l[@moodCode="EVN')/code/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'[@moodCode="EVN']/interpretationCode[@codeSystem="'2.16.840.1.113883.3.98
9.2.1.1.12'][1)/@code
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="OBS'l[@moodCode="EVN'/value[@Xxsi:type="IVL_PQ'][1]/center/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode='COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][high/@nullFlavor="PINF'][1]/low[
@inclusive="false'//@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP"][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="OBS'l[@moodCode="EVN')/value[@Xxsi:type="IVL_PQ'][1]/low/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem="'2.16.840.1.113883.6.163"]][r]/observation[@
classCode="OBS'l[@moodCode="EVN')/value[@Xxsi:type="IVL_PQ'][high/@nullFlavor="PINF'][1]/low[
@inclusive="true'l/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode='OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][1]/low/@nullFlavor
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NullFlavor

fig

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][low/@nullFlavor="NINF'][1]/high[
@inclusive="false'l/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="OBS'l[@moodCode="EVN'/value[@Xxsi:type="IVL_PQ'][1]/high/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode="OBS'l[@moodCode="EVN')/value[@Xxsi:type="IVL_PQ'][low/@nullFlavor="NINF'][1]/high[
@inclusive="true'l/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="OBS'l[@moodCode="EVN'/value[@Xxsi:type="IVL_PQ'][1]/high/@nullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="OBS'l[@moodCode="EVN'/value[@Xxsi:type="IVL_PQ'][1]/center/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode='COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][high/@nullFlavor="PINF'][1]/low[
@inclusive="false'//@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP"][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][high/@nullFlavor="PINF'][1]/low[
@inclusive="true'l/@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][low/@nullFlavor="NINF'][1]/high[
@inclusive="false'//@unit
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][low/@nullFlavor="NINF'][1]/high[
@inclusive="true'l/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'l[@moodCode="EVN']/value[@xsi:type="ED'][1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'[@moodCode="EVN']/referenceRange[@typeCode='"REFV'][observationRange/int
erpretationCode[@code="L'][@codeSystem="2.16.840.1.113883.5.83']][1]/observationRange[@class
Code="0OBS'][@moodCode="EVN.CRT]/value[@xsi:type="PQ")/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163']][r]/observation[@
classCode='"OBS'l[@moodCode="EVN')/referenceRange[@typeCode="REFV'][observationRange/int
erpretationCode[@code="H'][@codeSystem="2.16.840.1.113883.5.83")][1]/observationRange[@class
Code="0OBS'][@moodCode="EVN.CRT']/value[@xsi:type="PQ")/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/outboundRelationship2[@typeCode='"PERT'][observation/co
de[@code="10"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.19']/observation[@classCode="OBS
'lI@moodCode="EVN'|/value[@xsi:type="ED'][1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'l[@moodCode="EVN']/outboundRelationship2[@typeCode="REFR"][observation/co
de[@code="25"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.19'])/observation[@classCode="OBS
'lT@moodCode="EVN']/value[@xsi:type='BL'][1)/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP"][substanceAdministration/id]

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/component[@typeCode="COMP'|[causalityAssessme
nt/code[@code="20"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19"))/causalityAssessment[@cla
ssCode="OBS'|[@moodCode="EVN"[subject2[@typeCode='SUBJ')/productUseReference[@classCo
de="SBADM'][@moodCode="EVN'|/id[@root="UUID of k-th
drug']/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.3.989.2.1.1.13")/@code
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND')/code[@codeSystem="TBD-MPID'[/@co
deSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND')/code[@codeSystem="TBD-MPID'[/@co
de

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST')/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND')/code[@codeSystem="TBD-PhPID'|/@c
odeSystemVersion

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND')/code[@codeSystem="TBD-PhPID'l/@c
ode
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND'}/name[1]/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST")/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND")/ingredient{@classCode="ACTI']

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST")/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND')/ingredient[@classCode="ACTI][r]/ingre
dientSubstance[@classCode="MMAT'][@determinerCode="KIND'/name[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND")/ingredient{@classCode='ACTI'][r]/ingre
dientSubstance[@classCode="MMAT'][@determinerCode="KIND')/code[@codeSystem="TBD-Substa
nce'l/@codeSystemVersion

2012411 A 14 H



e Gk.2.3.r.2b
e Gk.2.3.r.3a
e G.k.2.3.r.3b
e Gk.24

ICH ICSR Hffi i1

5/ HERS D ID

i
feln
S

(B fI)

i
feln

EXREAFLE-EOHR

M5 HA K
SAVES

10N

50AN

2A

code=Character
String (ST)

Coded With
Equivalents (CE)

Physical Quantity value=Real Number
(PQ) (REAL)

Physical Quantity unit=Coded Simple
(PQ) Value (CS)

country=Address Part

Postal Address (AD) (ADXP)

-55-

[

fig

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND")/ingredient{@classCode='ACTI'][r]/ingre
dientSubstance[@classCode="MMAT'][@determinerCode='KIND')/code[@codeSystem="TBD-Substa
nce'l/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST")/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND')/ingredient[@classCode="ACTI'][r]/quant
ity[denominator/@value="1"//numerator/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'l[@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'|[@determinerCode="KIND'")/ingredient{@classCode="ACTI'][r]/quant
ity[denominator/@value="1'}/numerator/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/subj
ectOf[@typeCode="'SBJ"|[1]/productEvent@classCode="ACT'[@moodCode="EVN'|[code[@code="1"
J[@codeSystem="2.16.840.1.113883.3.989.2.1.1.18")/performer[@typeCode="PRF")/assignedEntity[
@classCode="ASSIGNED']/representedOrganization[@classCode='"ORG'|[@determinerCode="INST
ANCE')/addr/country[1]/text()
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//outboundRelationship2[@typeCode="PERT"|[observation/code[@code='6'[@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1)/observation[@classCode="OBS'[@moodCode
='EVN'J/value[@xsi:type="BL"|[1]/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lT@moodCode="EVN']/consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST')/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND'}/asManufacturedProduct[@classCode="
MANU')/subjectOf[@typeCode='SBJ"|[1]/approval[@classCode='"CNTRCT'][@moodCode="EVN'}/id[
@root='2.16.840.1.113883.3.989.2.1.3.4"/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST')/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND'}/asManufacturedProduct[@classCode="
MANU'/subjectOf[@typeCode="SBJ"|[1]/approval[@classCode='"CNTRCT'[[@moodCode="EVN'//aut
hor[@typeCode="AUT'|/territorial Authority[@classCode="TERR'/territory[@classCode='"NAT'|[@dete
rminerCode='INSTANCE']/code[@codeSystem='1.0.3166.1.2.2'}/@code
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND"/asManufacturedProduct[@classCode="'
MANU')/subjectOf[@typeCode="SBJ"|[1]/approval[@classCode='"CNTRCT'[[@moodCode="EVN']/hol
der[@typeCode="HLD'][1]/role[@classCode="HLD")/playingOrganization[@classCode="ORG'][@dete
rminerCode='INSTANCE'//name/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'}/doseQuantity/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'}/doseCheckQuantity[denominator
[@xsi:type="PQ"][@nullFlavor="UNK'])/numerator[@xsi:type="PQ')/@value
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[
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode='SBADM'|[@moodCode="EVN'l/doseQuantity/@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'}/doseCheckQuantity[denominator
[@xsi:type="PQ"[@nullFlavor="UNK'])/numerator[@xsi:type="PQ')/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="PIVL_TS'")/period/@value
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T

(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="PIVL_TS'l[@operator="A")/period/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="PIVL_T
S')/period/@value
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T

(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type='"PIVL_TS')/period/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type='"PIVL_TS'l[@operator="A")/period/@unit
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="PIVL_T
S')/period/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="SXPR_
TS"/comp[@xsi:type="IVL_TS'/low/@value
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NullFlavor

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS"/comp[@xsi:type="IVL_TS'/low/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN']/effective Time[@xsi:type="SXPR_
TS"/comp[@xsi:type="IVL_TS'|[@operator="A"J/low/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN']/effective Time[@xsi:type="SXPR_
TS"/comp[@xsi:type="IVL_TS'|[@operator="A"}/low/@nullFlavor
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NullFlavor

(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="IVL_TS
Vow/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode='"SBADM'][@moodCode="EVN')/effective Time[@xsi:type='IVL_TS
"Mow/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN']/effective Time[@xsi:type="SXPR_
TS"/comp[@xsi:type="IVL_TS'/high/@value

2012411 A 14 H



ICH ICSR Hffi i1

2UTOT—41EE
D2 OEBABEMN
RSN BI5E

1) GkA4r.2,
Gk4r3
2)Gk4.r4
3)GkA4r5
4)G.kA4.r.6a.
G.k.4.r.6b

T—4 % SXPR %
5 2%&E® comp I
8

Parenthetic Set
Expression of Time
(SXPR_TS)
[Intervale of Point in
Time (IVL_TS)]

-64-

NullFlavor

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS"/comp[@xsi:type="IVL_TS'//high/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN']/effective Time[@xsi:type="SXPR_
TS"/comp[@xsi:type="IVL_TS'|[@operator="A"}/high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="IVL_TS'[@operator="A"//high/@nullFlavor
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NullFlavor

(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="IVL_TS
"I’high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type='IVL_TS
"Ihigh/@nuliFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="IVL_TS")/width/@value
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//outboundRelationship2[@typeCode="COMP']|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="IVL_TS'|[@operator="A"J/width/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="IVL_TS
"Jwidth/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="IVL_TS")/width/@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="SXPR_
TS"/comp[@xsi:type="IVL_TS'|[@operator="A"}/width/@unit
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="IVL_TS
"Jwidth/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/consumable[@typeCode="CSM'][
1)/instanceOfKind[@classCode="INST")/productinstancelnstance[@classCode="MMAT'|[@determine
rCode="INSTANCE"/lotNumberText/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN']/text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/consumable[@typeCode='"CSM'][
1)/instanceOfKind[@classCode="INST')/kindOfProduct[@classCode="MMAT'][@determinerCode="KI|
ND")/formCode[@codeSystem="TBD-DoseForm')/original Text/text()
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NullFlavor
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[

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/consumable[@typeCode="CSM'][
1)/instanceOfKind[@classCode="INST')/kindOfProduct[@classCode="MMAT'][@determinerCode="KI|
ND'//formCode[@codeSystem='"TBD-DoseForm'}/original Text/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'}/consumable[@typeCode='"CSM'][
1)/instanceOfKind[@classCode="INST')/kindOfProduct[@classCode="MMAT'][@determinerCode="KI|
ND'J/formCode[@codeSystem="TBD-DoseForm')/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode="SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/consumable[@typeCode='"CSM'][
1)/instanceOfKind[@classCode="INST')/kindOfProduct[@classCode="MMAT'][@determinerCode="KI|
ND'//formCode[@codeSystem="TBD-DoseForm'}/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/routeCode[@codeSystem="'2.16.
840.1.113883.3.989.2.1.1.14")/original Text/text()
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NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/routeCode[@codeSystem='2.16.
840.1.113883.3.989.2.1.1.14']/original Text/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP']|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/routeCode[@codeSystem='2.16.
840.1.113883.3.989.2.1.1.14'//@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/routeCode[@codeSystem="'2.16.
840.1.113883.3.989.2.1.1.14'}/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/inboundRelationship[@typeCode
='REFR"|[observation/code[@code="28"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.19']][1]/obse
rvation[@classCode='"OBS'|[@moodCode="EVN']/value[@xsi:type="CE'][@codeSystem='2.16.840.1.
113883.3.989.2.1.1.14"[1])/original Text/text()
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'|[@moodCode="EVN')/inboundRelationship[@typeCode
='REFR"|[observation/code[@code="28"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.19']][1]/obse
rvation[@classCode='"OBS'|[@moodCode="EVN']/value[@xsi:type="CE'][@codeSystem='2.16.840.1.
113883.3.989.2.1.1.14"[1]/original Text/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/inboundRelationship[@typeCode
='REFR"|[observation/code[@code="28'][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19][1)/obse
rvation[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:type='CE'][@codeSystem='2.16.840.1.
113883.3.989.2.1.1.14'][1)/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/inboundRelationship[@typeCode
='REFR"|[observation/code[@code="28'][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19][1)/obse
rvation[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:type='CE'][@codeSystem='2.16.840.1.
113883.3.989.2.1.1.14"[1)/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode="SUMM'][observation/code[@code="14"][
@codeSystem="2.16.840.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCod
e='EVN']/value[@xsi:type="PQ'][1)/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lIl@moodCode="EVN'//outboundRelationship2[@typeCode='"SUMM'[observation/code[@code="14"][
@codeSystem="2.16.840.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'][@moodCod
e='EVN']/value[@xsi:type="PQ'][1)/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI[@moodCode="EVN'//outboundRelationship2[@typeCode="PERT"|[observation/code[@code="16"][
@codeSystem="2.16.840.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'][@moodCod
e='EVN']/value[@xsi:type="PQ'][1)/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lI@moodCode="EVN']/outboundRelationship2[@typeCode='"PERT'][observation/code[@code="16"][
@codeSystem="2.16.840.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCod
e='EVN']/value[@xsi:type="PQ'][1)/@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//inboundRelationship[@typeCode="RSON'][observation/code[@code="19"[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.191]
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//inboundRelationship[@typeCode="RSON'][observation/code[@code="19"[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.19'][r]/observation[@classCode='OBS'[@moodCode="
EVN'[performer[@typeCode="PRF')/assignedEntity[@classCode="ASSIGNED']//code[@code="3"][@c
odeSystem='2.16.840.1.113883.3.989.2.1.1.21][1])/value[@xsi:type="CE"|[@codeSystem="'2.16.840.
1.113883.6.163"][1])/original Text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//inboundRelationship[@typeCode="RSON'][observation/code[@code="19"[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.19'][r]/observation[@classCode='OBS'l[@moodCode="
EVN'[performer[@typeCode='"PRF'//assignedEntity[@classCode="ASSIGNED'")/code[@code="3"][@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.21"][1])/value[@xsi:type="CE"|[@codeSystem="'2.16.840.
1.113883.6.163"][1])/original Text/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN')/inboundRelationship[@typeCode="RSON'][observation/code[@code="19"[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.19][r]/observation[@classCode="OBS'|[@moodCode='
EVN'[performer[@typeCode='"PRF'//assignedEntity[@classCode="ASSIGNED'")/code[@code="3"][@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.21"][1])/value[@xsi:type="CE"|[@codeSystem='2.16.840.
1.113883.6.163'][1]/@codeSystemVersion
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1

e Gk7r2b [#FEE (MedDRA I—K) | 8N g°d.edlw':h cE ;‘t".’e‘csr‘?rader e .113883.3.989.2.1.1.207][1)/organizer[@classCode='CATEGORY'[@moodCode="EVN'/component|
quivalents (CE) ring (ST) @typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//inboundRelationship[@typeCode="RSON'][observation/code[@code="19"[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.19"][r]/observation[@classCode='OBS'l[@moodCode="
EVN'[performer[@typeCode="PRF')/assignedEntity[@classCode="ASSIGNED']//code[@code="3"][@c
odeSystem='2.16.840.1.113883.3.989.2.1.1.21][1])/value[@xsi:type="CE"|[@codeSystem="'2.16.840.
1.113883.6.163"|[1]/@code
/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
O (- % = _ . _ [@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
e Gk8 gimkﬂbfwbhtw 1N &%fmmmmm gﬁ%ﬁ”w & ode="INVSBJ/subjectOf2[@typeCode="SBJ][organizer/code[@code="4"][@codeSystem="2.16.840.1
= 9 .113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//inboundRelationship[@typeCode='CAUS"|[act/code[@codeSystem='2.16.840
.1.113883.3.989.2.1.1.15"][1)/act{@classCode="ACT'[@moodCode="EVN')/code[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.15"/@code
EXRLEMERAESER
h Gk.9. DI LY YIR (WEICHL
#YRY)
ST [ = =
e Gk.9.i1 gm%%wﬂﬁm/ﬁng N/A &
/MCCI_IN200100UV01[@ITSVersion="XML_1.0' Jl@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
EXRLBEERABEER gy ;% L | de='EVNJcomponent@typeCode='COMP']ladverseEventAssessment][1)/adverseEventAssessment
h GkJ9.i.2r DRRBEER (BLEICHELCKRY '7_ I:h [@classCode="INVSTG'|[@moodCode="EVN'J/component[@typeCode='"COMP'|[causalityAssessme
B9 nt[code[@code="39'][@codeSystem='2.16.840.1.113883.3.989.2.1.1.19"][subject1[@typeCode="'SU
BJ'//adverseEffectReference[@classCode='"OBS'[@moodCode="EVN'//id[@root="UUID of i-th
reaction']][subject2[@typeCode="SUBJ']/productUseReference[@classCode="SBADM'[@moodCod
e="EVN'l/id[@root="UUID of k-th drug']]
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74-



e Gk.9.i2r.1
e G.k.9.i.2.r.2
e Gk.9.i.2.r3
e Gk.9.i3.1a

ICH ICSR Hffi i1

SHE D 1E IR

S 75 %

FHERER

EXRORERMEM 5B
R AEERRBEETOH
fffE (%)

60AN

60AN

60AN

Coded With
Equivalents (CE)

Coded With
Equivalents (CE)

Character String
(ST)

Physical Quantity
(PQ)

originalText=Encapsu
lated Data (ED)

originalText=Encapsu
lated Data (ED)

value=Real Number
(REAL)

-75-

fig

[

(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0' Jl@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/component[@typeCode="COMP'|[causalityAssessme
nt/code[@code="39'][@codeSystem='2.16.840.1.113883.3.989.2.1.1.19"][r}/causalityAssessment[@
classCode='"OBS'l[@moodCode="EVN'|[subject1[@typeCode="SUBJ")/adverseEffectReference[@cla

ssCode="OBS'|[@moodCode="EVN')/id[@root="UUID of i-th
reaction']][subject2[@typeCode="SUBJ']/productUseReference[@classCode='SBADM'|[@moodCod
e='EVN')/id[@root="UUID of k-th

drug'l)/author[@typeCode="AUT'][1]/assignedEntity[@classCode="ASSIGNED'")/code/original Text/tex
t()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0' J[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//component[@typeCode="COMP'|[causalityAssessme
nt/code[@code="39"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.19")][r]/causalityAssessment[@
classCode="0OBS'[@moodCode="EVN'][subject1[@typeCode='SUBJ'|/adverseEffectReference[@cla
ssCode="OBS'[[@moodCode="EVN'//id[@root="UUID of i-th
reaction']][subject2[@typeCode="SUBJ']/productUseReference[@classCode="SBADM'[@moodCod
e="EVN')/id[@root="UUID of k-th drug'])/methodCode[1]/originalText/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0' J[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//component[@typeCode="COMP'"|[causalityAssessme
nt/code[@code="39"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.19")][r]/causalityAssessment[@
classCode="0OBS'[@moodCode="EVN'][subject1[@typeCode='SUBJ'//adverseEffectReference[@cla
ssCode="OBS'[[@moodCode="EVN'//id[@root="UUID of i-th
reaction']][subject2[@typeCode="SUBJ']/productUseReference[@classCode="SBADM'[@moodCod
e="EVN')/id[@root="UUID of k-th drug'])/value[@xsi:type="ST'/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'/organizer[@classCode='"CATEGORY'][@moodCode="
EVN'|[code[@code="4"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.20"][1)/component[@typeCo
de="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM'][@moo
dCode="EVN")/outboundRelationship1[@typeCode="SAS'][actReference[@classCode='OBS'l[@moo
dCode="EVN'J/id[@root="UUID of i-th reaction'])/pauseQuantity/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ")/organizer[@classCode='CATEGORY'][@moodCode="
EVN'[code[@code="4"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.20"][1]/component[@typeCo
de="COMP"][substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM'][@moo
dCode="EVN'//outboundRelationship1[@typeCode='SAS'][actReference[@classCode="OBS'][@moo
dCode="EVN'/id[@root="UUID of i-th reaction']}/pauseQuantity/@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ")/organizer[@classCode='CATEGORY'][@moodCode="
EVN'|[code[@code="4"][@codeSystem="'2.16.840.1.113883.3.989.2.1.1.20"][1)/component[@typeCo
de='COMP"][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM'][@moo
dCode="EVN")/outboundRelationship1[@typeCode="SAE'][actReference[@classCode='OBS'l[@moo
dCode="EVN'/id[@root="UUID of i-th reaction'])/pauseQuantity/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'//organizer[@classCode='"CATEGORY'][@moodCode="
EVN'|[code[@code="4"][@codeSystem="'2.16.840.1.113883.3.989.2.1.1.20"][1)/component[@typeCo
de='COMP"][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM'][@moo
dCode="EVN")/outboundRelationship1[@typeCode="SAE'][actReference[@classCode='OBS'l[@moo
dCode="EVN'J/id[@root="UUID of i-th reaction'])/pauseQuantity/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'/organizer[@classCode='"CATEGORY'][@moodCode='
EVN'|[code[@code="4"][@codeSystem="'2.16.840.1.113883.3.989.2.1.1.20"][1)/component[@typeCo
de='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM'][@moo
dCode="EVN'")/outboundRelationship2[@typeCode='"PERT"][observation/code[@code="31"][@codeSy
stem="2.16.840.1.113883.3.989.2.1.1.19"]/observation[@classCode="OBS'|[@moodCode="EVN'][out
boundRelationship1[@typeCode="REFR']/actReference[@classCode='OBS'][@moodCode="EVN')/id
[@root="UUID of i-th
reaction']]/value[@xsi:type='"CE'][@codeSystem='2.16.840.1.113883.3.989.2.1.1.16'|[1)/@code
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//outboundRelationship2[@typeCode="REFR'][observation/code[@code="9"][@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19"]][r]/observation[@classCode='OBS'|[@moodCode=
'EVN']/value[@xsi:type="CE'|[@codeSystem="2.16.840.1.113883.3.989.2.1.1.17'][1)/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//outboundRelationship2[@typeCode="REFR'][observation/code[@code="9'][@
codeSystem='2.16.840.1.113883.3.989.2.1.1.197]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//outboundRelationship2[@typeCode="REFR'][observation/code[@code="2"][@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1)/observation[@classCode="OBS'[@moodCode
='"EVN'/value[@xsi:type="ST"|[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/component1[@typeCode='"COMP'][observationEvent[
code[@code="10"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19"][author[@typeCode="AUT")/as
signedEntity[@classCode="ASSIGNED'")/code[@code="3"[@codeSystem='2.16.840.1.113883.3.989.
2.1.1.21]][1)/observationEvent[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:type="ED")/text
0
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/component1[@typeCode='"COMP'][observationEvent]
code[@code="15"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19"][author[@typeCode="AUT")/as
signedEntity[@classCode="ASSIGNED'")/code[@code="1"[@codeSystem='2.16.840.1.113883.3.989.
2.1.1.2171]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/component1[@typeCode='"COMP'][observationEvent]
code[@code="15"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19"J[author[@typeCode="AUT")/as
signedEntity[@classCode="ASSIGNED'")/code[@code="1"[@codeSystem='2.16.840.1.113883.3.989.
2.1.1.211]][r)/observationEvent[@classCode="OBS'|[@moodCode="EVN']/value[@xsi:type="CE'|[@c
odeSystem="2.16.840.1.113883.6.163']/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'[/component1[@typeCode='COMP'][observationEvent[
code[@code="15"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][author[@typeCode="AUT"|/as
signedEntity[@classCode="ASSIGNED'")/code[@code="1"l[@codeSystem="2.16.840.1.113883.3.989.
2.1.1.21]][r//observationEvent[@classCode='"OBS'[@moodCode="EVN']/value[@xsi:type="CE'|[@c
odeSystem='2.16.840.1.113883.6.163']/@code

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/component1[@typeCode='"COMP'][observationEvent]
code[@code="10"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19"J[author[@typeCode="AUT")/as
signedEntity[@classCode="ASSIGNED'")/code[@code="1"[@codeSystem='2.16.840.1.113883.3.989.
2.1.1.21]][1)/observationEvent[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:type="ED")/text
0

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'"|[observationEvent[code[@code="36"[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19'][author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGN
ED'J/code[@code="2"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.21]]
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'][observationEvent[code[@code="36"][@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']|[author[@typeCode="AUT"|/assignedEntity[@classCode="ASSIGN
ED")/code[@code="2"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.21']]][r]/observationEvent[@cl
assCode='OBS'l[@moodCode="EVN']/value[@xsi:type="ED']/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'"|[observationEvent[code[@code="36"[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']][author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGN
ED'J/code[@code="2"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.21']]][r]/observationEvent[@cl
assCode='"OBS'[@moodCode="EVN'/value[@xsi:type="ED"/@language
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(B 3)

ICSR * v
o E—JIcH T = HL7 F—45 &
Z14—IL & . HL7 T—4 &
574—F (FHREBRER)
&S
ICH ICSR /3y FRER
h ACK.M/A e
I N = Instance extension=Character /MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
el RS
e ACKM.1 RISENYTES 100AN Identifier (Il) String (ST) fie MCCI_IN200101UV01.xsd}/id[@root="2.16.840.1.113883.3.989.2.1.3 20"/ @extension
- S o P /MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
BB\ S =
e ACK.M.2 FE;“,'W BAYTEE (44 60AN Instance extension=Character | MCCI_IN200101UV01.xsd'Ysender[@typeCode="SND'}/device[@classCode='"DEV'|[@determiner
HH R F Identifier (II) String (ST)
® Code="INSTANCE")/id[@root="2.16.840.1.113883.3.989.2.1.3.17'|[1)/@extension
=30 N Lo /MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
EElF \§ " 2= = . . .
e ACK.M.3 gfgg 7 AR N.1.3 60AN :gztnatliqficei am g)t(:;nszgr_'nr)Character & MCCI_IN200101UV01.xsd'//receiver[@typeCode='"RCV']/device[@classCode='"DEV'][@determiner
" 9 Code='INSTANCE")/id[@root="2.16.840.1.113883.3.989.2.1.3.18'][1)/@extension
o ACKM.4 Ny FIREDHERIG B ff /B | Point in Time & /MCCI_IN200101UV01[@ITSVersion="XML_1.0'[@xsi:schemaLocation='urn:hl7-org:v3
o %8 fs (TS) = MCCI_IN200101UV01.xsd'//creationTime/@value
Instance extension=Character /MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
e ACK.A.1 ICSR /Ny FHE N.1.2 100AN Identifier (Il) String (ST) & MCCI_IN200101UV01.xsd'//acknowledgement[@typeCode]/targetBatch/id[@root="2.16.840.1.113
9 883.3.989.2.1.3.22/@extension
/MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
e ACKA2 BRICEME A v 100AN Instance extension=Character & MCCI_IN200101UV01.xsd'//attentionLine[keyWordText{@code="2"[@codeSystem='2.16.840.1.11
o tt—CHFS Identifier (I1) String (ST) 3883.3.989.2.1.1.24"|[1]/value[@xsi:type="II'][@root="2.16.840.1.113883.3.989.2.1.3.21')/ @extens
ion
B8 | Point in Time /MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
e ACK.A3 ICSR /N F{r#H N.1.5 - (TS) & MCCI_IN200101UV01.xsd'//attentionLine[keyWordText{@code='3"[@codeSystem='2.16.840.1.11
" 3883.3.989.2.1.1.24"|[1]/value[@xsi:type="TS'|/@value

ICH ICSR Hffi i1
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e ACK.A4
e ACK.A.5
h ACK.B.r
e ACK.B.r.1
e ACK.B.r.2
e ACK.B.r.3
e ACK.B.r4
e ACK.B.r.5
e ACK.B.r.6
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FEEEa—F
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C.1.1

N.2.r.2

N.2.r.3
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100AN
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extension=Character
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extension=Character
String (ST)

extension=Character
String (ST)
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/MCCI_IN200101UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd")/acknowledgement/@typeCode

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'//acknowledgement[@typeCode]/acknowledgementDetail[ 1]/text/text()

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'[/MCCI_INO00002UV01

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd")/MCCI_IN000002UV01[r)/acknowledgement[@typeCode][1])/targetMes
sage/id[@root="2.16.840.1.113883.3.989.2.1.3.1"/@extension

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'[/MCCI_INO00002UVO01[r]/id[@root="2.16.840.1.113883.3.989.2.1.3.19'
J/@extension

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd"//MCCI_INO00002UVO01[r)/receiver[@typeCode='"RCV')/device[@class
Code='DEV'|[@determinerCode="INSTANCE'//id[@root='2.16.840.1.113883.3.989.2.1.3.16"/@ext
ension

/MCCI_IN200101UVO01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'[/MCCI_INO00002UV01[r]/sender[@typeCode="'SND'//device[@classC
ode='"DEV'][@determinerCode='INSTANCE'//id[@root="2.16.840.1.113883.3.989.2.1.3.15'/ @exte
nsion

/MCCI_IN200101UVO01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'[/MCCI_INO00002UV01[r]/attentionLine[keyWordText{@code="1"][@co
deSystem="2.16.840.1.113883.3.989.2.1.1.24'][1]/value[@xsi:type="TS'|/@value

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'/MCCI_INO00002UV01[r[/acknowledgement[1]/@typeCode
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/MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3

S5 S BEE W
e ACK.B.I.7 i_?wm/;,:, 5 v 250AN Egtc:‘(’ég)ated e MCCI_IN200101UV01.xsd'YMCCI_INO00002UV01[r]/acknowledgement[@typeCode][1)/acknowle
vxleE dgementDetail[1)/text/text()
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2. ¥ XML REICEET 5 XML Wi

ICSR A v E—IIZBW T, KO E2R (R3) 7 —XIHH TIX XML @ 1 DOFCik 7
ENRAF—<IC LD ERINTWDED, —OT — X HH TIIEEROFLR FIED RS
TW%, ISO/HL7ICSR EF /MZEBWTE2R (R3) T —XIHEHH OMEXITMAE DO ZH
A= b T 5720 D XML 22— RO FERFEL, ZDOIX L DX (THIGE LTV 5,
A X — | ZBWTCdKiE 77T — Z B R OB Z M L2 b, Bl ix, #5
BIHH OB OEAL (Gk4r3) ik, lcyclical (JAH#IR) | . Tasnecessary (£
2HE) | O Ttotal (BEtF) | 12%F L C UCUM K OE UCUM =2 — ROED B 5, Gk4r3
DfEDY Ttotal (HEF) | XITZDOMOEDOLA, &H5& () (Gk4rla) KUOHELHGE

(A7)  (Gk4r.lb) © XML (Z#8£72 5, T—XHBOMAEDLEHIZETHHH 125D
flELC, A (Eid) . &TH (Ei5) EUOFYM (Ei6) 35, 3 207 —
ZIAHOT R CRFER SN TWDIEA IS E LR OAREH I T 54
Gy B HLT T — XA OB NR A —< |k W EFZES NS, AHEIZIZZ S DA
12515 XML Wr i &2 o=,

2.1 BARBH., T HROEHEEM

FEEH A RIATEDOFEHEL— L OERIZHES T, 32OOF—HIHBD 5 H2OIZ AT 5
FFDy o,

21.1. E.id4 [#EBH] EOEL5 &TH] ICATERN, Ei6 FEHBL ZAHLRY

<observation classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-45{2-a02{-42d4d6f4657{"/>
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" displayName="reaction"/>
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<!-- E.i.4 Date of Start of Reaction / Event -->
<high value="20090102"/>
<!-- E.i.5: Date of End of Reaction / Event -->
</effectiveTime>

<value xsi:type="CE" code="E.i.2.1b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="E.i.2.1a">

<!-- E.i.2.1a: MedDRA Version for Reaction / Event -->
<!-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<originalText language="E.i.1.1b">E.i.1.1a</original Text>
<!-- E.i.1a: Reaction / Event as Reported by the Primary Source in Native Language -->

</value>

2.1.2. Eid [EHEHHE] (CUIELS THETH] ) EKOEi6 TEEHM] AT 3

<observation classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-4512-a02f-42d4d6f46571"/>
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"
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displayName="reaction"/>
<effectiveTime xsi:type="IVL TS">
<low value="20090101"/>
<!-- E.i.4 Date of Start of Reaction / Event -->
<width value="24" unit="E.i.6b"/>
<!-- E.i.6a: Duration of Reaction / Event -->
<!-- E.i.6b: Duration of Reaction / Event (Duration Unit) -->
</effectiveTime>

<value xsi:type="CE" code="E.i.2.1b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="E.i.2.1a">

<!-- E.i.2.1a: MedDRA Version for Reaction / Event -->

<!-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<originalText>E.i.0.a</original Text>
<originalText language="E.i.1.1b">E.i.1.1a</original Text>

<!-- E.i.1a: Reaction / Event as Reported by the Primary Source in Native Language
>

</value>

21.3. Eid4 [BHHA] | Ei5 &THI ., XOE.i6 [FeE#l AT 5

<observation classCode="OBS" moodCode="EVN">
<id root="154¢eb889-958b-4512-a02f-42d4d6f4657f" />
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"

—n

displayName="reaction"/>
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="IVL TS">
<low value="20090101"/>
<!-- E.i.4 Date of Start of Reaction / Event -->
<high value="20090102"/>
<!-- E.i.5: Date of End of Reaction / Event -->
</comp>
<comp xsi:type="IVL_TS" operator="A">
<width value="24" unit="h"/>
<!-- E.i.6a: Duration of Reaction / Event -->
<!-- E.i.6b: Duration of Reaction / Event (Duration Unit) -->
</comp>
</effectiveTime>

<value xsi:type="CE" code="E.i.2.1b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="E.i.2.1a">

<!-- E.i.2.1a: MedDRA Version for Reaction / Event -->
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<!-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<originalText language="E.i.1.1b">E.i.1.1a</original Text>

<!-- E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native
Language -->

<!-- E.i.1.1b: Reaction / Event as Reported by the Primary Source Language
>

</value>

2.1.4. Gkdrd TBEE] RO Gk4rs HETHI ICATTTEN, Gk4r.6iZiT AT L7z

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- G.k.4.1.8: Dosage Text -->
<effectiveTime xsi:type="SXPR _TS">
<comp xsi:type="PIVL TS">
<period value="10" unit="G.k.4.r.3"/>
<!-- G.k.4.1.2: Number of Units in the Interval -->
<!-- G.k.4.1.3: Definition of the Time Interval Unit -->
</comp>
<comp xsi:type="IVL TS" operator="A">
<low value="20090101"/>
<l-- G.k.4.1.4: Date and Time of Start of Drug-->
<high value="20090101"/>
<!-- G.k.4.1.5: Date and Time of Last Administration-->
</comp>

</effectiveTime>
2.15. Gkdrd BHEEH] (UL Gkdrs ETHI] ) ROGk4Ar6 AT S

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- G.k.4.1.8: Dosage Text -->
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL TS">
<period value="10" unit="G.k.4.r.3"/>
<!-- G.k.4.1.2: Number of Units in the Interval -->
<!-- G.k.4.1.3: Definition of the Time Interval Unit -->
</comp>

<comp xsi:type="IVL TS" operator="A">
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<low value="20090101"/>

<!-- G.k.4.1.4: Date and Time of Start of Drug -->

<width value ="4" unit ="G.k.4.6b"/>

<!-- G.k.4.6a: Duration of Drug Administration (number) -->

<!-- G.k.4.6b: Duration of Drug Administration (unit) -->
</comp>

</effectiveTime>

2.1.6. G.k4r2 B Gk4Ar3 IZIZAT LRV, Gkdrs, Gkd.7 XL Gkdr.e DT
AT D

ZOHEAX—~v T — & MT 5700, 7T —FRUIIVL_TSUIPIVL_TSTARIT UL B 72wy,
SXPR_TSILFFA] SAL72 0,
IVL_TSOHi :
<substance Administration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- G.k.4.1.8: Dosage Text -->
<effectiveTime xsi:type="IVL TS">
<low value="20090101"/>
<!-- G.k.4.r.4: Date and Time of Start of Drug -->
<width value ="4" unit ="G.k.4.6b"/>
<!-- G.k.4.r.6a: Duration of Drug Administration (number) -->
<!-- G.k.4.r.6b: Duration of Drug Administration (unit) -->

</effectiveTime>

PIVL_ TS®O % 5 10D Hi :
<substanceAdministration classCode="SBADM" moodCode="EVN">

<text>G.k.4.r.9</text>

<!-- G.k.4.1.9: Dosage Text -->

<effectiveTime xsi:type="PIVL TS">
<period value="10" unit="G.k.4.r.4"/>
<!-- G.k.4.r.3: Number of Units in the Interval -->
<!-- G.k.4.r.4: Definition of the Time Interval Unit -->

</effectiveTime>

2.1.7. G.kdrd TBZEH] | Gkdrs ETHI . RO Gk4r8 [FfHifE ICANT S

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>

<!-- G.k.4.r.8: Dosage Text -->
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<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL TS">
<period value="10" unit="G.k.4.r.3"/>
<!-- G.k.4.r.2: Number of Units in the Interval -->
<!-- G.k.4.r.3: Definition of the Time Interval Unit -->
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="20090101"/>
<!-- G.k.4.r.4: Date and Time of Start of Drug-->
<high value="20090101"/>
<!-- G.k.4.1.5: Date and Time of Last Administration -->
</comp>
<comp xsi:type="IVL TS" operator="A">
<width value="24" unit="h"/>
<!-- G.k.4.r.6a: Duration of Drug Administration (number) -->
<!-- G.k.4.r.6b: Duration of Drug Administration (unit) -->
</comp>

</effectiveTime>

2.2. F BRE/KR
22.1.  Fr32 EERUCREF

22.1.1. fE (Bl : "10 mg/dL")

Z DA, HL7 O"value"HE H X 1 DD "center"H H THEL SN 5,

<value xsi:type="IVL PQ" >
<center value="10" unit="mg/dl" />

</value>
22.1.2. fEXYHREVW B : "> 10 mg/dL")

Z O%A . HL7 O"value"H B 13 "low"fE & ONhigh"fE OFEPH CHER S D, RETTLD
REW] HET EOEROEEICLV/REND (F72H 5, null flavor"PINF" 2 )
JEME"inclusive" X, BRE 038R (T72bb, F%E) ThodZ &amrnd b false" TR E
SN,
<value xsi:type="IVL PQ" >
<low value="10" unit="mg/dI" inclusive="false"/>
<high nullFlavor="PINF"/>

</value>
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2.2.13. fEXY/AEV (B : "<10 mg/dL")

Z D6 HL7 O"value"TH B (X" low" i & O high"fE O #iFH TR S D, RETFTXY
INSW ] GATR ADERDIRMEIZ LV REND (T720 5, null flavor"NINF" 2 H)
JEME"inclusive"lX, [BE 723 (T 72b b, [A%) THDHI & AT 7= alse" |3 E
b,

<value xsi:type="IVL PQ" >
<low nullFlavor="NINF"/>
<high value="10" unit="mg/dl" inclusive="false"/>

</value>
2.2.14. fELLE (B : ">=10 mg/dL")

Z DA HLT O"value"TE H 13" low"fE M O high"E O & JH CTHERL S5, [REF LA E
iE'/\o:;c EOEREOEMIZL YV /RENSD (T2 5, null flavor"PINF" 2 H) . &
PE"inclusive"ld. [FZETHDH Z &2 RT 72O "true"IZRE I LD,

<value xsi:type="IVL PQ" >
<low value="10" unit="mg/dl" inclusive="true"/>
<high nullFlavor="PINF"/>

</value
2.2.15. fELLF (B : "<=10 mg/dL")

Z DA HL7 O"value"HH H X "low" B & ONhigh"E O #GH THER S 5, RET XV
/J\é WA, ADEROEMEIZ LV REND (ﬁ‘f.ﬁb% null flavor"NINF" 2 {# /) .
JEME"inclusive"lX, R THDH I &2 RT 2D true" I E S LD,

<value xsi:type="IVL PQ" >
<low nullFlavor="NINF"/>
<high value="10" unit="mg/dI" inclusive="true"/>

</value>
2.2.2 Fr3.2 X' F.r.3.3

<observation moodCode="EVN" classCode="OBS">

<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="F.r.2.2a">

<!-- F.r.2.2a: Test Name (MedDRA version) -->
<!l-- F.r.2.1b: Test Name (MedDRA code) -->
<original Text>F.r.2.1</original Text>
<!-- F.r.2.1: Test Name (free text) -->
</code>

<effectiveTime value="20090101"/>
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<l--F.r.1: Test Date -->

<value xsi:type="IVL PQ">
<center value="10" unit="mg/dl"/>
<!-- F.r.3.2: Test Result (Value) -->
<!--F.r.3.3: Unit -->

</value>
2.2.3. F.r.3.1

<observation classCode="OBS" moodCode="EVN">

<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="F.r.2.2a">
<original Text>F.r.2</original Text>

</code>

<effectiveTime value="20090101"/>

<l--F.r.1: Test Date -->

<interpretationCode code="Positive" codeSystem="2.16.840.1.113883.3.989.2.1.1.12"/>

<!-- F.r.3.1: Test Result (Code) -->

2.24. F.r3.4

<observation classCode="OBS" moodCode="EVN">

<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="F.r.2.2a">
<original Text>F.r.2</original Text>

</code>

<effectiveTime value="20090101"/>

<l--F.r.1: Test Date -->

<value xsi:type="ED">F.r.3.4</value>

<!-- F.r.3.4: Result Unstructured Data (free text) -->

2.3. G.k4 BEEDH]

2.3.1. 18¥%729 1,/H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>1 per day</text>
<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</comp>
</effectiveTime>

</substance Administration>
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</outboundRelationship2>

2.3.2. 1 B¥Y7=0 188/

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">

<text>1 tablet per day </text>

<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL TS">

<period value="1" unit="d"/>

</comp>

</effectiveTime>

<doseQuantity value="1" unit="{DF}"/>

<consumable typeCode="CSM">
<instanceOfKind classCode="INST">

<kindOfProduct classCode="MMAT" determinerCode="KIND">

<formCode>
<original Text>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

2.3.3. 1 H 1[E., 1/4 8 H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL TS">
<period value="1" unit="d"/>
</comp>
</effectiveTime>
<doseQuantity value="0.25" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">

<kindOfProduct classCode="MMAT" determinerCode="KIND">

<formCode>

<original Text>Tablet</original Text>

(s 3)
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</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

234. HE1[E., 68 /H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL TS">
<period value="1" unit="w"/>
</comp>
</effectiveTime>
<doseQuantity value="6" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>
2.3.5. 1H2[E, 18/

Bl 1
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="12" unit="h"/>
</comp>

</effective Time>
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<doseQuantity value="1" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

12
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</comp>
</effectiveTime>
<doseQuantity value="2" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

2.3.6. 1 H 4[E, 7.5 mg/ [

Bi1
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
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<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL_TS">
<period value="6" unit="h"/>
</comp>
</effectiveTime>
<doseQuantity value="7.5" unit="mg"/>
</substance Administration>

</outboundRelationship2>

B2
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</comp>
</effectiveTime>
<doseQuantity value="30" unit="mg"/>
</substanceAdministration>

</outboundRelationship2>

2.3.7. 18 1H, 15mL,/[H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</comp>
</effectiveTime>
<doseQuantity value="15" unit="mL"/>

</substance Administration>

</outboundRelationship2>

238. 2AIC1E, 18 /d

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="2" unit="d"/>
</comp>

</effectiveTime>

ICH ICSR HAfTH {5
93-

(s 3)

20124E 11 A 14 H



(s 3)

<doseQuantity value="1" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

2.3.9.  TWHA. 18 E, BH%HE. ¥TH

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">

_n

<periodunit="{as necessary}"/>
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="200908/>
</comp>

</effectiveTime>

<doseQuantity value="1" unit="{DF}"/>

2.3.10.  TMEA. 20 mg[H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="PIVL_TS">
<periodunit="{as necessary}"/>
</effectiveTime>

<doseQuantity value="20" unit="mg"/>
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2.3.11.  FAHIM, 500 mg [, BAZEHE, & TH

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<periodunit="{cyclical}"/>
</comp>
<comp xsi:type="IVL TS" operator="A">
<low value="200906"/>
<high value="200908/>
</comp>
</effectiveTime>

<doseQuantity value="500" unit="mg"/>

2.3.12.  JEHE. 500 mg[A]

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="PIVL TS">
<periodunit="{cyclical } "/>
</effectiveTime>

<doseQuantity value="500" unit="mg"/>

23.13. ##FE5E20,000mg, BALLHE, KTH

<substanceAdministrationclassCode="SBADM" moodCode="EVN">
<effectiveTimexsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<periodunit="{total } "/>
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="201005/>
</comp>
</effectiveTime>
<doseCheckQuantity>
<numerator xsi:type="PQ" value="20000" unit="mg"/>
<denominator xsi:type="PQ" nullFlavor="UNK"/>

</doseCheckQuantity>
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2.4. EFE. Fax, EFA—/V (C.3.4.6, C34.7, KX C.3.4.8)

HL7 telecom 7 — # B DAE L —
<telecom value="tel:C.3.4.6"/>
<!-- C.3.4.6: Sender's Telephone -->
<telecom value="fax:C.3.4.7"/>
<!-- C.3.4.7: Sender's Fax -->
<telecom value="mailto:C.3.4.8"/>

<!-- C.3.4.8 : Sender's E-mail Address -->

2.5. MEZEOBFEEESIZX LT Privacy" Z7~7 (C.2.r.2.7)

"Privacy"Z /"9 728, ICH E2B TIEXEA ITX L telecom A F— A D%IT null
flavor=MSK O ZHELE L TV D,

il —
<telecom value="tel:" nullFlavor="MSK"/>

<!--C.2.r.2.7: Reporter's Telephone is Masked for Privacy -->

ZHIEREDOHLT Onull flavor TIXRWZ S I ET 5,

26. FTAARE—ZFERH LTIEREIE (D.2.2.1b)

<subjectOf2 typeCode="SBJ">
<observation moodCode="EVN" classCode="OBS">

<code code="16" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"
displayName="gestationPeriod"/>

<value xsi:type="PQ" value="1" unit="{trimester}"/>

</observation>

</subjectOf2>

2.7. fER2WA, ZAF—<23 null flaver ZROTWDHED (B RERDE) DFI
(G.k.2.3.r.1)
<ingredient classCode="ACTI">

<quantity>
<numerator value="10" unit="mg"/>
<denominator value="1"/>

</quantity>

<ingredientSubstance classCode="MMAT" determinerCode="KIND">
<name nullFlavor="UNK"/>

</ingredientSubstance>
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</ingredient>

2.8. FEIWERICEY 2 RRBLREROH]

<component typeCode="COMP">
<causalityAssessment classCode="OBS" moodCode="EVN">
<code code="39" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" displayName="causality"/>
<value xsi:type="ST">G.k.9.i.2.r.3</value>
<methodCode>
<originalText>G.k.9.i.2.r.2</original Text>
</methodCode>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code>
<original Text>G.k.9.i.2.r.1</original Text>
</code>
</assignedEntity>
</author>
<subjectl typeCode="SUBJ">
<adverseEffectReference classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-45{2-a02{-42d4d6f4657{"/>
</adverseEffectReference>
</subject1>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="3¢c91b4d5-¢039-4a7a-9¢c30-67671b0efYe4"/>
</productUseReference>
</subject2>
</causality Assessment>

</component>
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. SBA VAR VRIZDOVWTOIEEEIE

o BWA LU AF AT, T —ZHEADO XML IZB T 2R FiEZRT0, EEOM
DRPVIZE2B (R3) OFET —ZHHDOHAZE D RINTWD, &7 —XHH D4R
XML Fizax s bELTRENTWAD,

s I—FNPBETHLILGEG. TOI—FKDOTFA L (T-UL) 2 NHDHEEFEE/R X 512
display name \ 2777,

o BWA ALK LA LEHET S XPath 1318k 1 (D) CHASRBINTWA,

o HHODOT—HRNPQ"THDHYA. HLTPQ T — XD )L— )W LV ZDEDHA TS
EHNRE e, G878 ICH AT IZ W TIE, 14k 1 (F) @ ICHE2B =— R U % |
25 26 O Z L,

o BEROBOERLGHEE (Gk4rll) OBEMEDL, ERMEROA =TT A P72
WO KL DANFHEE (1 T RROT U b3y ROBR) 2 HWTATIT 5,
BlO B GRRIEII AT 1272 - 7= 'inboundRelationship' & L CA L, Blga— REN=a—
M7 eE BHFLROWM G 2R — M o4 7 HPX—2 3 v a— FEEOMEY
ZHWTERT,

B
<outboundRelationship2typeCode="COMP">
<substanceAdministrationclassCode="SBADM"moodCode="EVN">
<inboundRelationshiptypeCode="REFR">
<observationclassCode="OBS"moodCode="EVN">

<code code="parentRouteOfAdministration"
codeSystem="2.16.840.1.113883.3.989.2.1.1.19"/>
<valuexsi:type="CE" code="G.k.4.r.11.2b"
codeSystem="2.16.840.1.113883.3.989.2.1.1.14"
codeSystemVersion="G.k.4.r.11.2a">

<!-- G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number
#1-1 -—>

<!-- G.k.4.r.11.2b: Parent Route of Administration TermID #1-1 -->
<originalText>G.k.4.r.11.1</original Text>
<!-- G.k.4.r.11.1: Parent Route of Administration (free text) #1-1 -->
</value>
</observation>
</inboundRelationship>
</substance Administration>

</outboundRelationship2>
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(B 3)
V. 5%
ICSR 2 v E—JI2BiT5 E2B (R3) T — X IEB#E

T8N T 7 AVE, ICSR A vE—UZET 5 E2B (R3) 7 — X IHH OHIZ OV T
HAL TS, BHA L AX L AD XML # 713X E2B (R3) T —XHEA®IZ 7 Vv—71k
SNTEY, ZNCXVFHFIZT —XHEHEOBRY IR L 7 v v 7 KO e % s
HZEMTEL, ATEDOHMIZHLT IZHESL XML A v bB—IIZ3E LL WIS
R LUCBIBA VAL ADIRRERH T DL TH DI, ALEIVIEIONFE LG
ITEH SN WAREMERH D Z LI ET D,
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