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NullFlavor

(Bl 3)

MCCI_IN200100UVO1 [@FTSVersion="XML_1.0")[@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01 xsd'YPORR_INCG49016UV[r)/controlActProcess[@classCode='"CACT|[@moo
dCode="EVN'Vsubjéci{@typeCode="SUBJ][1]investigationEvent{@classCode='INVSTG][@moodCo
de="EVN]/subjectOf2{@typeCode='SUBJfinvestigationCharacteristic/code[@code="2"|[@codeSyste
m="2.16.840.1.113883.3.889.2.1.1.23)[1}finvestigationCharacteristici@classCode="0OBS[@moodC
ode="EVNTvalue[@xsi:type="BL'V@nullFlavor

h Cledr

TEFMEAT OMBIR (BRI
HLBYET)

#BUEL
j_

7

MCCI_IN200100UVD1[@ITSVersion="XML_1.0")[@xsi:schemalccation="umn:hi7-org:v3
MCCI_IN200100UV01.xsd)/PORR_IN049016UVr)/controlActProcessf@classCode="CACT|[@moo
dCode='"EVN'{/subjecti@typeCode="SUBJ][1]investigationEventi@classCode=INVSTG|[@moodCo
de='EVN/subjectOf [@typeCode="SUBJ[controlActEventfid]

e G.1.9.1.r1

PRI T DR R

100AN

Instance Identifier

(m

assigningAuthorityNa
me=Character String
(G1)]

MCCILIN200100UVOTI@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-crg:v3
MCCI_IN200100UV01.xsd /FORR_IN048016UV[rl/controlActProcessi@classCode="CACT][@mog
dCode="EVN'|/subject[@typeCode="SUBJ[1)investigationEvent[@classCode="INVSTG[@meodCo
de="EVN)/subjectOf1 [@typeCode="SUBJ{controlactEvent/id){r)/controlActEventid[@root="2.16.840
.1.113883.3.989.2.1.3.3T[1//@assigningAuthorityName

e c.1.8.1.r.2

SERBAT

1C0AN

Instance Identifier

m

extension=Character
String (ST)

{MCCI_IN200100UVO1[@IT SVersion="XML_1.0T@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 :xsd')/PORR_INDO45015UV]r)/controlActProcess|[@classCode="CACT|[@moo
dCode="EVNfsubject{@typeCode="SUBJ[1}investigationEvent]{@classCode="INVSTGH{@moodCo
de="EVN/subjectOM [@typeCode="SUBJ'|[controlactEvent/id)[r)/control ActEvent/id[@root="2.16.840
.1.113883.3.989.2.1.3.2][1]/@extension

e C.1.10r

FRELHETIHEDR
T (BECHLEYET)

100AN

Instance ldentifier

(m

extension=Character
String (ST}

MCCI_IN200100UVD [@ITSVersion="XML_1.0[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd /PORR_INO4S016UV[r)fcontrolActProcess[@classCode="CACT{[@moo
dCode="EVN)/subject[@ftypeCode="SUBJ][1)investigationEvent[@classCode="INVSTG[@moodCo
de="EVNT/outboundRelationship[@typeCode="SPRT[relatedInvestigation/code/@nullFlavor="NA[r]
frefatedinvestigationf@classCode="INVSTG'|[@moodCode="EVN')/subjectOf2[@typeCode="SUBJ[
1)controlActEventi@classCode="CACT][@moodCode="EVN')/idj@root="2.16.840.1.113883,3.969.2,
1.3.27[1)/@extension :

h c111

HEWEHIE

e . C.1.11.1

HEWHEBHE

1N

Coded With
Equivalents (CE)

code=Character
String (ST}

"IMCCI_IN2001 00UV [@1TSVersion="XML_1.0'][@xsi:schemalLocation="umn:hi7-org:v3

MCCI_IN200100UV01.xsd'VPORR_IND4S016UVIr)controlActProcess[@classCode="CACT][@moo

dCode="EVN/subject[@typeCode="SUBJ][1})investigationEvent[@classCode=NVSTG|[@moodCo
de="EVN/subjectOf2]@fypeCode="SUBJinvestigationCharacteristic/codej@code="3"[@codeSyste
m='2,16.840.1.113883.3.989,2,1.1,237[1VinvestigationCharacteristicf@classCode="OBS [[@moodC

ode="EVNvalue[@xsi:type='CE[@codeSystem="2.16.840.1.113883.3.989.2.1.1.5/@code

HEWRX-FEICEATS
ICH Aa—FUYUR RDI—
Pai

INMCCI_IN200100UVO1[@I TSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsdWPORR_IN(48018UV[r]/controlActProcess[@classCode="CACT[@moo
dCode="EVN'|/subjectj@typeCode="SUBJ[1)finvestigationEvent{@classCode="INVSTG'][@moodCo
de="EVNT/subjectOf2[@typeCode="SUBJ|[investigationCharacteristic/code[@code="3"][@codeSyste
m="2.16.840.1.113883.3.989.2.1.1.237|[1}/investigationCharacteristic[@classCode="0BS[@moodC
ode="EVNvalue[@xsi:type='"CE[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.5)@codeSystem
Version

e C.1.11.2

WMEWR./HIEER

2000AN

Coded With
Equivalents (CE})

originaiText =
Encapsulated Data
(ED)

/MMCCI_IN200100UVO1[@ITSVersion="XML_1.0')[@xsi:schemal.ocation="um:hi7-org:v3
MCGI_IN200100UV01.xsd'YPORR_IND48016UV[r{/controlActProcess]@classCode="CACT[@moo
dCode="EVN)/subject[@typeCode="SUBJ][1linvestigationEvent{@classCode="INVSTG'|[@moodCo
de="EVNTisubjectOf2[@typeCode="SUBJ[investigationCharacteristic/code[@code="4l[@codeSyste
m="2.16.840.1.1138863.3.989.2.1.1.23][1})investigationCharacteristic[@classCode="0BS[@moodC
ode="EVN1ivalue[@xsi:type="CEJforiginal Text/text()
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MullFlavor

(B¥Es 3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hI7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r}/contralActPracess[@classCode='CACT][(@moo
dCode="EVN')/subjeci[@typeCode="SUBJ[1)finvestigationEvent[@classCode="INVSTG'[[@moodCeo
e="EVN'J/outboundRelationship[@typeCode='SPRT"[related Investigation/code[@code="2"|[@code
System='2.16.840.1.113683.3.989.2.1.1.22"][r}/related Investigation[@classCode="INVSTG[@mood
Code="EVN/subjectOf2[@typeCode="SUBJVcontrolActEvent{@classCode="CACT|[@moadCode="
EVN'Jauthori@typeCode="AUT)/assignedEntity[@classCode='ASSIGNED /assignedPerson[@clas
sCode="PSN(@determinerCode="[NSTANCE)/name/given[2}/@nullFiavor

e C.2r1.4

BETOK

60AN

Person Name (PN)

family=Entity Name
Part (ENXP}

MCCI_IN200100UVD1 [@ITSVersion="XML_1.0)[@xsi:schemalLocation="urmn:h17-org:v3
MCCI_IN200100UV01.xsdWPORR_ING49016UV[JcontrolActProcess[@classCode='CACT|j@moo
dCode="EVNY/subjeci{@typeCode="SUBJ[1)/investigationEvent{@classCode=INVSTG][@maodCo
de="EVN')foutboundRelationship[i@typeCode="SPRT[related|nvestigation/codel@code="2"[@code
System='2.16.840,1.113683.3.989.2.1.1.22'[r)/relatedInvestigation[@classCode="INVS TG’ [@mood
Code="EVN/subjectOf2[@typeCode="SUBJJcontrolActEvent[@classCode="CACT|[@moodCode="
EVNYauthor{@iypeCode="AUT J/assignedEntity[@classCode="ASSIGNED/assignedPerson[@clas
sCode='PSN][@determinerCode="INSTANCE\name/family[1}text)

NullFlavor

IMCCI_IN200100UVD1[@ITSVersion="XML_1.0")[@xsi:schemaLocation='um:hi7-org:v3
MCCI_IN200100UV01.xsdYPORR_IN049016UV(r/controlActProcess[@classCode="CACT][@moo
dCode="EVNj/subject(@typeCode="SUBJ'|[1]/investigationEvent{@classCode=1NVSTG|[@moodCo
e='EVN'//outboundRelationship[@typeCode="SPRT[relatedinvestigation/code[@code="2"[@code
System='2.16.840.1.113883.3,989.2 1.1.227|[r}relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'}/subjectOf2{@typeCode="SUBJ JcontrolAciEvent[@classCode='"CACT[@moocdCode='
EVN')/author{@typeCode="AUT J/assignedEntily[@classCode="ASSIGN ED']IassugnedPerson[@clas
sCode="PSN[@determinerCode="INSTANCE'}name/familyf1}/@nullFlavor

h c.2r2

BEHOERRUBEES

e C.2r.21

BEE MR

B0AN

Organization Name
(ON}

-

name=Entlity Name
Part (ENXP)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0{@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd /PORR_IN0O49016UVr)/controlActProcess[@classCode="CACT][(@moo
dCode="EVNT/subjeci@typeCode="5UBJ[1}investigationEvent[@classCode="INVSTGH@moodCo
de='"EVNT/outboundRelationship[@typeCode='"SPRT[relatedinvestigation/code[@code="2"[@code
System="2.16.840.1.113883.3.989.2.1.1.22}[r)/relatedInvestigation[@classCode="INVS TG [[@mood
Code="EVN'//subjectOfZ[@typeCode="SUBJ"}/controlActEvent@classCode="CACT][@moodCode="
EVNYauthor[@typeCode="AUT/assignedEntity[@classCode='ASSIGNED)frepresentedCrganizatio
n[@classCode='"ORG'|[@determinerCode='INSTANCE assignedEntity|@classCode="ASSIGNED/r
epresentedOrganization[@classCode='ORG[@determinerCode=INSTANCE Yname/text()

NullFlavor

IMCC_IN200100UV01[@ITSVersion="XML_1.0')[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd VPORR_INO49018UV{r)/controlActProcess[@classCode="CACT][@moo
dCode="EVN}subject{@typeCode="SUBJT[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]frelatedlnvest|gat|on[@class(:ude-'lNVSTG'][@mood
Code="EVNsubjectOfZ[@typeCode='SUB F]/controlActEvent@classCode='"CACT][@moodCode="
EVNTYauthorf@typeCode='AUTfassignedEntity[@classCode~'ASSIGNED )representedOrganizatio
n[@classCode="ORG[@determinerCode="INSTANCE')/assignedEntityj@classCode="ASSIGNED")/r
epresentedOrganization[@classCode="0RG'|[@determinerCode="INSTANCE }/name/@nullFlavor
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(A% 3)

MCCLIN200100UVO1[@ITSVersion=XML_1.07f@xsi;schemalocation=um:hl7-org:v3
MCC1_IN200100UV01.xsd'//PORR_[N048016UV[rlcontrolActProcessf@classCode="CACT[@moo
’ state=Address Part dCode="EVNY/subjeci{@typeCode="SUBJT[1}iinvestigationEvent{@classCode="INVSTG[@maodCo
e c2rz25 BEEDOER (FEFR%) | 40AN Postal Address (AD) (ADXF) fif de="EVN']/outboundRelaticnship[@typeCode="SPRT[relatedInvestigation/code[@code="2"[@code
' i System='2.16.840.1.113883.3.989.2.1.1.22)[r)/relatedInvestigation[@classCode="INVS TG [@mood
) Code="EVN')/subjectOf2{@typeCode="SUBJVconfrolActEvent[@classCode="CACT|[@moadCode="
- EVN'Jauthor{@typeCode="AUT VassignedEntity]@classCode="ASSIGNEDVaddr{1}/state[1}text()

MCCI_IN260100UVD1 [@ITSVersion="XML_1.07[@xsi:schemaLocation="urn:hi7-org:v3 :
MCCI_IN200100UV01.xsd')/PORR_IN043016UV[r]/controlActProcess[@classCode="CACT]{@moo
dCode="EVNY/subjectf@typeCode="SUBJ[t]/investigationEventi@classCode='INVS TG [@moodCo
de="EVNT/outboundRelaticnship[@typeCode="SPRT][relatedInvestigation/code[@code="2"|[@code
System='2,16.840,7,113883,3.889,2,1.1.227|r]/relatedInvestigation[@classCode='INVS TG [[@mood
Code="EVNT/subjectOf2{@typeCode="SUBJ'J/controlActEvent[@classCode="CACT}@moodCode='
EVN'fauthor{@typeCode='AUTVassignedEntity[@classCode="ASSIGNEDVaddr|)/state[1}/@nullFI
avor .

e NullFlavor

MMCCIL_IN200100UVO1[@ITSVersion="XML_1.0"{@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_INZ00100UV01.xsd/PORR_INC49018UV[rl/controlActProcess{@classCode="CACTT{@moo
dCode=EVN'/subject{@typeCode="SUBJ[1]investigationEventf@classCode=INVSTG[@moodCo
postalCode=Address i de="EVN'foutboundRelationship[@typeCode="SPRT[relatedInvestigation/code]@code="2T@code
Part (ADXP) System='2.16.840.1.113883.3.989.2.1.1.22|[r}relatedinvestigation[@classCode="INVS TG {@mood
Code='"EVN/subjectOf2[@typeCode="SUBJ)/controlActEvent[(@classCode="CACT[{@moodCode="
EVN'fauthorf@typeCode="AUT/assignedEntity[@classCode="ASSIGNED')/addr{1}/postalCode[1i/te
xt{)

e C.2r.2.6 HEHOER (BEES) 18AN . | Postal Address (AD)

IMGCCI_IN200100UV01[@ITSVersion="XML_1.0{@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd /PORR_INO49016UV[r)/controlActProcess[@classCode="CACT)[@moo
dCode="EVN'//subject|@typeCode="SUBJT[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"|{i}/related Investigation[@classCode="INVSTG [{@mood
Code="EVNT/subjectOf2[@typeCode="SUBJ'JcontrolActEvent[@classCode='"CACT][(@moodCode="
EVNYfauthor{@typeCode='AUTVassignedEntity[@classCode="ASSIGNED"addr{1])/postalCode[1]/
@nullFlavor

[} NullFlavor

substring¢MCCI_IN200100UV01[@ITSVersion="XML_1.0'][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd WPORR_IN049016UV])/controlActProcess[@classCode="CACT[@moo
dCode="EVN'//subject[@typeCode="SUBJ'[1}nvestigationEvent[@classCode=INVSTG'}[@moodCo
de="EVN)foutboundRelationship{@typeCode='"SPRT[relatedInvestigation/code[@code="2"[@code
System='2.16.840.1.113883.3.989.2.1.1.22j[)/relatedinvestigation[@classCode=INVSTG'|[@mood
Code=EVN'|/subjectOf2[@typeCode="SUBJJ/controlActEvent{@classCode="CACT[@moodCode="
EVNY)/author@typeCode='AUT J{assignedEntity[@classCode='ASSIGNED telecom[starts-with(@v
alue,'tel:))[1/@value, 5)

. ’ Telecommunication .
@ c.2r27 BEEOREES 33AN Address (TEL) 3

IMCCI_IN200100UVH [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsdVPORR_INO4S016UV{rl/controlActProcess{@classCode="CACT][@moo,
dCode="EVN')/subject[@typeCode="SUBJ[1}investigationEvent[@classCode="INVSTGT[@moodCo
de="EVNT/outboundRelationship{@typeCeode="SPRT]{relatedInvestigaticn/code[@code="2"[@code
System="2.16.840.1.113883.3.989.2.1.1.227|(r)/relatedInvestigation[@ctassCode="INVSTG [@mood
Code="EVN')isubjectOf2[@typeCode="SUB}}/controlActEvent{@classCode="CACT|[@moodCode="
EVN)/author[@typeCode="AUT]fassignedEntity{@classCode="ASSIGNED}telecom([starts-with{@v
alue,tel:7)[1}/@nuliFiavor .

e MullFlavor
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1N

Real Number
{REAL)

1

(Bl 3)

MCCI_IN200100UVO{@ITSVersion="XML_1 .U'][@xsi:schemaLocation='um:htT-on:g:vs
MCCI_IN200100UV01.xsd/PORR_IN049016UV[r¥controtActProcess[@classCode="CACT[(@moo

{ dCode='EVN/subject{@iypeCode='SUBJ][1linvestigationEvent{@classCode="INVSTG][@moodCo

de="EVNVoutboundRelationshipl@typeCode='"SPRT[relatedinvestigation/code[@code="2")[@code
System='2,16.840.1.113883,3.989,2.1.1.227][r{/pricrityNumber/@value

ERReEREORESIC
Myatem -

e c.a.1

REEOHN

1N

Coded With
Equivalents (CE)

code=Character
String (ST)

IMCCI_IN2001 00UV [@ITSVersion="XML_1.0][@xsi:schemaLocation="um:hi7-org:v3
MCCI_IN260100UV01.xsd'/PORR_IN049016UV[r)/controlActProcess[@classCode='"CACT][@moo
dCode="EVN/subject @typeCode='"SUBJT[1)investigationEvent[@classCode=INVSTG[@moodCo
de="EVN')/subjectCf1 [@typeCode="SUB J][controlActEventfauthor/assignedEntity/code[@codeSyste
m='2.16.840:1.113883.3.989.2.1.1.7"[1)/controlActEveni[@classCode="CACT]{@moodCode="EVN']
fauthor[@typeCode="AUT |/assignedEntity[@classCode="ASSIGNED")/code[@codeSystem="2.16.84
0.1,1138683.3.989.2.1.1.7@codes

HEEOESEICAT S ICH
O—FURMDHA=ay

IMCCI_IN200100UVD [@ITS Version="XML_1.0'[@xsi:schemal ocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd')PORR_IN049016UV[JcontrolActProcess[@classCode="CACT [@moo
dCode="EVNYsubject[@typeCade="SUBJ[t)investigationEvent[@classCode=INVSTG][@moodCo
de="EVN'/subjectOf t[@typeCode="SUBJ[controlActEvent/author/assignedEntity/code[@codeSyste
m="2.16.840.1.113883.3.889.2.1.1.7|[1}/controlActEventj@classCode="CACT |[@moodCode="EVN'
Jauthorj@typeCode="AUTVassignedEntity[@classCode="ASSIGNEDYcode[@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.7"Y@codeSystemVersion

e C.3.2

EEEOER

100AN

Organization Name
{ON)

name=Entity Name
Part (ENXP}

/MCCI_IN200100UVO1[@ITSVersion="%XML_1.07[@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UVrifcontrolActProcess[@classCode='"CACT][@moo
dCade='EVN')/subject[@typeCode="SUBJ]{1)investigationEveni{@classCode=INVS TG [@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')
fauthor{@typeCode="AUTV/assignedEntity[@classCode="ASSIGNED JrepresentedOrganization[@cl
assCode='ORG'|[@determinerCode="INSTANCEYassignedEntity[@classCode="ASSIGNED Vrepres

h C33

BEAIEORESE

entedOrganization]@classCode='"ORG"[@determinerCode="INSTANCE[/name/text()

e C.3.3.1

EEESOHE

G0AN

Organization Name
(ON)

name=Entity Name
Part (ENXP)

IMCCI_IN200100UV0 H{@ITSVersion="XML_1.0'[@xsi:schemalLocation="urn:hi7-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="SUBJl[controlActEvent/author/assignedEntity/code[@codeSyste
m="2.16.840.1.113883.3.989.2.1.1.7"j[1VcontrolActEvent[@classCode="CACT|[@mocdCode="EVN']
fauthor{@typeCode="AUT fassignedEntity[@classCode='ASSIGNED]representedCrganization[@cl
assCode="ORG'[[@determinerCode="{INSTANCE Ynameftexi(}

e c3s3z2

EEEOREA

S50AN

Person Name (PN)

prefix=Entity Name
Part (ENXP)

{MCCI_IN200100UV01[@ITSVersion="XML_1.0[@xsi:schematocation="urn:hI7-org:v3
MCCI_INZ00100UV01.xsd'/PORR_IN049016UV[r)/controlActProcess[@classCode="CACT|[@moo
dCode="EVN/subjecti@typeCode="SUBJ"[1)investigationEvent[@classCode="INVSTG'|[@moodCo
de="EVN)/subjectOf [@typeCode="SUBJ|[controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7]][1)controlActEvent[@classCode="CACTl{@mocdCode="EVNT]
fauthor{@typeCode="AUT )/assignedEntity[@classCode="ASSIGNED")/assignedPerson[@classCode
="PSNH@determinerCode="INSTANCE Y/name/prefix[1]/text()
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C.3.4.4

EEEHOER (BEFES)

15AN

Postal Address (AD)

pustalCode=Address
Part (ADXP)

(B#Es3)

MCCI_IN200100UV0 1 [@IT SVersion="XML_1.0'1[@Xxsi:schemaLocation='urn:hi7-org:v3
MCCI_IN200100UV01.xsd /PORR_IN049016UNfriicontrolActProcess[@classCode="CACT[@moo
dCode="EVN']/subject[@typeCode="SUBJT[1}investigationEvent[@classCode="INVSTG|[@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ][controlActEventfauthor/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.5.989.2.1.1.77][1}controlActEvent[@classCode="CACT[@moodCade="EVN
fauthor[@typeCode="AUT V/assignedEntity[@classCode="ASSIGNED'faddr[1)/postalCode[1)#ext()

C.34.5

RIEEOER (@a— 1)

Concept Descriptor
(CD)

cote=Character
String (ST)

MCCI_IN200100UV01[@ITSVersion="XML_ 1.0'{@xsi:schemalocation="urn:hi7-org:va
MCCI_IN200100UV01 .xsd /PORR_IND49016UVIr)/controlActProcess[@class Code="CACT|[@moc
dCode="EVNT/subject[@typeCode="SUBJ[1}/investigationEvent{@classCode="INVSTGN{@moodCo
de="EVN'/subjectOf1[@typeCode="SUBJ][centrofActEvent/author/assignedEntity/code[@codeSyste

'm='2.16.840.1.113883.3.989.2.1.1.7'])[1)/controtActEvent[@¢lassCode="CACT][(@moodCode="EVN|

fauthor{@typeCode="AUT")/assignedEntity[@classCode="ASSIGNEDfassignedPerson[@classCode
='PSNT[@determinerCode="INSTANCEVasLocatedEntity[@classCode="LOCET[1}location[@classC
ode="COUNTRY'|[@determinerCode=TNSTANCE)/code[@codeSystem="1.0.3166.1.2.2)/@code

C.3.46

RENOREFS

33AN

Telecommunication
Address (TEL)

substring((MCCI_IN200100UVO1 [@ITSVersion="XML_1.0[@xsi.schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd /PORR_INO43016UV[r)/controlactPracess{@classCode="CACT[@moo
dCode="EVN/subject@typeCode="SUBJ|[1]investigationEveni{@classCode=INVSTG'[[@moodCo
de="EVNT/subjectOf 1 [@typeCode="SUBJT{controlActEventfauthor/assignedEntity/code[@codeSysie
m='2.16.840.1.113883.3.989.2.1.1.7j[1}controlActEvent|@classCode="CACT'|[@moodCode="EVNY] -
fauthor[@fypeCode="AUT JfassignedEntity[ @ classCode="ASSIGNED |ftalecom[starts-with{@value,
'telM[1¥@value, 5)

C347

EEED FAXES

33AN

Telecommunication .

- Address (TEL)

substring{{MCCI_IN200100UVO1[@ITSVersion="XML_. 1.07[@xsi:schemaLocation="urm:h(7-org.v3
MCCI_IN200100UV01.xsd /PORR_ING42018UV[r]/controlActProcess{@classCode="CACT[[@moo
dCode="EVN')/subject{@typeCode="SUBJ1[1]/investigationEvent{@classCode="INVSTG[@moodCo
de="EVN)/subjectOft[@typeCode="SUBJ[[controlActEventVauthor/assignedEntity/code[@codeSyste
m="2.16.840.1.113883.3.989.2.1.1.7'J|[1}/controlActEvent[@classCode="CACT][@moodCode="EVN’]
fauthor[@typeCode="AUT")/assignedEntity[@classCode="ASSIGNED ) ftelecom[starts-with{Cvalue,
‘fax:)[1@value, 5)

C348

P

EEEOBFA-LT FL

100AN

Telecommunication
Address (TEL)

substring{{MCCI1_IN200100UVOH [@ITSVersion="XML_1.07[@xsi:schemalocation="umn:hl7-org:v3
MCCI_IN200100UV01.xsd /PORR_ING49018UNVrl/controlActProcess[@classCode='CACT][@moo
dCode="EVN')/subject{@typeCode='SUBJ[1)/investigationEventf@classCode="INVSTG[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJTcontrolActEvent/author/assignedEntity/code[@codeSyste
m="2.16.840.1.113883.3.989.2.1.1.7'i[1}/controlActEvent[@classCode="CACT'|[@moodCode='"EVN']
fauthor{@typeCode="AUT )/assignedEntity[@classCode="ASSIGNED )telecom[starts-with(@value,
‘maitte:)J[1/@value, 8)

Car

SIAXR (BEICH LRUE

T)

MCCI_IN200100UV01[@ITSVersion="XML_1.0'{@xsi:schemalLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd [/PORR_IN049016UV[r)/controlActProcess[@classCode="CACTI[@moo -
dCode="EVN/subjecti@typeCode='SUBJ"[1}investigationEvent[@classCode="INVSTG{@moodCo
de="EVN/reference[@typeCode="REFR[document/code[@code="2"[@codeSystem="2.16.840.1.11
3883.3.989.2.1.1.277]

c.ari

SR

S500AN

Encapsulated Data
(ED)

IMCCI_IN200100UVO [@ITSVersion="XML_1.07[@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01 xsd /PORR_INO42018UV[r)/controlActProcess[@classCode='CACT [[@moc
dCode="EVN1subjecti@typeCode="SUBJ][1)iinvestigationEvent[@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
onTextitext()
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MNullFlavor

(Bi#E=3)

IMCCI_IN200100UVOT[@ITSVersion="XML_1.0'[@xsi.schemal.ocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd/PORR_INC48018UV[r)/controlActProcess[@classCode="CACT|[@moc
dCode="EVN/subject{@typeCode="SUBJ[1])investigationEvent{@classCode=INVSTG][@moodCo
de="EVN'J/component[@typeCode="COMP'|[adverseEventAssessment][1[fadverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN]subjectl{@typeCode="SBJ'|[1}/primaryRole[@classC
ode="INVSBJ")/subjectOf1 [@typeCode="SBJ[1]researchStudy[@classCode="CLNTRL][@moodCo

e="EVNT/authorizationj@typeCode="AUTH[r)/studyRegistration[@classCode="ACT][@moodCode
=EVNT/authori@typeCode="AUT | temitorialAuthority[@classCode="TERR'/govemingPlace[@class
Code='COUNTRY'[{@determinerCode="INSTANCE)/code[@codeSystem="'1.0.3166.1.2.2/@nuliFla
vor

REAR

2000AN

Character String
{57)

/MCCI_IN260100UVO1 [@ITSVersion="XML_1.07[@xsi:schemaLocation="um:hi7-org:v3
MCCI_IN200100UV01 xsd YPORR_IN049016UV[rl/controlActProcess[@classCode="CACTI[@moo
dCode=EVN/subject{@typeCode="SUBJ[1])investigationEvent{@classCode=INVSTG|[@moodCo
de='"EVN'l/icomponent[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN')/subject1[@typeCode="SB.|[1}/primaryRole]@classC
ode="INVSBJ/subjectOf1 [@typeCode='SBJ'][1]IresearchStudy[@classCode-'CLNTRL‘][@maudCo
de='EVN'|fitle/text()

NullFlavor

MCCI_IN2001 00UV01[@ITSVersion='XML_1 Di@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd)/PORR_IN049016UV[r)/controlActProcess[@classCode='CACT[@moo
dCode 'EVN)/subject{@typeCode="SUBJ[1)/investigationEvent[@classCode=INVSTG|[@moodCo

e="EVN/component[@typeCode="COMP[adverseEventAssessment]{1]/fadverseEventassessment
[@classCude—‘INVSTG'][@muudCode 'EVNYsubject! [@typeCode="SBJ'|[1}/primaryRole[@classC
ode="INVSBJ)/subjectOf 1 [@typeCode="8BJ][1]/researchStudy[@classCode="CLNTRL][(@moodCo
de="EVN/title/@nullFlavar

BRikES (ARVY—) @
BRE=

50AN

Instance kentifier

m

extension=Character
String (ST)

{MCCI_IN200100UVD1[@ITSVersion="XML_1.0"[@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01 . xsd'/PORR_INC490168UV[r)fcontrolActProcess[@classCode="CACT][@moo
dCode="EVNVsubjecti@typeCode="SUBJ][t]investigationEvent[@classCode="1NVSTG[@maodCo
de="EVN]/component[@typeCode="COMP'|[adverseEventAssessmenf][1}/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVNisubject! [@typeCode="SBJ|[1)/pimaryRolel@classC
ode="INVSBJ)/subjectOf1 [@lypeCode="3B.[1]/researchStudy[@classCode="CLNTRL|[@moodCo
de="EVN]/id[@ro0t="2.16.840.1.113883.3.989.2.1.3.5]/@extension

NullFlavor

MMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemal ocation="urn:hl7-org:v3
MCCI_IN200100UV01 . xsd/PORR_ING49018UV[r]/controlActProcess{@classCode="CACT{@moo
dCode="EVN)subject[@typeCode="SUBJ|[1)/investigationEventj@classCode="INVSTG][@moodCo
de="EVN)fcomponent[@typeCode="COMP'|[adverseEventAssessment][1)fadverseEventAssessment
[@classCode="INVSTG|[@moodCode="EVN)/subject [@typeCade="SBJ'|[1)primaryRole[@classC

| ode='INVSBJYsubjeclOfi[@typeCode="SBJ[1}researchStudyl@classCode='CLNTRL[@moodCo

de="EVN'}/id[@root="2.16.840.1.113883.3.989.2.1.3.5)@nulIFlavor

e C.5.4

RER - HEERSRES
REEHBOEE

1N

Coded With
Equivalents (GE}

code=Character
String {ST)

IMCCI_IN20010aUV01 [@IT SVersion="XML_1.0'[[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01 xsd/PORR_INO4S018UV[r)/controlActProcess[@classCode="CACT][(@moo
dCode="EVN'/subject{@typeCode="SUBJ'|[1}investigationEvent{@classCode="INVSTG[(@moodCo
de='EVNJ/component[@typeCode="COMPJ{adverseEventAssessment][1//adverseEventAssessment
[@classCode=INVSTG[@moodCode="EVN')/subject1[(@typeCode="'SBJ][1)/primaryRole[@classC
ode='INVSBJ)subjectOf [@typeCode='SBJ[1}/researchStudy[@classCode="CLNTRL}[@moodCo
de="EVN'Vcode[@codeSystem="2.16.840.1.113883.3.989.2.1.1.8")/@code

ICH ICSR. HiTe9iE R

-18-

20144E 11 H 10 B




H Ol § 11102

-6[-

LN WSSOI HOL

uojsuee®@/{1llee 1 Z686°E seasu VOPe'9Lz

Soo@lpilLy L1 e 696'e eBELL L 0ve 91-z=WelsASepood][z ~apoc@Ieros]L LNIIQLS5P00sS
ep®@]Anugpauiuspse] IONYLSNI=apousuILLBIRpBILNS d=apoossep®l Lieheid/lrasAnl=opo
assep@leioyAewnd LIl ras=epogedA@] vsiansNAT =apopoow@IO L SAN|.=8p0DsselaD)]
JualssassyiusAgasianpe/]L |luswssassyiusagasianpe] [ dnoo=epogadh@hvaucdwon NAS =3P
onpoow@Ia1SANI=epoossep@huanguonebisaruyLllransapogedA@inalgnsiNAg =spoop
oow@]f 1 OvD.=ap0)ssep@]ssancliovion oy ANSLOGYONT HHOJ/LPSX LOANOOLOGENI 130N
eABI0-2y:uin,=Uonea0eWsYISISXDILO’ L WX =U0ISISAS LB LOANCOLODZNI 1DDW/

(s} Bung
JBjaBIRD=UdISUS)XD

)]

J1aynusp| aouEsU|

-Nv0Z

(&
BEUHATILIL) BHLO
INTHPERBAOLE

ZEra |

. doaenu@LILL e L 2 686°C'EBSELL L OREOL'T

AooiBIpLILy L 12 686°S S88E L1 L 0FE 9L 2=waSASapoa@ 1. =apoo@]opoo]LLNIGI=3p0ISS

ep®@]Amuapayuapise30ONYLSNI=apoauuLapBlLNS d=spoossep@] L1ake|d/ raSANI=3p0
ossep@laouiewnd] ]l ras~eponsdA@]isigns NAT.=apoopoowB][O 1 SANI=SP0DssERD)]

WaWIsSassyiuaAgasiaApe/ L] [iuswssassyuaagasaape][ JWOD.=eponadii@usuodwad[NAT =P
oopoow@][o 1 SANL=2podssen@huasguonebnsasuylLllranszapodsdAi@loslans i NAT =90
" oowPlLOvn=eponssen@lsseonidiovionuodiiiangL0skoNI T HOPEX LOANOOLOOZNI 120N
gAaBIo-z)yun,zuoneacjewayosIsx@ILo | T TAX=UOISBAS LI@] LOANOOLOOZNT 1DDW/

JOAE|4|NN

voisuaxe@y(1ILL'¢ 1 2 686'SERSELL L OPROLE

.—1001@]IJJIll[[.17 1'L°Z'686'C'€88EL 1L OFE 91 T=waisAgapoo@]l |=apos@lepadll LN =3po0ss

ep@lAnuIpalnuap|se] I INYLSNI,=2pooisunuslep@ILNS d.=apogssen®@] Liee|d/LrasANL=2po
assep@leoyfewnd)|1Lras<aponedAi@] Hoslans NA3=epeOPoowBILO L SANI=RPODSSERD]

uawssassyiuaagasaape/ L] luswssassyiuandasiaapel] N0 D,=apodadAd husuodwos ] NAS=SP
-0opoowd]LO LSANI=apossep@huasguonedpsaau{1 [ rans zerosedABwalans/iNAZ=apoop
oow@IL.L ovD.=eponssep@]ssanidivienuod AN LoSFONI SHOd/LPEX LOANDOLODENI DD

£A:B10- 214N =UOREID WAL IS ISXDIL0 L T TWX.=U0ISISAS LB LOANOTHOTZNIT 10/

(1g) Bung
Jaoeley=uo|suaia

1)
Jaynuap] aouesy|

Nv0Z

&=
RUNEAIERN) BRN0
FINAERHRUBSORH

kiia | ®

(SHe
22 TN SRULO
2NYTEEBRHFORY

1onel(u@y] lowey 3NV SNI=2possuuLep@][ NS d =apodssen®] Leakedd rasanNL=spo
ossep@lsjoyieund L] ras=spoyadaid@]1olansiNAT =epoDpoow@o L SANI=9poDsse D]
Juswssassyjuaadasiaape/| Ll luawssassyjuaadasiaape][ JNO o,=eponadAi@iusuodwod [ NAT=2P
oppoow@I[9 LSANI=spodssep@huanguogebnsaauylLllrans=spooadAi@hoafans/LNAT,=8p00P
0ow@ILLOVO,~aponssep@]ssao0ovionuoyANg L 06YONI O/ PSX LOANDOLO0ZN 100W
gaBio-Ziyrwnzuonesoewsyesisx@IL0 1 T TINX =UOSISAS LIB] L OANOGLDOZNI 120N/

J0AEIFIIAN

OrylLloweuIoNY1SNL=eponBULIBEP@ILNS d=eponssep®) | 1aked/LraSANI=2p0 |

nssep@isiodiewnd L]l ras~epoosdid] 119alansNAZ=opoDPoow@ILD LSANI=3poDssERD]
JuaWISsassyusAdesaape/[Lliusuissassyjuangesioape][ N0 D.=apodadAi@ljuauoduwioy NAL=op
oopoow®@ILo L SANI=apagssep@luesgucebysaauy(lLrans=speoadAi@hasfansLNAZ,=apo0p
oowB]L19v0,=2po0ssenBssa00idioyionuos]ANG LOSFONI HHOH/LPSX LOANODLODZNI 1201
gaBio-zyunzuopesoewsyssIsx@ILo L TWX=UOSIBAS @] 0AN00100ZNI 1D0W/

(d¥N3)} Hed
allep Anul=sileu

{N3) sweN Apuz

NV09

WaaT bR B8

1a C]

HHURE

uoisIsAWRASapoa@8 )L L 2 686°S €888 L | | 0V 9L Z=WweisAgepao@]apoo/[NAT.=ep
onpoow@][ THIN1D,=epopssep@iipnigyoieassy(LLrag=spopedA@]LiOwsalans,raSANI=Sp0
ossep@lejodiiewud/) JLras=apopadA@] esansdnaa=eponpoowd]Lo L SANI=8p0DSSEPD]
wawssassyuaagasiaapef | [huswssassyiuaagasiaspe]JWoD=apoada@huaucdwoy[NAT,=ap
oppoow@ILHLSANL=sposssep@husaguonensssylLILrdns,=apogadi@hoalansNAZ.~epo0p
cow®][. 1 DvD~apoosserdlssacciqiovionuodANg LO6FONI~HEOLPSX LOANOCLOOZNI TDDNW
ga:Bio-7)y:un =uoneooewayosIsx@L0 L T TNX=UOISIBAS LIB] L GANOLEOZNITIDOW/

(S3|fE)

~Es
—MO4 ¥ hd—c HI
CERIEHOFEEY
REWLERRY HUE




(BI#E3)

IMCCLIN200100UVO1f@ITSVersion="XML_1.0"[@xsi:schemalocation=um:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV]r}/cantrolActProcessf@classCode="CACT[@moo
dCode-‘EVN’]Isubjeci[@typeCode-'SUBJ'][1]ﬁnvestlgatlonEvent[@cIassCode INVSTG[@moodCo
de="EVN'J/componentj@typeCode="COMP"|[adverseEventAssessmenf]{1]/adverseEventAssessment
[@classCode="INVSTG'|[@muodCode="EVNsubject1 [@typeCode="SB.'|[1]/pimaryRole{@classC
ode="INVSBJ')/player![@classCode="PSN][@determinerCode='INSTANCE|/asIdentifiedEntityf@cla
i 55Code="IDENT'|[code[@code="2"[@codeSystem="2.16.840.1.113883.3.989.2.1. 1 4 J|[1]/id[@root="
2.16.840.1.113883.3.989.2_1.3.8[1/@nullFlavor

MMCCI_IN2001 00UVO[@ITSVersion="XML_1.0"][@xsi:schemalocation="um;hl7-org:v3

. MCCI_IN200100UV01 . xsdYPORR_IN048016UV[r)controlActProcess[@classCode="CACT|[@moco

X EXOBARBESRUE dCode—"EVN']!subject[@typeCode“‘SU BJ[1YinvestigationEvent{@classCode=1NVSTG[@moodCo

e D113 OFER (FEBRERE | 20aN instance ldentifier extension=Character " e='EVN'J/component[@typeCode="COMP|[adverseEventAssessment][1]/adverseEventAssessment
il ) [(1)] String (ST) [@c! assCode="INVSTG[@moodCode="EVNsubject1[@typeCode="SBJ|[1)iprimaryRole[@classC

=) . ode="INVSBJ)/playeri[@classCode="PSN][@determinerCode="INSTANCE//asldentifiedEntity{@cla

s5Code=IDENT][code[@code="3][@codeSystern="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_IN200100UVD1 [@ITSVersion="XML_1.07[@xsi:schermalocation=um:hi7-org:v3
MCCI_IN200100UV01.xsd')/PORR_IN049016UV]r)/controlActProcess[@classCode="CACT][@moo
dCode='EVNY/subjeci{@typeCode="SUBJT[1)investigationEvent{@classCode="INVSTG][@moodCo
de='"EVN'J/component{@typeCode="COMP"J[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG][@moodCode="EVN'subject1 [@typeCode="SBJ'][1)/primaryRole{@classC
ode="INVSBJ)/player1[@classCode="PSN][@determinerCode="INSTANCE/asldentified Entity[@cla
ssCode="IDENT][code[@code="3][@codeSystem="2.16.840.1.113883.3.989.2.1.1 4 [ 1}id[@ract="
2.16,840.1.113883.3,889.2.1.3.9'[1]/@nuliFlavor

MCCI_IN200100UVD1[@ITSVersion="XM1__1 .0'][@xsi:schemaLocation='um:h17-org:\G
’ MCCI_IN200100UVD1.xsd{PORR_IN0480168UV[r)/controlActProcess[@classCode="CACTl{@moo |
. BEORARBREESRUE : dCode=EVNYsubjecti@typeCode="SUBJ][1)investigationEventi@classCode="INVSTG'[@moodCo
DA14 R (RBOBTORE | 20AN Instance Identifier extension=Character W de="EVN'}/component[@typeCode="COMP'|[adverseEventAssessment][1)adverseEventAssessment
e s it iy t {n String (ST) [@classCode="INVSTG'|[@moodCode="EVNYsubject1 [@typeCode="SB.J|[1}/primaryRole[@classC
REIES) ' ode="INVSBJ]iplayer! [@classCode="PSN][@determinerCode="INSTANGE JasidentifisdEnfity/@cla
55Code="lDENT][code{@code='41[@codeSystem="2.16.840.1.113883.3.989.2.1.1.4T|[1}id[@root="
2.46.840.1,113883,3.989.2.1.3.10[1)/@extension

IMCCI_IN200100UVOH@ITSVersion="XML_1.07{@xsi:schemal.ocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd /PORR_INC49016UV[r//controlActProcess[@classCode="CACT][@moo
dCode="EVN'//subject{@typeCode="SUBJT[1]/investigationEvent{@classCode="INVSTG[@mocodCo
de='EVN')/component[@typeCode="COMP'|[adverseEventAssessment)j1VadverseEventAssessment
[@classCode=INVSTG T[@moodCode='EVN')/subject1 [@typeCode="SB.I[1/primaryRole[@classC
ode="INVSBJ)playeri[@classCode="P SN[@determinerCode=INSTANCEJas|dentifiedEntity[@cla
ssCode='DENT'[code[@code="4][@codeSystem='2.16.840.1.113863.3.989.2.1.1.47][1}id[@root='
2.16.840.1.113883.,3.989.2.1,3,10'1/@nullFlavor

e i NulIFlavor

e . NullFlaver

e . NullFlavor

h D.2 iR

MCCI_IN200100UVD [@ITSVersion="XML_1 .D‘][@tsi:schemaLoE:ation='um: hi7-org:v3

MCCI_IN200100UVO1 xsd WPORR_IN049016UV]r)/controlActProcessf@classCode='CACT[@moo

. P dCode="EVN")/subject[@typeCode="SUBJT[1}investigationEvent[@classCode='INVSTG][(@moodCo

e D.2.1 =%A8 Bft/Bk | Pointin Time (TS) g de="EVN)/componen{@typeCode='"COMP"|[adverseEventAssessment][1l/adverseEventAssessment
- : {@classCode="INVSTG[@muoodCode="EVN)subject1[@typeCode="SBJ'[[1¥primaryRole[@classC

ode='INVSBJ)/player! [@classCode="PSN[@determinerCode="INSTANCE)/bithTime/@value
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/MCCI_IN200100UV0t[@FTSVersion="XML_1.0j@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd)/PORR_ING490168UV[rl/controlAciProcessf@classCode="CACT'|[@moo
dCode="EVN'//subject{@typeCode="SUBJT[1]/investigationEvent[@classCode=TNVSTG[@moodCo - |
de='EVNfcomponent{@typeCaode="COMP'|[adverseEventAssessmenf][1}adverseEventAssessment
[@classCede=TNVSTGT@moodCode="EVNY/subject1 [@typeCode="SBJY 1)/primaryRole[@classC -
ode=TNVSBJVsubjectOf2{@typeCode="SB.J[observation/code[@code="4T[@codeSystem="2.16.84
0.1.113883.3.989.2.1.1.19|[1)observation[@classCode="OBS" [@moodCode="EVNPvalue[@xsi:typ
e="CE][@codeSystem="2.16.840.1.113883.3.989.2.1.1 91[1)/@codeSystemVersion

% (kg)

&N

Physical Quantity
(PQ)

value=Real Number
{REAL)

IMCCI_IN200100UVOt[@IT SVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd /PORR_INO49016UV[r}/controlActPracess{@classCode="CACT|[@moo
dCode-’EVN Msubject{@typeCode="SUBJT[1]investigationEvent{@classCode=INVSTG[@moodCo

e='"EVN/component[@typeCode="COMP|[adverseEventAssessmenti[1VadverseEventAssessment
[@classCode 'INVSTG[@moodCode="EVN')subject! [@typeCode="SBJ')[1)/piimaryRole[@classC
ode="INVSBJ/subjectOfZ{@typeCode="SBJ[observation/code[@code="7j@codeSystem='2.16.84
0.1.113883.3.989.2.1.1. 19‘]][1]J’observauon[@classCode-’OBS'][@moodCode-'EVN'lIvalue[@xSI typ
e=PQ[@unit=kg][1}/@value

&8 (cm)

3N

Physical Quantity
(PQ)

value=Real Number
(REAL)

MMCCI_IN200100UVO1[@ITSVersion="XML_1.0"|[@xsi: schemaLocatlon-'um hi7-org:v3
MCCI_IN200100UV01.xsd /PORR_ING49016UV[r[/controlActProcess[@classCode="CACTI[@moo
dCode="EVN')/subject[@typeCode='SUBJY[1}investigationEventi@classCode=INVSTG[@moodCo
de='"EVN'licomponeni[@typeCode="COMP"|[adverseEventAssessmentj[1}/adverseEventAssessment
[@classCode="INVSTG|[@moodCode="EVN')subject1 [@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJ/subjectOf2{@typeCode="SBJ[observaticn/cade[@code="17][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.197][1}//observation[@classCode="0BS[@moodCode="EVNvalue[@xsi:ty
pe="PQ[@unit="cm][1)/@value

&5

iN

Coded With
Equivalents (CE)

code=Character
String (ST)

IMCCI_IN200100UVO t{@ITSVersion="XML_1.0'|[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd/PORR_INC42016UV rlfcontrolActProcess[@classCode="CACT@moo
dCode="EVNT/subject[@typeCode="SUBJ][1]/investigationEvent{@classCode=TNVS TG [@moodCo
de='EVNTicomponent[@iypeCode="COMP'|[adverseEventAssessment][1[/adverseEventAssessment
[@classCode="INVSTGf@moodCode="EVN')subjectt{@typeCode="SBJ|[1}/primaryRole[@classC
ode='INVSBJJ/player[@classCode="PSN][@determinerCode='INSTANCE J/administrativeGenderC
ode[@codeSyslem="1.0.52187/@code

NullFlavor

IMCCI_IN2C0100UVO1[@ITSVersion="XML_1.0'i@xsi:schemalocation="um:hl7-org:v3
MCCI_IN200100UVD1.xsd'}YPORR_ IN049015UV[rl/controlActProcess[@classCode="CACT@moo
dCode=EVN'J/subjecti@typeCode="SUBJ'[1]investigationEvent{@classCode="INVSTG[@moodCo
de='"EVNTcomponent[@typeCode="COMP'|fadverseEventAssessment][1VadverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN')/subjectt[@typeCode="SBJ)[1)/pimaryRole[@classC
ode="INVSBJ Jplayer1[@classCode="PSN][@determinerCode="INSTANCE'YadministrativeGenderC
ode[@codeSystem="1.0.5218")/@nullFlavor

E¥AER

B 4.~ B

Point in Time (TS)

IMCCI_IN200100UVO1{@ITSVersion="XML_1.0[@xsi:schemalocation="urn:Kl7-org:v3
MCCI_IN200100UV01 . xsdVPORR_INC49016UVr/controlActProcess]@classCode="CACT])[@moo
dCode="EVN'/fsubject[@typeCode="SUBJ][1)/investigation Event[@classCode="INVSTG][@moodCo
de='"EVN'//componeni[@typeCode='COMP[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG|[@moodCode="EVN'Jsubject] [@typeCode="SB.I|[1)/primaryRole[@classC
ode="INVSBJVsubjectOf2[@typeCode="SBJ|[observation/code[@code="22"[@codeSystem="2.16.8
40.1.113883.3,988.2.1.1.197][1]/observation[@classCode="OBS|[@mood Code=EVN')value[@xsk:ty
pe="TS[1)//@value
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NuilFlavor

(3% 3)

IMCCI_INZ200100UVOM[@ITSVersion=XML_1.0[@xsi:schemaLocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd [/PORR_IN049016UV[r)controlActProcess[@classCode='"CACTf@moo
dCode= ='EVNT/subject{@typeCode="SUBJ[1)/investigationEveni@classCode='INVS TG l[@moodCo
de="EVN'{/component[@typeCode="COMP'|[adverseEventAssessment][1]/fadverseEventAssessment
{@classCode="INVSTG[[@mocdCode="EVN'l/subjecti [@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJ)/subjectOrR2[@typeCode="SBJ[organizer/code[@code="1"][@codeSystem='2.16,840.1
.113883.3.989.2.1.1.207|[1}organizer[@classCode='CATEGORY'|j@moodCode="EVN'licomponent]
@typeCode="COMP'][observation/code]@codeSystem="2,16.840.1.113883.,6.163")|[Jfobservationf@
classCode='"0BS[@moodCode="EVN‘)/effectiveTime[@xsi:type="VL_TSHow/@nullFlavor

e D7Ars

e

T—ILE

Baolean (BL)

IMCCI_IN2001 00UV [@ITSVersion="XML_1.0"[@xsi:schemalocation="um:hi7-org:v3
MCCI_[N200100UV01 xsd YPORR_INC48016UV[r}/controlActProcess[@classCode='CACT[@moo

. dCode="EVNYsubject@typeCode="SUBJ[1}investigationEvent{@classCode="INVSTG][@mcodCo

de="EVNT/component@typeCode="COMP"|[adverseEventAssessment]{1fadverseEventAssessment
[@classCode=INVSTGI@moeodCode='EVNYsubject1 [@typeCode="SBJ'|[1)/primaryRole]@classC
ode="INVSBJ)/subjectOR2[@typeCode="SB.J][organizer/code[@cade="1"][@codeSystem='2,16.840.1
.113883.3.989.2.1.1.207][1]forganizer|@classCode="CATEGORY'[@moodCode="EVN)/companent|
@typeCode="COMP'\[observation/code[@codeSystem="2.16.840.1.113883.6.163'])[r)fobservationf@
classCode="0BS[@moodCode="EVN')finboundRelationship[@typeCode='REFR][observation/code[
@code="13][@codeSystem="2.16.840.1.113883.3.989.2.1.1.197)[1 ]Iobservatlon[@classCode-'OBS‘
J[@moodCode="EVN'|/value[@xsitype="BL[1)/@value

NullFlaver

IMCCI_IN200100UV01 [@ITSVersion="XML_1.07[@xsi;schemalocation='urn:h!{7-org:v3
MCCI_IN200100UVD1 xsd Y/PORR_ING49016UV]r}/controlActProcess[@classCode='CACT|[@meo
dCode="EVNVsubject@typeCode="SUBJ][1]investigationEvent{@classCode='INVSTG)[@mocdCo
de="EVNTcomponent{@typeCode="COMP"|[adverseEventAssessment][1 /fadverseEventAssessmeant
[@classCode="INVSTG[@mocdCode="EVN'|/subject [@typeCode="SBJ')[1]/primaryRole[@classC -
ode="INVSBJ)/subjectOi[@typeCode='SBJ][organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207)(1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'Vcompanent]
@typeCode="COMP'|[observation/code[@codeSystem="2,16.840,1.113883,6.163"|[Vobservation[@
classCode="0BS"[@moodCode='"EVN’)finboundRelationship[@typeCode=REFRTlobservation/code[
@code="13"[@codeSystem="2.16.840.1.113883,3.989.2.1.1.19"][1)fobservation[@classCode="OBS’
J[@moodCode="EVN'|value[@xsi:type="BL[1)/@nulFlavor

=] D.7.1r4

#7TA

Hif HR

Interval of Pointin
Time (WL<TS>}

high=Interval

Boundary (IVXB)

IMCCL_IN20D100UVO1 [@ITSVersion=XML_1.0'[@xsi:schemal.ocation="um:hi7-otg:v3
MCCI_IN200100UVO1.xsdYPORR_ING48016UV]r/controlActProcess[@classCode='CACT[@moo
dCode="EVN/subject[@typeCode='SUBJ{1]finvestigationEven{{@classCode=INVSTG|[@moodCo
de="EVN'J/component[@typeCode="COMP"|[adverseEventAssessmenf]{1]/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN¥subject! [@typeCode="SB.J'][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{1}/organizerf@classCode="CATEGORY'|[@moodCode="EVN]/companent]
@typeCode="COMP'|[observation/code[@codeSystem="2.16.840.1.113883.6.163"]|[r//cbservation[@
classCode="0BS][@moocdCode="EVN)/effectiveTime[@xsitype="WL_TS'Vhighi@value

MNullFlavor

MCCI_INZCO100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLlocation="urm:hi7-org:v3
MCCI_IN200100UV01.xs6")/PORR_INC49016UV[r[/controlActProcess[@classCode="CACT)[@moo
dCode="EVN)/subject[@typeCode="SUBJ|[1]/investigationEventi@classCode="INVSTG|[@mcodCo
de="EVNl/component[@typeCode="COMP"|[adverseEventAssessinent){1)/adverseEventAssessment
[@classCode="INVSTG|[@mecodCode="EVN'}subjecti[@typeCode="SBJ'|[1}/primaryRole[@classC
ode="INVSBJTsubjeclOR2[@typeCode="SBJ][organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883,3,989.2.1.1.207)[1)organizeff@classCode='CATEGORY'|[@moodCode="EVN'/component{
@typeCode="COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r//observation[@
classCode="OBS[@moodCode="EVN/effectiveTime[@xsi:type="VL_TSJhigh/@nullFlaver -
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h D.8.r

MRy LBRENEXRER
B (BEIZHLRYET)

(Bl# 3)

MCCI_IN200100UV01 [@ITSVersion=XML_1.0"][@xsi:schemaLocation="urn;hl7-org:v3
MCCI_IN200100UV01 . xsd YPORR_IN048016UVe)/controlActProcess[@classCode='CACT[@moo
dCode='EVN'/subject[@ftypeCode="SUB.J'][1}investigationEvent[@classCode='INVSTG[@moodCo
de="EVN/component[@typeCode="COMP"[adverseEventAssessment}{1)fadverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN)subject1 [@typeCode="SBJ'[1VprimaryRaole[@classC
ode="INVSBJ')/subjectOf2[@typeCode="SBJ][organizet/code[@code="2"|[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207[1}/organizer[@classCode="CATEGORY'][@moodCode="EVN'Ycomponent|
@typeCode="COMP'|[substanceAdministration]

e D.8.r.1

EXRE (BEshi=%R)

250AN

Entity Name (EN)

name=Entity Narme
Part (ENXF) '

MMCCLIN20G100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UVO1 xsd YPORR_IN0490 t6UV]rl/controlActProcessf@classCode="CACT[@moo
dCode="EVN'}/subject[@typeCode="SUB.][1}iinvestigationEvent[@classCode=NVSTG][@moodCo
de="EVN'//component[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVNisubject1[@typeCode="SBJ'|[t¥primaryRole[@classC
ode="INVSBJV/subjectOf2[@typeCode="SBJ][organizer/code[@code="2"|[@codeSystem='2.16.840.1
.113883,3,989.2.1.1.20'|[1Vorganizer[@classCode="CATEGORY'][@moodCode="EVN}/component]
@typeCode="COMP'][substanceAdministrationi[r)/substanceAdministration[@classCode="SBADM'][
@mocdCode=EVN'Jconsumable[@typeCode="CSMT[1}/instanceOfKind[@classCode="INSTYkindC
fProduct{@classCode="MMAT)[@determinerCode="KIND'/name[1)/text)

NullFfavor

MCC1_IN200 100UV 1[@ITSVersion="XML_1.0')[@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UVD1 . xsd /PORR_IN049016UN[rlfcontrolActProcess[@classCode="CACT|[@moo
dCode="EVNT/subject{@typeCode="SUBJ[1}investigationEvent{@classCode=TNVSTGT[@moodCo
de="EVNJ/component[@typeCode="COMP'JjadverseEventAssessment][1}/adverseEventAssessment
[@ciassCode='INVSTG|[@moodCode=EVN/subjecti[@typeCode="SBJ|[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ'J[organizer/codef@code="2"[[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207)[1)/organizer[@classCode="CATEGORY'|[@moocdCode="EVNfcomponent]
@typeCode="COMP'][substanceAdministration}[r}/substanceAdministrationf@classCaode='SBADMY
@moodCode='EVN'Yconsumable[@typeCode='"CSMT[1}finstanceOfKind[@classCode~'INSTkindO
fProduct{@classCode="MMAT][@determinerCode="KIND)/name[1)/@nullFlavor

e D.B.r.2a

MPID /i—2 3 »Bi4/&S

M5 H4F
% 2

'

Coded With
Equivalents (CE})

codeSystemVersidn=
Character String (ST)

MCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01 . xsd /PORR_IN049016UV[r)/controlActProcess[@classCode="CACT][@moao
dCode="EVN']/subject{@typeCode='SUBJ'[1]investigationEvent[@classCode="INVSTG[@moodCo
de="EVN'[/componeni{@typeCode="COMP'|{adverseEventAssessment][1VadverseEventAssessment
[@ctassCode='INVSTG {@moodCode="EVN')/subjecti[@typeCode="SBJ][1)/primaryRole[@classC
ode="INVSBJ)/subjectOR[@typeCode="SBJ[organizer/code[@code="2"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20T[[1 forganizer[@classCode="CATEGORY'[[@moodCode='EVN'l/component]
@typeCode="COMP'[{substanceAdministration]{r}/substanceAdministration[@classCode="SBADMT[

. @moodCode="EVN'j/consumable[@typeCode="CSM[1)instance Ofind[@classCode="INST'VKindD

fProduct@classCode="MMAT][@determinerCode="KIND'lf/code[@codeSystem="TBD-MPID'l{@cod
eSystemVersion - -

e D.B.r.2b

EXmMR#ERT (MPID)

M5 HA K
(3 4

Coded With
Equivalents (CE)

code=Character
String (ST)

MCC!I_IN200100UVD1[@ITSVersion="XML_1.0')[@xsi:schemaLocation="um:hl7-org:v3
MCCI_IN200100UV01.xsd [/PORR_IN049016UNrlfcontrolActProcess[@classCode="CACT'[@moo
dCode="EVNT/subject|@typeCode="SUB.J[1}investigationEvent[@classCode="INVSTGJ[@moodCo
de="EVNT/componeni[@typeCode="COMP]adverseEventAssessment][1)/adverseEventAssessment
{@classCode=INVSTG'|[@moodCade="EVN')/subject![@typeCode="SBJ'[1)/primaryRole[@classC
ode='|NVSBJY/subjectOf2[@typeCode="SBJ Jorganizer/code[@code="2"[@codeSystem="'2.18.840.1
.113883,3,989.2.1.1.207)[t]/organizer{@classCode="CATEGORY'|[@moodCode="EVN'Vcomponent]
@typeCode="COMP"][substanceAdministration][r}/substanceAdministration[@classCode="SBADM][
@moodCode=EVNconsumable[@typeCode='"CSMY[1]instance OfKind[@classCode="INSTYkindQ
fProduct]@classCode="MMAT|[@determinerCode="KIND'}/code[@codeSystem="TBD-MPID)/@cod
e
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NullFlavor

(BEE3)

MCCI_IN200100UVDH [@ITSVersion="XML_1.07[@xsi:schemaLocation="um:hi7-org:v3
MCCI_IN200100UV01 xsd /PORR_IN0450168UV[r)/contralActProcess[@class Code="CACT[@moo
dCode="EVN']/subject{@typeCode="SUBJ'][1}investigationEvent[@classCode="INVSTG[@moodCo
de="EVNJ/componeni[@typeCode='COMP][adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVNsubject![@typeCode="SBJ|[1)primaryRole[@ctassC
ode="INVSBJ}/subjectOf2[@typeCode="SBJ|[organizer/code[@code="2"|[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207j1 J/organizeri@classCode="CATEGORY"[@moodCode="EVNT/component]
@typaCode="COMP][substanceAdministration][r}/substanceAdministrationf@classCode="SBADM1[
@moodCode="EVN'effectiveTime]@xsi:type="\VL_TSVhigh/@nullFlavor

e D.8.r.6a

HRBEHD MedDRA /i—
Zay

4AN,

Coded With
Equivalents (CE)

codeSystemVersion= &

Character String

(sT)

/MCCT_INZ00 100UV 1 [@ITSVersion="XML_1.0'][@xsi:schemalocation="um:hl7-org:v3

"I MCCI_IN200100UV01 xsd'VPORR_IN04S016UV[r]/controlActProcess[@classCode="CACT|[@moo

dCode="EVN']/subject[@typeCode="SUBJ'][1)investigationEvent{@classCode="INVSTG}@moodCo
de="EVN/component{@typeCode="COMP"l[adverseEventAssessment]{1]/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN'//subjecti[@typeCode="SBJ[1)/primaryRole[@classC
ode="INVSB.J)subjectQf2[@typeCode="SBJT[organizer/code[@code="2"[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20")[1)/organizer{@classCode="CATEGORY'|[@moodCode="EVN'T/component]
@typeCode="COMP'|[substanceAdministration](r}/substanceAdministration[@classCode="SBADM[
@moodCode="EVN JouthoundRelationship2[@typeCode="RSON'|[observation/code]@code="19"][@
codeSystern="2.16.840.1.113883.3.989.2.1.1.18T|[1}obseivation[@classCode="085"[@mocdCode
='EVNTvalue[@xsitype="CE[@codeSystem=2.16.840.1.113883.6.163]{1/@codeSystemVersion

e D.8.r.6b

ERAES (MedDRA 2— )

8N

Coded With
Equivalents (CE})

code=Character
String {ST)

IMCCI_IN200100UV01[@ITSVersion="XML_1 .0’][@xsi:schernaLocaﬁon='urn:hl7-or§:v3

* MCCI_INZ00100UV01.xsd)/PORR_IN049018UV[rl/controlActProcess{@classCode="CACT][@moo

dCode="EVN'//subject[@typeCode="SUBJ][1}investigationEvent[@classCade="INVS TG f@moodCo
de="EVN]/component{@typeCode="COMP"|[adverseEventAssessment][1)adverseEventAssessment
[@classCode="INVSTG[@moodCode="EViN')/subject [@typeCode='SBJ|[1)/primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@type Code="SB.'[organizer/code[@code="2][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207|[1)forganizef@classCode="CATEGORY'|[@moodCode="EVN']/component]
@typeCode="COMP'|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM][
@moodCode="EVN/outhoundRetationship2[@typeCode="RSONJfobservation/codef@code="19'][@
codeSystem='2,16.840,1.113883.3.989.2.1.1.197][1)/observation][@classCode="OBS' [@moodCode
='EVNTivalue[@xsi:type="CE[@codeSystem='2.16.840.1.113883.6.163[1)/@code

e D.&r.7a

BI{ER® MedDRA /13— 3
i

4AN

Goded With
Equivalents {CE}

codeSysternVersion= &

Character String (ST)

/MCCI_IN200100UVOT{@ITSVersion="XML_1.0'[@xsi:schemal ocation="urn:hi7-org:v3
MCCI_IN200100UV01 . xsd /PORR_INO48018UV[r)/controlActProcess[@classCode="CACTH@moo
dCode="EVN/subject{@typeCode="SUBJT[1]/investigationEventf@classCode="INVSTGli@moodCo
de='"EVN'Jfcomponent[@typeCode="COMP"|[adverseEventAssessmentj[1)/adverseEventAssessment
[@ctassCode="INVSTG[@moodCode="EVNYsubjectt [@typeCode="SB."|[1)/primaryRole[@classC
ode="INVSBJJsubjectOf2{@typeCode="SBJ|[organizer/code[@code="2{(@codeSystem="2.16,840.1
.113883.3.989.2.1.1.207[1forganizet{@classCode='CATEGORY'[@moodCade="EVN')/componentf

- @lypeCode='COMP'|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM']

@moodCode="EVN'JoutboundRelationship2[@typeCode="CAUS[observation/code[@code="29"[@
codeSystem='2.16.840.1.113883.3.988.2.1.1.197][t//observation[@classCode='OBS"[@moodCode
='"EVN'/value[@xsi:type="CE[@codeSystem="2.16.840.1.113883.6.163][1)/@codeSystemVersion
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e Ds8.2r2

BESRERE (AHER)

250AN

Coded With
Eguivalents (CE)

originalText =
Encapsulated Data
(ED)

(BIER3)

MCCI_IN200100UV01[{@ITSVersion="XML_ 1.0'][@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd /PORR_IN048016UV[r)/controlActProcess[@classCode='CACT][@moo
dCode="EVN'}subject{@fypeCode="SUB.J'][1}investigationEvent[@classCode=INVSTG[@moodCo
de='EVN'})/component@typeCode="COMP]{adverseEventAssessment][1)adverseEventAssessment
[@classCode='INVSTG[[@moodCode="EVN')/subjecti[@typeCode="SBJ'|{1)/primaryRole[@classC
ode="INVSBJ}/subjectOf2[@typeCode="SBJ[observation/code[@code="32][@codeSystem='2.16.8
40,1.113883,3.989.2.1,1.19T}r)/observationf@classCode="0OBS|@mood Code="EVN'ivalue[@xsi:ty
pe="CE'[[@codeSystem="2,16.840.1.113883.6.1637[1 Voriginal Text/text()

e D93

LR ) (N

Fe=n8

Boolean (BL)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0")[@xsl:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 xsdJPORR_IN049016UV[rl/controlActProcess[@ctassCode="CACT[@moo
dCode="EV¥N/subject[@typeCode="SUBJ][1}investigationEvent[@classCode="NVSTG'{[@moodCo
de="EVNT/companent{@typeCode="COMPT[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="0BS' [@moodCode=EVNivalue[@xsktyp
e="BL'|[1}/@value N

MNullFtavor

MCCI_IN200100UVO1[@ITSVersion=XML_1.07[@xskschemal.ocation="urn:hi7-org:v3
MCCL_IN200100UVD1.xsd /P ORR_IN D480 18UV[r)/controlActProcess[@classCode="CACT[@moo
dCode="EVNV/subject[@typeCode="SUBJ[1]investigationEvent{@classCode="INVSTG][@moodCo
de="EVNT/componeni{@typeCode="COMP][adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVNisubject1[@typeCode="SBJ"|[1)/primaryRole[@classC

| ode="INVSBJ'VsubjectOf2{@typeCode="SBJ][observation/code[@code="5T[@codeSystem="2.16.84

0.1.113883.3.989.2.1.1.19]][1)/observation|@classCode="0BS'|[@moodCode="EVN'|ivalue[@xsi.typ
e='BL|[1}@nuliFlavor )

h D.9.4.r

SRk SR (BEIZHL
HBUET)

MCCIL_IN2001 00UVO1[@ITSVersion="XML_1.0[@xsi:schermalocation="urn:hi7-org:v3
MCCI_IN200100UV01 . xsd VPORR_IN049016UV[rlcontrolActProcess[@classCode="CACT[@moo
dCode="EVN/subject[@typeCode='SUBF][1]investigationEvent[@classCode="INVSTG'|[@moudCo
de="EVNT/component[@typeCode='COMP|[adverseEventAssessment][1])/adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN')/subjectt[@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSB.'")/subjectOf2[@typeCode="SBJ][observation/code[@code="6[@codeSystem="'2.16.84
0,1,113883.3.989.2.1.1.19']][1)/observation[@classCode="0BS"[@moodCode="EVNoutboundRelat
jonship2{@typeCode="DRIV][observation/code[@code="8[@codeSystem="2.16.840.1.113883.3.98
9.2.1.1.18%

e D84r1a

#BI1Z £ HFEEAD MedDRA
=g

4AN

Coded With
Equivalents (CE)

codeSystamvarsion=
Character String (ST)

IMCCI_IN200100UVO1[@IT SVersion="XML_1.0')[@xsi:schemalocation="urmn:hl7-org:v3
MCCL_IN200100UV01 xsd'YPORR_IN049016UV(r]/controlActProcess[@classCode="CACT'][@moo
dCode="EVNY/subject[@typeCode="SUBJ][1)investigationEvent[@classCode="INVSTG[@moodCo
de="EVN')component{@typeCode="COMP"][adverseEventAssessment][1)/adverseEventAssessment
[@classCode="NVSTG'[@moeodCode="EVN'|subject1 [@typeCode="SBJ[1)/primaryRole[@classC
ode="INVSEJ)/subjectOf2[@typeCode='SBJ[observation/code]@code="8T[@codeSystem="2,16.84
0.1.113883.3.989.2.1.1.19'T[1)/observation[@classCode='0BS[@moodCode="EVNfoutboundRelat
ionship2[@typeCode='DRIV'|[cbservation/code[@code="8"[@codeSystem="2.16.840.1.113883.3.98
9.2.1.1.19|rlfobservalion[@cfassCode="OBS'| [@moodCode="EVNT/value]@xsi:type="CE][@codeS
ystem="2.16.840.1.113883.6.163][1)/@codeSystemVersion
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NullFlavor

(B 3)

IMCCI_IN200100UV01[@ITSVersion=XML_1.07[@xsl:schemalLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN049016UV]r)/controlActProcess[@classCode="CACT|[@moo
dCode="EVN/subject[@typeCode="SUB.J[1}investigationEvent[@classCode='INVSTG][@moodCo
de="EVN'J/component|@typeCode="COMP[adverseEventAssessmeni][1)/adverseEventAssessment
[@classCode="INVSTG"[@moodCode="EVN)/subject1[@typeCode="SBJ'|[1}primaryRole[@classC
ode="INVSBJ')/player{@classCode="PSN'|[@determinerCode="INSTANCE/role[@classCode="PR
S'|[YassociatedPerson[@classCode="PSN][@determinerCode="INSTANCE"/birthTime/@nuliFlavor

e D.10.2.2a

BoTe (80

3N

Physical Quantity
{{ge)]

value=Real Number
(REAL) ~.

MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVD1.xsd"/PORR_IN049048UV(1]/controlActProcess[@classCode="CACT |[@moo
dCode="EVN/subject[@typeCode="SUBJ[1}investigationEvent[@classCode=INVSTG'[[@moocdCo
de="EVN'J/compenenti@typeCode='COMPJ[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG'|[@moodCode="EVN)/subject1[@typeCode="SB.J'[[1}/primaryRole[@classC
ode="INVSBJY/playert[@classCode='PSNj@determinerCode="INSTANCEJrele[@classCode="PR
S'[1)/subjectOf2[@typeCode="SBJ[observation/code[@code="3][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197|[1)observation[@classCode="0BS' [@moodCode="EVNTivalue[@xsi:type="PQ[1]
@value

e 0.10.2.2b

BoER (86D

S0AN

Physical Quantity
(PQ)

unit=Coded Simple
Value {(C5)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd /PORR_IN049016UV[¥controlActProcess[@classCode="CACT][@moo
dCode="EVN')/subjecl{@typeCode="SUBJ][1)investigationEven{@classCode=INVS TG [@moodCo
de='EVNVecomponenti@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[[@moodCode="EVN'|/subject1 [@typeCode="SBJ'|[1)/primaryRole[@classC
cde='INVSEBF]iplayer1[@classCode=PSN@determinerCode="INSTANCEJ/role[@classCode="PR
STH1VsubjectOf2[@typeCode="SB.'|[observation/code[@code="3[@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.19'[1/observation[@classCode="0BS'|[@moodCode="EVN'Ivalue[@xsi:type='"PQ'|[1]
I@unit

e D.10.3

HoRRAER

Bt/ B

Point in Time (TS)

MCCI_IN200100UVO1[@ITSVersion=XML_1.0'][@xsi:schemaLocation="urn:hI7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[rlcontrolActProcess[@classCode="CACT][@moo
dCode="EVNT/subjecli@typeCode="SUBJf1}/investigationEvent{@classCode="INVSTG'|[@moodCo
de="EVN'//component{@typeCode="COMP"][adverseEvantAssessment]{1)/adverseEventAssessment
[@classCode=INVSTG'[[@moodCode="EVN')/subject1 [@typeCode="SB.'][1}/primaryRole[@classC
ode="INVSB.J)/player1[@classCode=PSN@determingrCode=INSTANCE)role(@classCode="PR
S[1)subjectOf2[@typeCode="SBJ[observationicode[@code="227[@codeSystem="2.16.840.1.1138
83.3.989.2.1.1.197j[1)/observation]@classCode='OBST[@moodCode=EVN]ivalue[@xsi:type="TS[t
J@value g

NullFlavor

/MCCI_INZ00100UVO1[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="um:hl7-org:v3
MCCI_IN200100UV01.xsd' Y/PORR_IN049016UV[r{controlActProcess[@classCode="CACT][@moo
dCode="EVN/subject{@typeCode="SUBJTj1}finvestigationEventi@classCode=INVS TG [@moodCo
de="EVN'{/component{@typeCode="COMP[adverseEventAssessment][1fadverseEventAssessment
[@classCode='INVSTG')[@moodCode="EVN)/subjecti [@typeCode="SBJ'I[1)/primaryRole[@classC
ode="INVSBJF]/player1[@classCode="PSN][@detemminerCode="INSTANCEY/role[@classCode="PR
S[1)/subjectOf2[@typeCode="SBJ[observation‘code|@code="22"[[@codeSystem="2.16.840,1,1138
83.3.989.2.1.1.197][1)/observation[@classCode='0BS[@moodCode="EVN')/value[@xsi:type="TST[1
Y@nullFlavor
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e D.10.7.1r1a

BOMET B ARER U

4R MedDRA /13— 3

b

4AN

Concept Descriptor
(D)

codeSystemVersion=
Character String (ST)

(B¥E3)

MCCL_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemalocation="um:hi7-org:v3
MCGI_IN200100UV0 1.xsd)/PORR_IN048016UV[r)fcontrolActProcess[@classCode='CACTH@moo
dCode-‘EVN']fsubjec{[@typeCode-‘SU BJT{1}finvestigationEvent[@classCode=INVSTG[@moodCo
de="EVNY/component[@typeCode="COMP"|[adverseEventAssessmenf]{1[/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN/subject [@typeCode="SBJ'][1)/pAimaryRole[@classC
ode="INVSBJ)/player1[@classCode="PSN[@determinerCode=TNSTANCEJrole[@classCode="PR
ST[subjectOfr2[@typeCode="SBJ[organizer/icodef@code="1"[@codeSystem="2.16.840,1.1 13883,
3.980.2.1.1.20T)[1)/organizer@classCode='"CATEGORY'|[@moodCode="EVN)/componeni[@typeC
ode="COMP")[observation/code[@codeSystem="2.16.840.1.113883.6.1637][r}/observalion[@classCo
de='0BS)[@moodCode="EVNY/code/@codeSystemVersion

e D.10.7.1.r1b

ROMET HERER UM
FraEih (em/ FHLE /%

@ib)

(MedDRA 2— F)

8N

Concept Descriptor
€0

code=Character
String (ST)

MCCIL_IN2001 00UVOA [@ITSVersion="XML_1.0[@xsi:schemalocation="urn;hl7-org;v3
MCCI_IN200100UV01.xsd)/PORR_IND49016UV[r]/controlActProcess]@classCode='CACTl[@moo
dCode=EVNYsubjecti@typeCode="SUBJ[1}investigationEventf@classCode=TINVSTG|[@moodCo
de="EVN'fcomponent[@typeCode="COMPfadverseEventAssessment][1}adverseEventAssessment
[@classCode="INVSTG'|j@moodCode="EVN'}/subjecti[@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJ)/player1[@classCode="PSN'[@determinerCode="INSTANCEJrole[@classCode=PR
S[1VsubjectOf2{@typeCode="SBJ[organizer/code[@code="1")[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.201][1)/organizer]@classCode='CATEGORY'i@moodCode="EVN/component@typeC
ode='COMP"[observation/code[@codeSystem="2.16.840.1.113883.6.163"][r}fobservation[@classCo
de='0BS'[@moodCode="EVN'[/code/@code

e D.A0.7.1.r.2

By AE

Bt HME

Interval of Pointin
Time (IVL<TS>)

low=Interval
Boundary (IVXB)

IMCCI IN2001 00UV [@ITSVersion="XML_1.0")[@xsi: schemal.ocation="urm: Wi7-org:v3
MCC]_IN200100UVD1.xsd')/PORR_IN049016UV[rJcontrolActProcess[@classCode="CACT{@moo
dCode="EVNY/subjectf@typeCode='SUBJ|[1)finvestigationEventi@classCode=1NVS TG [@maoodCo
de="EVNT/component[@typeCode="COMP"|[adverseEventAssessmeni][1}/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN/subject1[@typeCode="SBJ][1)/primaryRole[@classC
ode="INVSBJ')/player1[@ciassCode='"PSN'[@detemminerCode="INSTANCE Jrolej@classCode='PR
SiY¥subjectOf2[@typeCode="SBJjforganizer/code[@code="1"[@codeSystem='2.16.840.1.113883.
3.989.2.1.1.20)[1}Jorganizerj@classCode="CATEGORY'|[@moodCode="EVN")/componenti@typeC
ode="COMP"[observation/code[@codeSystem=2.16.840.1.113883.6. 163']][r]!observauon[@classCo
de='0BS'][@moodCode='EVN'}!effectweTnme[@xsu type="IVL_TS)low/@value

NullFlavor

IMCCI_IN200100UV01[@|TSVersion='XML_1.0'][@xsi:schemaLocation='urn:hl?—org:v3
MCCI_IN200100UV01.xsd/PORR_IN0490168UV[r{/controlActProcess{@classCode="CACT][@moo
dCode="EVN'//subject{@typeCode="SUBJ[1)investigationEvent{@classCode="INVSTG[@moodCo
de="EVNJicomponent[@lypeCode="COMP'|[adverseEventAssessmentj[1)/adverseEventAssessment
[@classCode="INVSTGj@moodCode="EVN)subjecti[@typeCode="SBJ")[1)/primaryRole[@classC
ode="INVSBJ)/playeri{@classCode="PSN'|[@determinerCode="INSTANCEJrole{@classCode="PR
S'|[1)subjectOf2[@typeCode="SBJ|[crganizericode[@code="1"][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.207[1)ferganizer|@classCode="CATEGORY'|[@moodGode="EVN lcomponent{@typeC
ode="COMP'j[observation/code{@codeSystem="2,16.840.1.113883.6.1637][r)/observation[@classCo
de='0BS'|[(@moodCode='EVN')effective Time[@xsi:type="IVL_TS'//low/@nullFlavor
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D.10.7.2

RoMaEYT HAERERUM
FERORHER

Encapsulated Data
(ED)

(%R 3)

fMMCCI_IN200100UVO1{@ITSVersion="XML_1.0'[[@xsi.schemal.ocation='urn:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049018UV[r)/controlActProcess[@classCode="CACT]|[@moo
dCode="EVN'//subject[@typeCode="SUBJ'|[1)/investigationEvent{@classCode="INVSTG'[@moodCo
de="EVN'J/component[@typeCode="COMP'|[adverseEventAssessment]|f1]/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN/subject1[@typeCode="SBJ'|[1}//primaryRole[@classC
ode="INVSBJYplayeri[@classCode='PSN'[@determinerCode="INSTANCEJrole[@classCode=FPR
S'[1)/subjectOf2[@typeCode="SBJ"l[organizer/code[@code="1")[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"|[1)/organizer@classCode='"CATEGORY|[@moodCode="EVNicomponent[@typeC
ode='COMP][observation/code]@code="18"[@codeSystern="2.16.840.1.113883.3.989.2.1.1.19T|[1¥
observation[@classCode="0BST@moodCode="EVN'/value[@xsi:type="ED][1}text()

D.10.8r

PoRET SREDEER
SHE (BEICHELRYE
T

MCCI_IN200100UVO1{@ITSVersion="XML_1.0"[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[YcontrolActProcess[@classCode='"CACT[@moo
dCode="EVN'//subject[@typeCode="SUB.J|[1)/investigationEventi@classCode="INVSTG[@moocdCo
de="EVNYcomponent@typeCode="COMP[adverseEventAssessment][1])/adverseEventAssessment
[@tlassCode=INVS TG [@moodCode="EVN)subject1 [@typeCode="SBJ'|[1}/primaryRole[@classC
ode="INVSBJY/playerii@classCode='PSN][@determinerCode='INSTANCE)/role[@classCode="PR
S1¥subjectOf2[@typeCode="SB.J'[[organizer/code[@code="2"[@codeSystem='2.16.840.1.113883.
3.989,2.1.1.207)[1)/organizer[@¢classCode='"CATEGORY'[@moodCode="EVN'I/component[@typeC
ode="COMP|[substanceAdministration]

D.10.8.r.1

EXAE @EShER)

Entity Name (EN)

name=Eiitity Name
Part (ENXP)

MMCCI_IN200100UVD1[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org.v3
MCCI_IN200100UVD1 xsd'/PORR_IN049016UV[r¥centrolActProcess[@classCode="CACT)[@moo
dCode="EVN/subject[@typeCode="SUBJ|[1)investigationEvent{@classCode="INVSTG[@mocdCo
de="EVNYcomponent{@typeCode="COMP |[adverseEventAssessment][1)/adverseEventAssassment
[@classCode='INVSTG'|[@mocdCode="EVN]/subject1[@typeCode='SBJ'|[1})/primaryRole[@classC
ode="INVSBJ)playert{@classCode='"PSN'|[@determinerCode="INSTANCE')/role[@classCode=PR
S'(1Vsubjectof2[@typeCode="SB.J"[organizer/code[@code="2[@codeSystem='2.16,840.1.113883.
3.989.2.1.1.207)[1Yorganizer]@classCode='CATEGORY'|[@mood Code="EVNTicomponent[@typeC
ode="COMP"[substanceAdministration][r]/substanceAdministrationf@classCode="SBADM][@mood
Code="EVN')/consumable[@typeCode="CSM][1]instance OfKind[@classCode="INST)/kindOfProduc
{{@classCode='"MMAT'[@determinerCode="KIND/name[1]/text()

D.10.8.r.2a

MPID /s—Za B BE

Coded With
Equivalents (CE)

codeSystemVersion=
Character String (ST)

IMCCI_IN200100UV01[@ITSVersion="XML_1.0"|[@xsi:schemal.ocation="urn:hl7-crg:v3
MCCI_IN200100UVH . xsd'YPORR_IN048018UV[ri/controlActProcess[@classCode="CACT][@moo
dCode="EVN'/subject{@typeCode="SUBJF][1)investigationEvent{@classCode="INVSTG[@mocdCo
de="EVNYcomponenti@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN']/subject1[@typeCade="SBJ'|[1}¥/primaryRole[@classC
ode="INVSBJ)/playeri(@classCode="PSN'[[@determinerCode="INSTANCEJrole[@classCode="PR
S[1VsubjectOf2[@typeCode="SBJ [organizer/codel@code="2[@codeSystem='2.16.840.1.113883.
3.989.2.1.1.201][1)/organizer{@classCode="CATEGORY'[@moodCode="EVN/component[@typeC
ode="COMP[substanceAdministration] [rl/substanceAdministrationf@classCode="SBADM][@mood
Code="EVNTV/consumable[@typeCode="CSMY[1]finstance OfKind[@classCode="INST)kindOfProduc
ti@classCode="MMAT[[@determinerCode='"KIND')/code[@codeSystem="TBD-MPID'}/@codeSyste
mVersion
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NullFlavor

(%= 3)

MCCI_IN200100UVO[@ITSVersion="XML_1.0'[@xsi:sshemalocation="um:hl7-org:v3.
MCCI_IN200100UV01.xsd)/PORR_IND49016UV[r)fcontrolActProcess[@classCode="CACTH{@moo
dCode=EVNT/subjecti@typeCode="SUBJ][1)investigationEvent{@classCode=INVSTG][@moodCo
de="EVN'J/component[@typeCode="COMP"|[adverseEventAssessmenf][1}/adverseEventAssessment
[@classCode='INVSTG[@moodCode="EVN'}/subjectt@typeCode="SBJ"|[1}/primaryRole[@classC
ode="INVSBJ]/player1]@classCode="PSN'[[@determinerCode='INSTANCET/role[@classCode=PR
STl subjectOf2[@typeCode="SBJ[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.207[1)/organizer{@classCode='"CATEGORY'|[@moodCode="EVN})/component{@typeC
ode='"COMP'j[substanceAdministration][rj/substanceAdministration[@classCode="SBADM][@mocd
Code="EVNYeffectiveTime[@xsi:type='IVL_TS ) low/@nullFlavor

] D.10.8.r.5

78

Bt~ #

Interval of Paint in
Time {(IVL<TS>)

high=Interval
Boundary (IVXB)

MACCL IN200100UVOT{@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org:v3
MCCL_IN200100UV01,xsd /PORR_IN049016UV[r]/controlActProcess]@classCode="CACT]J[@moo
dCode="EVN')subjectj@typeCode="SUBJ|[1]investigationEvent[@classCode="INVSTG[@moadCo
de="EVN'}/component[@iypeCode='COMP[adverseEventAssessmeni][1}adverseEventAssassment
[@classCode="INVSTG'|[@moodCode="EVN)/subject1[@typeCode="SBJ’){1)/primaryRole[@classC
ode="INVSBJYplayeri[@classCode="PSN'|[@determinerCode="INSTANCE)Jrole[@classCode="PR
S[1)/subjectOf2[@typeCede="SBJJ[organizer/code[@code="2[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.207|[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

NullFlavor

MCCI_IN200100UVO1{@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200400UV01.xsd /PORR_IN049016UV[r}/controlAciProcess[@classCode='"CACT][@moo
dCode="EVN')/subjecti@typeCode='SUBJ][1})investigationEvent{@classCode="INVSTG[@moodCo
de="EVN]/componeni[@typeCode="COMP[adverseEventAssessment][1YadverseEventAssessment
[@classCode="INVSTG{@moodCade="EVN')/subject1[@typeCode="SB.][1)/primaryRole[@classC
ode="INVSBJ}playeri[@classCode="PSN][@determinerCode="INSTANCEJrole[@classCode="PR
ST1)/subjectOf2[@typeCode="SBJ'|[crganizericode[@code="2[@codeSystem="2,16.840.1.113883.
3.989.2.1.1.207][1)/organizer[@classCode="CATEGORY'T[@moodCode="EVN')/component{@typeC
ode="COMP]fsubstanceAdministration)fr}/substanceAdministration[@classCode="SBADM][@mood
Code=EVN')/effectiveTime[@xsitype='IVL_TS")/high/@nuliFlavor

e D.10.8.r.6a

HHEHO MedDRA /11—
PR

4AN

Coded With
Equivalents (CE)

codeSystemVersion=
Character String (ST)

MCCI_IN200100UV01[@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd /PORR_IN048016UVrl/controlActProcess[@classCode="CACT][@moo
dCode="EVN')/subject{@typeCode="SUBJ[{}investigationEvent]@classCode="INVSTG J{@moodCo
de='EVNT/component[@typeCode="COMP[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG)[@moodCode="EVN')/subjecti[@typeCode="SBJ|[1)/primaryRole[@classC 1
ode='INVSB.J)playeri[@classCode='"PSN'|@determinerCode="INSTANCE Vrole[@classCode="PR
STfsubjectOR[@typeCode="SBJTorganizer/code(@code="2|[@codeSystern=2,16.840.1.113883.
3.989.2.1.1.2071forganizerj@classCode="CATEGORY'}[@moodCode='"EVNT/component{@typeC
ode="COMP"[substanceAdministration][r}/substanceAdministration|@classCode="SBADM][@moad
Code='EVNYoutboundRelationship2[@typeCode='RSON{observation/code[@code="19][@codeSy
stem="2.16.840.1.113883.3.989.2.1.1.197)[1)/observation[@classCode="CBS'[@moeodCode="EVNTY/
value[@xsi:type="CE'|[@codeSystem="2.16.840.1.113883.8,163{1//@codeSystemVersion
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BRI L VBEShER
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250AN

Coded With
Equivalents (CE)

originalText =
Encapsulated Data
(ED)

(IER3)

IMCCI_IN200100UVD 1[@ITSVersion="XML_1.07[@xsi:schemaLocation="um:hi7-org:v3 -
MCCI_IN200100UV01 xsd /PORR_IN042018UV[r)icontrolActProcess(@classCode="CACT[@moo
dCode="EVN'/subjecti@typeCode="SUBJ|[1}investigationEvent{@classCode="INVSTGT[@moodCo
de='EVN'/component[@typeCode="COMP'|[atverseEventAssessmeni][1)/adverseEventAssessment
{@classCode="INVSTG[@moodCode="EVNT/subject1[@lypeCode="SBJ[1]/primaryRole[@classC
ode='INVSBJ'Y/subjectOf2[@typeCode="SBJ][observationfid][code[@code="29][@codeSystem="2.1
6.840.1.113883.3.980.2.1.1.197]|lil/observation|@classCode="0BS[@moodCode="EVN]/value[@x
siype="CE]|[@codeSystern='2.16.840.1.113883.6.163[1Voriginal Text/text()

e E.i1.1b

E—RIEBRILUBRES
hi-BH{EA HEXROE
13

3A

Coded With
Equivalents (CE)

originalText/language
=Coded Simple Value
(CS)

MCCLIN2001 00UV [@ITSVersion="XML_1.0"][@xsi:schemal.ocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN049016UV[r)/controlActProcess[@classCode='CACT[@moo
dCode="EVN'/subject[@typeCode="SUBJ"|[1)investigationEvent[@classCode=INVSTG')[@mocdCo
de="EVNT/component{@typeCode="COMP'|[fadverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN')/subject1[@typeCaode="SBJ'|[1}/primaryRole[@classC
ade="INVSBJ)subjectOf2[@typeCode="SBJ][observation]id][code[@code="29"|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][[Jfobservation[@classCode="0BS[@moodCode="EVNvalue[@x
si:type="CE'|[@codeSystem="2.16.840.1.113883.6.163[1/originalText/@language

e Eil.2

EREh ., B R RRIC
SUBREShi-B{ER-H
EER

250AN

Encapsulated Data
(ED)

IMCCI_IN200100UVO1{@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[YcontrotActProcess[@classCode="CACT][@moo
dCode='EVNT/subject[@typeCode="SUBJ]f1)investigationEvent{@classCode=INVSTG][@moodCo
de="EVN'//componentj@typeCode="COMPJ[adverseEventAssessment][1/adverseEventAssessment
[@classCode=INVSTG'[[@moodCaode="EVN'|/subject1 [@typeCode="SB.J'[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf[@typeCode='SBJ[observation[id)[code[@code="28[@codeSystem='2.1
6.840.1.113883.3.982.2.1.1.19Tl[Ifobservation[@classCode="OBS'[j@moodCode="EVN}Joutbound
Relationship2[@typeCode="PERT |[observation/code[@code="30"][@codeSystem="2.16.840.1.11388
3.3.889.2.1.1.197](1)/observation[@classCode='08S')[@moodCode="EVN'value[@xsi:type="ED[1]
fext() .

e Ei21a

Bl HEXEROD
MedDRA /38— 3 &

4AN

Coded With
Equivalents {CE)

codeSystemVersion=
Character String (ST)

IMCCI_IN200100UV01 [@ITSVersion="XML_1.0")[@xsi:schemalocation="urn:hl7-org:v3
MCCI_iN200100UV01.xsd'/PORR_IN049016UV]r)/controlActProcess[@classCode="CACT]{@moo
dCode='EVN')subjeci@typeCode="SUBJ][1)investigationEvent{@classCode=1NVSTG][@moodCo
de="EVN'[/component{@typeCode="COMP"|[adverseEventAssessment]{1]/adverseEventAssessment
[@classCode="INVSTG'|[(@moodCode="EVNYsubject! [@iypeCode="SBJ[1)/primaryRole[@classC
ode="INVSBJ/subjectOf2{@typeCode="SBJ|[observation[id][code[@code="29"][(@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]|{fobservation[@classCode="OBS[[@moodCade="EVNivalue[@x
si:type="CE[@codeSystem="2.16.840.1.113883.6.163'[1)/@codeSysternVersion ’

e Ei2ib-

ElEH. EEHFR (MedDRA
a—F)

&N

Coded With
Equivalents (CE)

" code=Character

String (ST)

/MCCI_IN200100UVD1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org.v3
MCCI_IN200100UVD1.xsd)/PORR_IN049016UV[r/controlActProcass{@classCode="CACT')[@moo
dCode="EVNY/subjec{@typeCode="SUBJ[1)/investigationEvent[@classCode="INVSTG][@moodCo
de='"EVNT/component[@typeCode="COMP'|[adverseEventAssessmenti[1)/adverseEventAssessment
[@classCode="INVSTG][@moodCode="EVNY/subject1 [@typeCode="SBJ][1)/primaryRole[@classC
ode='INVSBJT/subjectOf2[@typeCode="SBJ[observation[id][code[@code="29"][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.1971l)/observation[@classCode="0BS | [(@mood Code="EVN]/value[@x
si:type='"CE'[[@codeSystem='2.16.840.1.113883.6.163T[t)/@code
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Boolean (BL}

(BIEs 3)

IMCCI_IN200 100UV [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd /PORR_INO4S018UV(r)/controlActProcess[@classCode="CACT|[@moo
dCode="EVNfsubject[@typeCode="SUBJ][1}/investigationEventi@classCode="INVSTG|[@mocodCo
de=EVN/componeni[@typeCode="COMP'J(adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTGl[@moodCode="EVN')/subjecti[@typeCode="SBJ'{1)/primaryRole[@classC
ode="INVSBJ VsubjectOf2[@typeCode="SB.][observation[id][code[@code="29][@codeSystern="2.1
6.840.1.113883.3.989.2.1.1.197]|[i)/cbservation[@classCode='"0BS'|j@moodCode="EVN')/outtiound
Relationship2[@typeCode="PERTHobservation/code[@code="21"|[@codeSystem="2.16.840.1_11388
3.3.989.2.1.1.197)[1Vobservation[@classCode="0BS[@moodCode="EVNJ/value[@xsi:type="BLI1}
@value .

NuliFlavor

MCCLIN200100UVD1[@ITSVersion=XML_1.0[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd J/PORR_IN049016UV{r)/controlActProcess[@classCode="CACT][@moo
dCode="EVN')/subject[@typeCode="SUBJ'][1}investigationEvent[@classCode="INVSTG'|[@moodCo
de="EVNT/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN')subject1[@typeCode="SBJ'|[1}/primaryRole[@classC
ode="INVSBJ)subjectOf2[@typeCode="SBJ]fobservation[id][codej@code="29"[@codeSystem='2.1
6.840.1,113883.3.989.2.1.1.197)][{l/observation[@classCode="0BS)@mood Code='"EVN'/foutbocund
Relationship2[@fypeCode='PERT ][observation/code[@code="21'{@codeSystem='2.16.840.1.11388

" 3.3.989.2.1.1.197|[1 fobservation[@classCode='0BS" [@moodCode="EVN]/value]@xsi:type='BL[1})

@nullFlavor :

ABEOEHOARRITAR
HMoEEABETCHDE
[1)] .

F=i1E

Boolean (BL)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0")[@xsi.schemalocation="um:hi7-org:v3 .
MCCI_IN200100UVO1.xsd YPORR_IN049016UV[r/controlActProcess[@classCode='"CACT][@moo
dCode="EVN')/subject[@typeCode="SUBJ][1}/investigationEvent[@classCode="INVSTG'[[@mocdCo
de="EVNTY/component{@typeCode='"COMP"|[adverseEventAssessment][1)/adverseEventAssassment
[@classCode="INVSTG'[@mocdCode='EVN')/subject1[@typeCode='SEJ'|[1}/primaryRole[@classC
ode="INVSBJ)subjectOf2[@typeCode='SBJ[observation]id][code[@code="29[@codeSystern="2.1
6.840.1.113883.3.989.2.1.1.197]|[IVobservation[@classCode="0BS][@mocd Code="EVNT/outbound
Relationship2[@typeCode='PERT [observation/code[@code="33"T[(@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.19][1}/observation[@classCode="0BS'|[@mocdCode="EVN/value[@xsi:type="BL[1}/
@value

NullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN049016UV[YcontrolActProcessi@classCode='CACT)[@moo
dCode="EVN/subject{@typeCode='SUBJf1)investigationEventj@classCode="INVSTG][@moodCo
de='"EVN'//component{@typeCode='"COMP[adverseEventAssessment][1/adverseEventAssessment
[@classCode='INVSTG[@moodCode="EVN)isubject1 j@typeCode="SBJ'|[1}/primaryRole[@classC
ode="INVSB.)/subjectOf2[@typeCode="SBJ{chservation[id][code[@code="29"[@codeSystem="2.1_
6.840.1.113883.3.989.2.1.1.197]](i//observationj@class Code="0BS'|[@mocdCode="EVNJoutbound
Relationship2[@typeCode="PERT[observation/code[@code="33"{[@codeSystem='2.16,840,1,11388
3.3.988.2,1.1,197][1)/observation[@classCode='"OBS'[[@rnoodCode="EVN)value[@xsi:type="BL[1)/
@nullFiavor

e | Eiz2p
e
e | Eisze
e
e Eiza2d

SRR IL S TR - BERE
TEICHIHD

T

Boolean (BL)

N

IMCCI_IN200100UVO1[@ITSVersion="XML_1 .D'][@xsi:schemaLocéﬁon='um:hl7-org:v3
MCCI_IN200100UV01.xsd YPORR_INCG49016 UV ri/controlActProcess[@classCode='CACT][@moo

-dCode="EVNVsubject[@typeCode="SUBJ][1)finvestigationEven{@classCode="INVSTG][@moodCo

de="EVN/component]@typeCode="COMP"|[adverseEventAssessment]{1]/adverseEventAssessment
[@classCode="INVSTG[@moodCede="EVNFsubject1 [@typeCode="SBJ'][1)/primaryRole{@classC
ode="INVSBJY/subjectOR[@typeCode="SBJj[observation[idi[code[@code="29'l[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197)llil/observation[@classCode="0BS[@moodCode="EVN'J/outbound
Relationship2[@typeCode="PERT][observation/code[@code="35"[@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197)1}/observation[@classCode='"0BS'[@moodCode="EVNvalue[@xsi:type="BL][1}/
@value
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(BIFE3)

VB4, BISRU 1 ks RUELS - o .
Ei6 DT ATOMAE DT OREHE /MCCI_IN200100UVO01[@ITSVersion="XML_1,0'[@xsi:schemaLocation="urm:hl7-org:v3
MERESAGVLWVEGS | = LA MCCI_IN200100UV01.xsd'/PORR_IN0490168UV[r]/controlActProcess{@classCode="CACTH[{@moo
TEhBMES dCode="EVN']/subject{@typeCode='SUBJ"[1}/investigationEvent[@classCode="INVSTG[@moodCo
. . " de="EVNT/componenti@typeCode="COMP"adverseEventAssessment][1VadverseEventAssessment
e E.i4 e/ AEFRORRE | BH/RE | 7 F-s@ low=Interval i [@classCode=INVSTG[@moodCode="EVNisubject! [@typeCode="SBJ][1 /jprimaryRole[@classC
Interval of Point in Boundary (IVXB) ode="INVSBJYsubjectOR2[@typeCode="SBJ[observationlid][code[@code="29lj@code System="2.1
Time (IVL<TS>} 6.840.1.113883,3.989,2.1.1.197T]|[lVobservationf@classCode="0BS[(@moodCode="EVN'VeffectiveTi
me[@xsitype='lVL_TSTow/@value
{MGCC1_IN200100UVT1 [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd VPORR_INO480 16UV{r)/controlActProcess[@classCode='"CAC T li@moo
dCode="EVN')/subject[@typeCode="SUBJ][1}investigationEvent[@classCode='INVSTG[@moodCo
a ) NullFlavor de="EVN'/component@typeCode='"COMP[adverseEventAssessment][1)/adverseEventAssessment |
[@classCode="INVSTG|[@moodCode="EVN'/subject1[@typeCode="SBJ')[ 1 VprimaryRole[@classC
ode="INVSBJV¥subjectCf2[@typeCode="SBJ[observationfid][code[@code="29][@codeSystem="2. 1
6.840.1.113883.3.989.2.1.1.197]][[fobservationj@classCode="0BS[@moodCode="EVN)/effectiveTi
me[@xsi:type="IVL_TS'/low/@nullFlavor
2Ei4, Ei5 BT
ELB DT RTORE A B ; .
HEREhIES i)l?iﬁ;)f;ﬁ&g;;ﬁ MMCCI_INZ00100UVO1[@ITSVersion=XML_1.07[@xsi:schemal.ocation="umn:hi7-org:v3 :
i -~ MCCE IN200100UV01.xsd/PORR_IN049016UVr)/controlActProcess[@classCode="CACT][@moc
_ | FERDSES dCade="EVNYsubject[@lypeCode=SUB.J[1)investigationEventf@classCode="INVSTG@moodCo
T—5 R SXPR £ de="EVNT/component{@lypeCode="COMP|[adverseEventAssessment][1adverseEventAssessment
e WD compAB | 2 _smigxpr&d | B [@classCode='INVSTG[@moodCode="EVN'isubjecti[@typeCode="SBJ[1)primaryRole[@classC
: 5 ®3D comp HE ode="INVSBJ/subjectOf2[@typeCode="SBJ[observation]id][code[@code="29"][@codeSystem="2.1
HL7 F—#4 3 6.840.1,113883.3.980,2.1.1.19Y]|[[Jobservation[@classCode="OBS[@moodCode="EVNeffectiveTi
s . mel@xsitype="SXPR_TSVcomp[@xsi:type="IVL_TS'Jlow/@value
: Parentht_etlc et . compflow=interval .
Exprassion of Peint Boundary (IVXB)
in Time
(SXPR<TS>)
IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'){@xsi:schemal.ocation="umn:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[rl/contralActProcess[@classCode="CACT][@moo
dCode="EVNT/subject[@typeCode="SUBJ[1]investigationEvent{@classCode=INVSTG[@moodCo
de="EVN)/component[@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
e NullFlavor | [@classCode=INVSTG[@moodCode='EVNT/subject! [@typeCode="SBJ'[[1)/primaryRolef@classC
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6.840.1.113883.3.989.2.1.1.19']}Jfifobservation[@classCode="0BS'[@mocd Code="EVNVeffectiveTi
me[@xsi:type="SXPR_TS)/comp[@xsi:type="IVL_TSVlow/@nullFlavor
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MMCCI_IN200100UVD1[@ITSVersion="XML_1.0'j[@xsl:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVD1.xsd YPORR_IN049016UV[r)/controlActProcess[@classCode="CACT[[@moo
dCode="EVN')/subjectf@typeCode="SUB.[1)iinvestigationEvent[@dlassCode="INVSTG | [@moodCo
de="EVNT/component{@typeCode="COMP"|[adverseEventAssessment][1)/adverseEventAssessment

5 PO comp KA =
e Ea PR T-HUSXPRER | [@classCode="INVSTG[@moodCode="EVNYisubjecti[@typeCode="SBJ][1}/primaryRole[@classC
_ S J/HD comp HE ode='INVSBJ')/subjectOf2{@typeCode="SB.J|[observation[id][codef@code="29][@codeSystem="2.1
HL7 F—& 3 - 6.840.1.113883.3.989.2.1.1.19|l[iYobservation[@classCode="0BS@mocdCode="EVNeffectiveTi
Parenthetic Set comp/high=Interval me{@xsi:type='SXPR_TSicompl@xsi:type="IVL_TSPhigh/@value
Expression of Point Bounda .
g ry (IVXB)
in Time
(SXPR<TS>)
MCCI_IN200100UVO1[@ITSVersion=XML_1.07[@sxsi:schemalocation="urm:hl7-org:v3
MCCIL_IN200100UVE1.xsd YPORR_IND490MEUV[r)/controlActProcess[@classCode="CACT ] [@moo
dCode="EVN']/subject{@typeCode="SUBJ")[1}investigationEvent[@classCode=TNVSTG | [@moodCo
e NuliFlavor de="EVNT/component{@typeCode="COMPJladverseEventAssessment][1//adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN')subject![@typeCode="SBJ][1}/primaryRole[@classC
ode="INVSBJ')subjectOf2[@typeCode="SBJjobservation{id][code[@code="28"[@codeSystemn='2.1
6.840.1.113883.3.989.2.1.1.197]|{il/observation[@classCode="0BS'|[@mood Code="EVN)/effectiveTi
me[@xsitype="SXPR_TSicomp|@xsi:type="IVL_TS'Vhigh/@nuliFlavor
3.Ei4. Eis RU
Ei6 OF<TOHER T
NEREhIBE 3.Ei4.Ei5 RIUfE.iB
OFATOREH %K MMCCIIN200100UVO1[@ITSVersion="XML_1.0")[@xsi:schemalacation="urn:h[7-org:v3
=_u® SxPR & | FENOHE MCCI_IN200100UVD1.xsd' Y PORR_IN042018UV[1/controlActProcess[@classCode="CACT][@moo
T dCode="EVN/subject{@typeCode="SUB.J[1)investigationEvent[@classCode="INVSTG'|[@moodCo
32&HDcomp® | . de="EVNT/component{@typeCode='COMP'|[adverseEventAssessment][1)fadverseEventAssessment
B T-53 SXPREH [@classCode="INVSTG|[@moodCode="EVN/subject1[@typeCode='SBJ'[1JprimaryRole[@classC
52H%B @ compHE ode=INVSBJJ/subjectOf2|@typeCode="SBJ[observation(id]jcode{@code="257[@codeSystem="2.1
HL7 F—a® . 6.840.1.113883.3.989.2.1.1.197]|[[Yobservation[@classCode="0BS)[@moodCode="EVNVeffectiveTi
Parenthetic Set comp/high=interval mef{@xsi:type="SXPR_TS ) comp[@xsi:type="IVL_TS'[@operater="A"Jhigh/@value
Expression of Point | Boundary (IVXB})
in Time
(SXPR<TS>}
MMCCI_IN200100UV01 [@ITSVersion="XML_1.0"[@xst:schemalocation="urn:hI7-org:v3
MCCI_IN200100UVD1.xsd VPORR_IND49016UV[r)/controlActProcess[@classCode="CACT][@moo
dCode="EVN'/subject{@typeCode="SUBJ][1)investigationEvent[@classCode=TNVSTG[@mocdCo
NuliFlavor de="EVNT/component[@typeCode="COMP'][adverseEventAssessment][1)/adverseEventAssessment

[@classCode="INVS TG [@moodCode="EVNT/subject1[@typeCode="SBJ'|[1}¥primaryRole[@classC
ode="INVSBJ]/subjectOf2[@typeCode="SBJ[observation]id][codef@code="29"[@codeSystemn="2.1
6.840.1.113883.3.989.2.1.1.197)][Jobservation[@classCode="0BS[@moodCode="EVNeffectiveTi
mej@xsitype="SXPR_TSlfcomp[@xsi:type="IVL_TS|[@operator="A'}high/@nuilFlavor
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2Ei4. Ei5 B
Ei6 DF~TOHAE 2Ei4.Eis RUEi6 {MCCI_IN2C60100UVD1 [@ITSVersion="XML_1.07[@xsi.schemalocation="urn:hi7-org:v3
BRSO SEES DTATOBEEHH MCCIIN200100UVO T xsd'PORR_ING49016UVrfcontrolActProcess[@classCode="CACT[@moo
F—2 B SXPR %#{+ RERZHESF—4 dCode="EVNsubjecti@typeCode="SUBJ[)investigationEventf@classCode=NVSTG][@moodCo
e S5 8HO comp IAA 5 SXPR ’é"nf# EYF | de='EVNTcomponent[@typeCode="COMPJfadverseEventAssessment][1VadverseEventAssessment
HL7 F— & B : 7 [@classCode="INVSTG|[@moodCode="EVN'Ysubjectt[@typeCode="SBJ|[1)/primaryRole[@classC
Parenthetic Set @ comp HE . ode="INVSBJVsubjectOfR2[@typeCode="SB.J [observationid][code[@code="297[@codeSystem="2.1
Expression of Point comp/widih/unit=Cod 6,840.1.113883.3,989.2.1.1.19"]|[Vobservation[@classCode="0BS|[@mood Code="EVNYeffectiveT
in Time ed Simple Value (CS) me[@xsi:type="SXPR_TSVcomp|@xsi:type="IVL_TS/width/@unit
(SXPR<TS>)
3.Ei4. Eis BU
5;'; 9;'*’:;;’5 B | 3Ei4.EiSRUELS _
T (=] ~ t
gihggz BA% MCCIL_IN200100UV01@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hI7-org:v3
F— 4 E SXPR B MCCI_IN200100UV01.xsd [/PORR_IN045016UVr)fcontrolActPracess{@classCode='CACT][@moo
i dCode="EVN)/subject{@typeCode='SUBJ[1}investigationEvent{@classCode="INVSTGJ[@moodCo
5 2 #B O comp ] ' de="EVNT/componeni[@typeCode='COMP'|{adverseEventAssessment][1{/adverseEventAssessment
B F—4 8 SXPR %k [@classCode="INVSTGH@moodCode="EVN')/subject1[@typeCode="SBJ'|[1)/primaryRole[@classC
5280 compIAE ode="INVSB ) J/subjectOf2[@typeCode="SBJ J[observation[id][code]@code="28[@codeSystem="2.1
HL7 55— & & - 6.840.1.113883.3.989.2.1.1.197]][i)/cbservation[@classCode="OBS[@moodCode='"EVN')/effectiveTi
Parenthetic S e't ity - =Cod me]@xsitype="SXPR_TSYcomp[@xsi.type=TVL_TS[@operator="A'Jwidth/@unit
Expression of Point | SCmp/widivuni=.o
in Time ed Simple Value (CS)
(SXPR<TS>)
MMCCI_IN200100UVD1 [@ITSVersion="XML_1.0')[@xsi:schemalocation="urn:hi7-org.v3
MCCI_IN200100UVD1 xsd WPORR_IN0490 t6UV]r)/controlActProcess[@class Code="CACT][@moo
dCode="EVN')//subject[@typeCode="SUBJ[1})investigationEvent[@classCode=INVSTG[@moodCo
de="EVNT/componen@typeCode="COMP"|[adverseEventAssessment][1)/adverseEventAssessment
: BRRRSORER A% 1N Coded With code=Character [@classCode="INVSTG|[@mobdCode="EVN)isubject1[@typeCode="SBJ][1}/primaryRole[@classC
e EL7 BWROILR Equivalents (CE}) String (ST) ode="INVSBJ)/subjectOi2[@typeCode="SB}][observationfid][code[@code="29][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19")][{|/cbservation{@classCode="0OBS[@mood Code="EVN')/outbound
Relationship2[@typeCode='PERT|[observation/code{@code="27"[@codeSystem="2.16.840.1,11388
3.3.989.2.1.1.197|[1}observation[@classCode="OBS | [@moodCode="EVN')/value[@xsi:type="CE[@
codeSystemn="2.16.840.1.113883.3.989.2.1.1.11'|[1)@code
IMCCI_IN200100UVO 1 [@1 TSVersion="XML_1.0"[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd' YPORR_IN0430 16UV[rjfcontrolActProcess[@classCode="CACT[@moo
dCode="EVN/subject{@typeCode="SUBJ[1)investigationEvenl@classCode=TNVSTG[@moodCo
BREEEOIER A% de="EVN'Vcomponent[@typeCode="COMPJfadverseEventAssessment][1)/adverseEventAssessment

EROETHBO ICH a—FY
AbD—T35

[@classCode="INVSTG[@moodCode="EVN'|/subject! (@typeCode="SBJ)[ 1)/primaryRole|@classC
ode="INVSBJ"YsubjectOf2[@typeCode="SBJj[observation[id]fcodef@code="29[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][ifobservation[@classCode="0BS'|[@moodCode="EVNJfoutbound
Relationship2[@typeCode="PERT Jfobservation/code][@code="27'|[@codeSystem="2.16.840.1,1133
83,3.989.2.1.1.197][1]/observation[@classCode="0BS'|[@moodCode="EVNivalue]{@xsi:type="CE"][
@codeSystem="2.16.840.1.113883.3.989.2.1.1.11'|[1}@codeSystemVersion
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e F.r.2.1

BRES (BHREK

250AN

Concept Descriptar
CD)

original Text=Encapsu
[ated Data {ED)

(BU% 3)

IMCCLIN200100UVO1[@ITSVersion="XML_1.0j@xsk:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd/PORR_ING49016UV[rl/controlActProcess[@classCode="CACT][@moo
dCode="EVN'Vsubject{@typeCode="SUBJT[1}/investigationEvent{@classCode=INVSTG[@moodCo
de="EVN/component[@typeCode="COMP"|fadverseEventAssessmeni][1VadverseEventAssessment
[@classCode="INVSTG[@moodCode="EVNT/subjectt[@typeCode="SBJ[1)!primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ[organizer/code[@code="3[@codeSystem="2.16.840.1
.113863.3.989.2.1.1.201][1)organizer{@classCode="CATEGORY'|[@moodCode="EVN')/componenif
@typeCode="COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163"]][f/observation[@
classCode="0BS|[@moodCode="EVN/cadeforiginal Texttext()

e F.r.2.2a

BEAD MedDRA /31— 3

-~

-

4AN

Concept Descriptor
(co)

)

codeSystemVersion=

Character String (ST}

/MCCI_IN200100UVO1{@ITSVersion="XML_1.0Ti@xsi:schemalocation="um:hI7-org:v3
MCCI_IN200100UV01 . xsd [/PORR_IN049018UV[r)/controlActProcess|@class Code="CACT|[@moo
dCode="EVN']/subject{@typeCode="SUBJ][1]/investigationEventj@classCode="INVSTGT[@moodCo
de="EVN'/component{@typeCode="COMP'|[adverseEventAssessment]{1]}/adverseEventAssessment
[@classCode="INVSTG'[{@moodCode="EVN')subject1[@typeCade="SBJ'|[1)/primaryRole[@classC
ode="INVSBJ}subjeciOf2[@typeCode="SB.J"J[organizer/codef@code="3"[@codeSystem="2.16.840.1
.113883,3.989.2,1.1,20T{1//organizerj@classCode="CATEGORY'J[@moodCode="EVNT/compenent]
@typeCode="COMP'J[observation/code[@codeSystem="2.16.840.1.113883.6.1637][r)/observation[@
classCode="0BS[@moodCode="EVN/code/@codeSystemVersion

e F.r.2.2b

#EZ (MedDRA o— F)

&N

Concept Descriptor
(D)

code=Character
String (ST)

IMCCI_IN200100UV01[@!TSVersion="AML._1.07(@xsi:schemal.ocation="urn.hi7-org:va
MCCI_IN200100UV01.xsd [/PORR_INO49018UVfr)/controlActProcess[@classCode="CACT{[@moo
dCode="EVNT/subject{@typeCode="SUBJ[1}investigationEventf@classCode=INVSTG T@moodCo
de='EVN/component[@typeCode='COMP'T[adverseEventAssessment][1//adverseEventAssessment
[@classCode="INVSTG'{@moodCode="EVNT/subjecti[@typeCode="SBJ'1/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ'|[organizer/codef@code="3"l[@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20'][1 [forganizer[@classCode="CATEGORY'[@moodCode="EVN'lcomponent]
@typeCode="COMP'|[observaticn/code[@codeSystem="2.16.840.1.113883.6. 163 |[rfobservation[@
classCode="0BS"[@mocodCode="EVN'/code/@code

REER

e F.r3.1

BERE (3—F)

1N

Coded With
Equivalents (CE)

code=Character
String (ST)

MCCI_IN200100UVD1[@ITSVersion="XML_1.0'[[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd VPORR_IN048016UV{r)/controlActProcess[@classCode='CACT|[@moo
dCode="EVN)/subject[@typeCode="SUB.J[1})investigationEvent[@classCode=INVSTG[@moodCo
de="EVN/component|@typeCode="COMP[adverseEventAssessment][1]/adverseEventAssessment
[@classCode='INVSTG'|[@moodCode="EVN’)/subject![@typeCode="SB.J"|[1)/primaryRole[@classC
0de="INVSBJVsubjectOfr2[@typeCode="SBJ|[organizer/code[@code="3'[@codeSystem="2.16,840.1
.113883.3.989.2.1.1.207)[1)organizer{@classCode="CATEGORY')|[@moodCode="EVN'Ycomponent]
@typeCode="COMP"|[observation/code[@codeSystem="'2.16.840.1.113883.6.163"]|{[fJobservation[@
classCode="0OBS'[@moodCode="EVNT/interpretationCode[@codeSystem='2.16.840.1.113883.3.98
9.2.1.1.121J@code :

BERR (3—F) 28T 5
ICH a—FUR FDsHi—
g

IMCCI_IN2001 00UV [@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsdPPORR_IN0490 16UVr)/controlActProcess[@classCode="CACT|[@moo
dCode="EVN)/subject[@typeCode="SUB.J][1)finvestigationEveni@classCode=INVSTG[@moodCo
de="EVN'Ycomponent[@typeCode="COMP]{adverseEventAssessment][1])/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVNT/subject1 [@typeCode="SBJ[1}/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="5B./organizericode[@code="3[@codeSystem="2.15.840.1
.113883.3.989.2.1.1.207[1}organizer[@classCode="CATEGORY|[@moodCode="EVN]/component]
@typeCode="COMP'][observation/code[@codeSystem="'2.16.840.1.113883.6.163 | [r}/observation[@
classCode="0BST[@moodCode="EVNYiinterpretationCode[@codeSystem="2,16.840.1.113883.3.98
9.2.1.1.12[1)/@codeSystemVersion ' .
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BRARBE (B

50AN

Interval of Physical
Quantity (IVL<PQ>)

1.EQ

center/value/unit=Phy
sical Quantity (PQ)

(3% 3)

MCCI_IN200100UVO1 [@ITSVersion="XML_1.0'[@xsi:schemaLocation="umn;hI7-org:v3
MCCI_IN200100UVO1.xsd VPORR_IN049016UV[r)/controlActProcess{@classCode="CACTl@moo
dCode="EVN']/subject[@typeCode="SUBJ][1}investigationEvent[@classCode="INVSTG|[@moodCo
de="EVN'/componeni[@typeCode="COMP'|[adverseEventAssessment]{1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN')subject1[@typeCode="SBJ|[t FprimaryRole[@classC
ode="INVSB.l'/subjectOf2[@typeCode="SB Fi[organizer/code[@code="3"[@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20][1Yorganizerj@classCode="CATEGORY'|[@moodCode='"EVN'}/component|
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163][r}fobservation[@
classCode="0OBS'[@moodCode="EVN/value[@xsi:type="WL_PQ[1Vcenter/@unit

2.GT

lowfvalusiunit=Coded
Simple Value {CS})

MCCI_IN200100UVDI[@ITSVersion="XML_1.07[@xsi:schemalocation='urn:hl7-org:v3
MCCI_IN200100UV01.xsd PORR_IND48016UVr)/controlActProcess[@classCode="CACT][@moo
dCode='EVN'/subject[@typeCode="SUBJ[1})investigationEvent[@classCode=NVSTG|[@moodCo
de="EVN')/component{@typeCode="COMP'|[adverseEventAssessmeni][1)/adverseEventAssessment
[@classCode="INVSTG | [@moodCode="EVNsubject1 [@typeCode="SBJ|[1primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode="SBJ][crganizer/codel@code="3"[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1)/organizerj@classCode="CATEGORY @macdCode="EVN}component]
@typeCode="COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163']Jr/observation[@
classCode="0BS[@moodCode="EVNTivalue[@xsi:type="WL_PQfhigh/@nullFlavor="PINF'][1]/low{
@inclusive="alse')/@unit ’

3.GE

lowfvaluefunit=Coded
Simple Value (CS)

MMCCI_INZoo1 00UVO1 [@ITSVersion='XML_1.0"|[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN208100UV01. xsd WPORR_IN048018UV[r)/controlActProcess[@classCode="CACT][@moo
dCode='EVN)/subject[@typeCode="SURJ[1}AnvestigationEvent[@classCode="INVSTGT[@moodCo
de="EVNT/component{@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN}subject1[@typeCode="SBJ'I[1}primaryRole]@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ][organizer/code]@code="3"[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207)[1)organizer@classCode="CATEGORY'J{@mocdCode="EVNY/component]
@typeCade="COMP’|[observation/code[@codeSystem="2.16.840.1.113883.6.163"|[r//observation[@
classCode="0BS|[@mood Code='EVN]fvalue[@xsi:type="IVL_PQ'[high/@nullFlavor="PINFT[1])/low]
@inclusive="true'Y@unit

41T

_highvaluefunit=Code

d Simple Valye (CS)

MCCI_IN200100UVO1[@ITSVersion="XML_ 1.0'[@xsi:schemaLocation="umn:hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN048018UV[r//controlActProcess[@classCode="CACTl[@moo
dCode="EVN/subject[@typeCode="SUBJ|[1)investigationEvent@ciassCode="INVSTG'[@mocdCo
de="EVNY/compenent{@typeCode="COMP'][adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN)/subjecti[@typeCade="SBJ'|[1}/primaryRele[@classC
ode="INVSBJ)subjectOf2[@typeCode='SBJ][organizer/code[@code="3[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207|[1Vorganizerf{@classCode='"CATEGORY'|[@moodCode="EVN/component]
@typeCode="COMP'|{observation/code[@codeSystem='2.16.840.1.113883.6.163"][r)/observation[@
classCode='0BS)[(@moodCode="EVNlivalue[@xsi:type="IVL_PQ'low/@nullFlavor="NINF{1)/high{
@inclusive="falsaJ@unit
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3 F.i6

wE

Encapsulated Data

2000AN (ED)

(BER3)

IMCCI_IN200100UV01[@ITSVersion="XML_1.0"|[@xsi:schemal.ocation="umn;:hi7-org:v3
MCCI_IN200100UV01.xsdVPORR_IN049016UV[i/controlActProcess[@dlassCode="CACT][@moao
dCode="EVN/subject{@typeCode="SUBJ[1)investigationEvent[@classCode="INVSTG'[@moodCo
de="EVNT/componant{@typeCode='"COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVNT/subject1[@typeCode="SB.J'|[1}¥primaryRole[@classC
ode="INVSBJVsubjectOf2[@typeCode="SBJ][crganizer/code[@code="3"][@codeSystem="2,16,840.1
.113883.3.989.2.1.1.207][1¥arganizer| @classCode='CATEGORY'|[@moodCode="EVN')/component]
@typeCode="COMP"|jobservation/code[@codeSystem='2.16,840.1.113883.6.163"][r)/observation[@
classCode="0BS][@moodCode="EVNY/outboundRelaticnship2j@typeCode="PERT {[observation/co
del@code="10][@codeSystem="2.16.840.1.113883.3.989.2_1.1.19)/cbservation[@classCode="0OBS
Ti@moodCode="EVN]/value[@xsi:type="ED[1]text(}

e F.r.7

T OROINE

T—nH Boolean (BL)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0']{@xsi:schemaLlocation='urn:hl7-org:v3
MCCIL_IN200100UV01.xsd'/PORR_IN049016UV[r¥controfActProcess[@classCode="CACT][@moo
dCode="EVN')/subject[@typeCode="SUBJ][1]/investigationEventj@classCode="INVSTG][(@moodCo
de="EVNTcomponent{@typeCode="COMP][adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN/subject1[@typeCode='SBJ|[1¥primaryRole(@classC
ode="INVSBJYsubjectOf2[@typeCode="SBJ][organizericode[@code="3[@codeSystem='2,16.840.1
.113883.3.989.2.1.1.20][1}/organizer{ @classCode="CATEGORY'[@mood Code='"EVN'/component]
@typeCode="COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r)/observation[@
classCode='"0BS[@moodCode="EVNTloutboundRelationship2[@typeCode="REFR’][observation/co
de[@code="25"@codeSysiem='2.16.840.1.113883.3.988.2.1.1.19Tfobservation[@classCode="OBS
H@moodCode="EVN'Yvaluel@xsi:type='BL][1){@value

EXLER (BECHELAY
EP)

IMCCIIN200100UNO1[@ITSVersion="XML_1.0'[[@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd'[/PORR_IN048016UV[rl/controlActProcess[@classCode="CACT][@moo
dCode="EVNsubject|@typeCode="SUBJ][1]finvestigationEvent{@classCode="INVSTG][@mocdCo
de='"EVN'J/component[@typeCode="COMPJ[adverseEventAssessment][1}fadverseEventAssessment
[@classCode="INVSTG'[[@moodCode="EVN'/subject1[@typeCode='SBJ'|[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJTlcrganizer/code[@code="4'[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.201]{1)/organizer @classCode='CATEGORY'|[@moodCode="EVNT/componeni]
@typeCode="COMP'][substanceAdministration/id] '

EXRBSOMETT

Coded With
Equivalents (CE)

‘| eode=Character

String (ST)

MMCCIL_IN200100UVD1[@ITSVersion="XML_1.07[@xsi:schemal ocation="urn:hi7-org:v3

1 MCCI_IN200100UV01.xsd/PORR_ING49016 UV[r)/controlAciProcess[@classCode='"CACT][@moo

dCode="EVN'/subject[@typeCode='SUBJ[1]finvestigationEveni{@classCode=INVSTG][@moodCo
de="EVN'J/component{@typeCode="COMP"|[adverseEventAssessment]]1]/adverseEventAssessment
[@classCode='INVSTG[@moodCode="EVNTcomponent@typeCode="COMP')[causalityAssessme
nt/code[@code='20"|[@codeSystem=2.16.840.1.113863.3,889.2,1.1, 197)/causaliiyAssessment[@cla
55Code="0BS'|[@moodCode="EVN'|[subject2[@typeCode="SUBJ)/productUseReference[@classCo
de="SBADMT[@moodCode="EVN/id[@root="UUID of k-th
drugTvalue[@xsitype="CE'[@codeSystem="2.16.840.1,113883.3,989.2.1.1.13)/@code
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e Gk.2.1.2b

BFEERTF (PhPID)

M5 HA R
1 ER
i

Coded With
Equivalents (CE)

code=Character
Stri_ng (ST)

(BI%E3)

MMCCI1_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLlocation="urn:hi7-org:v3
MCC!_IN200100UVO1_xsd WPORR_IN049016UV[r)/controlActProcessf@classCode="CACT[@moo
dCode='EVN)/subject[@typeCode="SUBJY[1}AinvestigationEventi@classCode="INVS TG [@moodCo
de="EVNT/component[@typeCode="COMP'|[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVNsubject1[@typeCode="SBJ][1)primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode="'SBJ][organizer/code[@code="4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207)[1)organizer] @classCode="CATEGORY'l[@moodCode="EVN/componeni[
@typeCode="COMP")[substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
Tf@moodCode="EVN']/consumable[@typeCode="CSM[t}instance OfKind [@classCode="INST)/kind
OfProductj@classCode="MMAT Jj@determinerCode="KIND'J/code[@codeSystemn=TBD-PhPID/@c
ode :

e G.k.2.2

F-RiRERIILVRES
hi-ERRE :

250AN

Entity Name {EN}

name=Entity Nams
Part {ENXP)

" MCC1_IN200100UV01M[@ITSVersion="XML_1.07[@xsi:schemaLocation="urn:hi7-org:v3

MCCI_EN200100UV01.xsd JVPORR_IN049016UV[r)/controlActProcess[@classCode="CACT][@moo
dCode="EVN'/subject[@typeCode="SUBJ"|[1}investigationEvent[@classCode=INVSTG'[@moodCo
de="EVN'//component[@typeCode='COMP'][adverseEventAssessment][1lfadverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN]subjecti[@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ][organizer/code[@code="4"|[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1)organizer{@classCode="CATEGORY'|[@moocdCode="EVN}/component]
@typeCode="COMP"[substanceAdministration/id](k]/substanceAdministration[@classCode="SBADM
[@mocdCode="EVN'l/consumable[@typeCode="CSM{1}/instanceOfKind{@classCode="INST")/kind
OfProductj@classCode="MMAT'][{@determinerCode="KIND')//name[1}/text()

h G.k.2.3.r

RS/ HERS DRAT &
=R (BECHELCERYET)

’RYEL

/MCCI_IN200100UVD1 [@ITSVersion="XML_1.07[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01_xsd/PORR_IN049016UV[r]/controlActProcess[@classCode="CACT][@moo
dCode="EVN]/subject[@typeCode="SUBJ][1]investigationEvent[@classCode=INVS TG [@moodCo
de="EVN'/component@typeCode='COMP][adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN)subject1[@typeCode="SBJ [ 1VprimaryRole[@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'][@mocdCode="EVN}/component]
@typeCode="COMP"|[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
[@moodCode="EVN]/consumable{@typeCode="CSM][1]/instanceOfKind[@classCode="INST")/kind
OfProduct{@classCode="MMAT'|[@determinerCede="KIND')ingredient[@classCode="ACTI]

e . G.k2.3.r1

'

BasHERS R

250AN

Trivial Name (TN}

name=Entity Name
Part (ENXP)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[[@xsi:schemalocation="urn:hi7-crg:v3
MCCI_IN200100UV01.xsd PORR _IND4901 68UV rl/controlActProcess[@classCode="CACT)[@moo
dCode="EVN'/subject{@typeCode="SUB.J"|[1)/investigationEvent[@classCode=INVSTG'[@moodCo
de="EVN/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN')/subject1{@typeCode="SBJ'|[1)iprimaryRole[@classC
ode="INVSBJ)subjectOf2[@typeCode="SBJ][organizericode]@code="4][@codeSystern="2.16.840.1
.113883,3.989.2.1.1,20T[1Vorganizer{@class Code="CATEGORY'][@moodCode="EVNJcompanent]
@typeCode="COMP"|[substanceAdministration/id][k]/substanceAdministration [(@classCode="SBADM
[@moodCode="EVN]/consumable[@typeCode="CSM][t}instance OfKind[@classCode="INST)/kind
OfProduct@classCode="MMAT|[@determinerCode="KIND'|ingredient[@classCode="ACT![t}ingre
dientSubstance{@classCode='MMAT)[@determinerCode="KIND)/name[1])/text()
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e Gk24

EXREAFLEEO#R

Postal Address {AD)

country=Address Part
(ADXP)

(3% 3)

IMCCI_INZ200100UVO1[@ITSVersion="XML_1.0"[[@xsi:schemaLocation="um:hI7-org:v3
MCCI_IN260100UV01.xsd'PORR_ING49016UV[icontrolActProcess[@classCode="CACT][@moo
dCode="EVN'|/subject{@typeCode='SUBJ|[1)finvestigationEventj@classCode="INVSTG[j@moodCo
de="EVNVcomponent[@typeCode="COMPJladverseEventAssessment]|[1]/adverseEventAssessment
[@classCode="INV3TG'[@moodCode='EVN’)/subject1f@typeCode="SBJ'|[1}/primaryRole[@classC
ode="INVSBJ YsubjectOf2[@typeCode='SBJlorganizericode[@code="4[@codeSystem="2.16.840.1
.113883,3,988.2,1.1.20")[1Vorganizer@classCode='CATEGORY'|[@moodCode='EVNcomponeni]
@typeCode='COMP{substanceAdministration/fidj[k)substanceAdministration[@classCode="SBADM
[@moodCode="EVN/consumable[@typeCode="CSM][1})/instancaOfKind [@classCode="INST'|/subj
ectOf[@typeCode="SBJT[1)productEvent[@classCode=AC T [@moodCode="EVN[code[@code="1'
Ji@codeSysiem="'2.16.840.1.113883,3.989.2.1.1.18)/performer{@typeCode="PRF)fassignedEntity[
@classCode="ASSIGNED)/representedOrganization[@classCode="ORG[@determinerCode="INST
ANCE/addrfcountry[1]/text()

e Gk25

ABRROEEKR

TF= 3

Boolean (BL)

IMCCI_IN200100UVD1[@ITSVersion="XML_1.0'][@xsi:schemal.ocation="um:hl7-org.v3
MCCI_IN200100UV01 xsd'/PORR_IN049016UV[r}controlactProcess[@classCode='"CACT[@moo
dCode="EVN/subjeci{@typeCode='SUBJF][ JinvestigationEventj@classCode=INVSTGT[@moodCo
de="EVN'Vcomponent{@typeCode='"COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVNIfsubject1[@typeCode='SBJ'|[1)/primaryRole[@classC
ode="INVSB.J/subjectOf2[@typeCode="SBJ[crganizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1Jforganizer@classCode="CATEGORY'|[@moodCode="EVN'/componenti[
@typeCode="COMP'|[substanceAdministrationfid][k}/substanceAdministration[@ciassCode="SBADM
T@moodCode='EVN]foutboundRelationship2[@typeCode='"PER T [chservation/code[@code="6"][@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19"][1]/observation[@classCode="OBS[@moodCode
='EVN'IValue[@xsi:type='BL][1)/@value

EXRRORBON[FERY
B REES

e Gk.3.1

REPHES

35AN

Instance Identifier

(n

extension=Character
String (ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN049016UVr/controlActProcess[@classCode="CACT][@moo
dCode="EVN'|/subject[@typeCode="SUBJT[1]/investigationEventj@classCode='INVSTG][@moodCo
de="EVNY/componenti@typeCode='"COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN/subject1[@typeCode="SBJ'][1}/primaryRole(@classC
ode="[NVSBJsubjectOf2[@typeCode="SBJ[organizer/code[@code="4[@codeSystem="2.16.840.1
.113883,3.989,2.1.1,207][1)organizer[@classCode="CATEGORY'[@moodCode='"EVN')/component]
@typeCode='"COMP'][substanceAdministration/id][klfsubstanceAdministration[@classCode="SBADM
li@moodCode="EVN/consumable[@typeCode="CSM[1Vinstance OfKind[@classCode="INST/kind

| OfProduct[@classCode="MMAT[@determinerCode="KINDYasManufacturedProduct[@classCode='

MANU/subjectOf[@typeCode="SBJ'|[1Vapproval[@classCode="CNTRCT][@moodCode="EVN')/id]
@root="2.16.840.1.113883.3.989.2.1.3.4'//@extension
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G.k4r3 OBLEHNE
HOWE :

Physical Quanfity
PQ)

value=Real Number
(REAL)

(BER3)

MMCCIi_IN200100UV01[@ITSVersion="XML_1.0'][@xsi:schemalocation="um:hl7-org:v3
MCCI_IN200100UV01 . xsd /PORR_IN049016UVIr)/controlActProcess[@classCode="CACT'[@moo
dCode="EVN')subject{@typeCode="SUBJ'|[1)/investigationEvent{@classCode="INVSTG{@moodCo
de="EVN'J/component{@typeCode="COMP'|{adverseEventAssessment][1)fadverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN')/subject1 [@typeCode="SBJ'|(1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ[organizer/codef@code="4"|[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.201)[1)/organizer[@classCode="CATEGORY [[@moodCode="EVN'component|
@typeCode="COMP'|[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
T@moodCode="EVN')/outboundRelationship2{@typeCode="COMP"|[substanceAdministration][r]/sub
stanceAdministration[@classCode='"SBADM[@moodCode="EVN'/doseCheckQuantity[denominator
{@xsi:type=PQI[@nullFlavor="UNKT)/numerator[@xsi:type="PQ@value .

e Gk4.rib

R5R ()

50AN

Physical Quantity
FQ)

unit=Coded Simple
Value {CS) -

MCCTLIN200 100UV [@ITSVersion="XML_1.0T@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd VPORR_IN049016UV{r)/controlActProcessf@classCode="CACT][@moo
dCode="EVN')/subject[@typeCode="SUB.J[1)nvestigationEvent[@classCode=NVSTG'|[@moodCo
de="EVN’J/component{@typeCode="COMP"[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'}/subject1[@typeCode="SBJ[1}/primaryRole[@classC
ode="INVSBJVsubjectOfR[@typeCode="SBJ][organizer/code[@code="4"|[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207M[1Yorganizer[@classCode="CATEGORY'|[@moodCode="EVNYcomponent|
@typeCode="COMP[substanceAdministration/id]fk])/substanceAdministration{@classCode="SBADM
[@moodCode="EVN')/outboundRelationship2{@typeCode="COMP'|jsubstanceAdministration][rl/sub
stanceAdministration[@classCode="SBADM@moodCode="EVN']|/doseQuantity/@unit

Gk4.r3 QRS
HOWE :

Physical Quantity
(PQ)

unit=Coded Simple
Value (CS)

MMCCI_IN200100UVO[@ITSVersion="XML_1.0')[@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd [/PORR_IN0430 16 UV[t)/controlActProcess[@classCode='CACT][@moc
dCode="EVN/subject[@typeCode="SUBJ|[1}investigationEvent[@classCode="INVSTG][@moodCo
de='EVN/componeni{@typeCode="COMP[adverseEventAssessment][1])fadverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN)subject1 [@typeCode="SBJ|[t}/primaryRole[@classC
ode='|NVSBJY/subjectOf2[@typeCode="SBF][organizer/code[@code="4|[{@codeSystem="2.16,840.1
.113883.3.989.2.1.1.20|[1Forganizer{@classCode="CATEGORY'"|[@moodCode="EVNYcomponent|
@typeCode="COMP[substanceAdministration/id](k)/substanceAdministration]@classCode="SBADM
l[@moodCode="EVN/outboundRelationship2{@typeCode="COMP'[[substanceAdministration]frl/sub
stanceAdministration[@classCode="SBADM][@mcodCode="EVN']/doseCheckQuantity[denominator
[@xsitype="PQ]@nuiiFlavor="UNK}/numerator[@xsi:type="PQ’[/@unit
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1 3ETOT—4EE

® 1 DOEDHH %

(BEE3)

T FmEhAIBE IMCCI_IN200100UVO1 [@ITSVersion="XML_1.0][@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd VPORR_IND49016UV]r)/controlActProcess{@classCode="CACT][@mooc
dCode="EVN)/subject[@typeCode="SUBJ[1}/invesligationEvent[@classCode=INVSTGE[@moodCo

1) Gk4r2, de="EVN'/component[@typeCode='COMP[adverseEventAssessment][1adverseEventAssessment
G.k4.r3 eriod/valus=Real [@classCode="INVSTG"[@moodCode="EVNYsubject [@typeCode="SBJ'|[1}/primaryRale[@classC
e 2)Gk4rd I?Jumb er (REAL) ode="INVSBJ')/subjectOf2[@typeCode="SBJ][organizer/code{@code="4"[@codeSystem="2.16.840.1
3)GkArs A .113883.3.989.2.1.1.20")[1)/organizer|@classCode="CATEGORY |[@moodCode="EVNJcomponeant]
@typeCode="COMP[substanceAdministration/id]jk]/substanceAdministration[@classCode="SBADM
4) G.k.4.r.6a. N@meedCode="EVN'l/outboundRelationship2{@typeCode='COMPI[substanceAdministration][rl/sub
G.k.4.r.6b stanceAdministration[@classCode='SBADM|[@mcodCode=EVNleffective Time[@xsitype="PIVL_T
SVperiod/@value
Periodic Intarval of
Time (PIVL_TS}
1.UFOTF—420E
@2 ODERRTE
hdme
1) G.k4r.2,
Gk4rs MCGI_INZ00 100UV 1[@ITSVersion="XML_1.0'|[@xsi:schemalocation="um:hi7-org:v3
2) Gk4rd MCCI_IN200100UV01 xsdYPORR_IN049016UV[rifcontrolActProcess[@classCode="CACT][@moo
3) Gk4rs dCode="EVNsubject[@fypeCode="SUBJY[1)/investigationEvent[@classCode="INVSTG'}[@moodCo
4) Gk4ra de="EVN/componeni[@typeCede="COMPJ[adverseEventassessment][1)fadverseEventAssessment
G k4r6b ) periad/unit=Coded [@classCode="INVSTG[@moodCode="EVN')isubject[@typeCode="SBJ1{1/primaryRole[@classC
e Gk4.r.3 BEMBEOEE 50AN B ode="INVSB.J)/subjectOf2[@typeCode="SBJ[organizer/code[@code='4"l[@codeSystem="'2.16.840.1

F—42 R SXPR 2
3B comp KB

Parenthetic Set
Expression of Time
(SXPR_TS) )
[Periodic Interval  of
Time (PIVL_TS)]

Simple Value {(CS)

.113883.3.989.2.1.1.207)[1]/organizer[@classCode="CATEGORY'][@muoodCode="EVNT/companent]
@typeCode="COMP][substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
N@moodCode="EVN'JfoutboundRelationship2[@typeCode="COMP"|[substanceAdministration][r}/sub
stanceAdministration{@classCode="SBADM|[@moodCode="EVN')effectiveTime[@xsi:type="SXPR_
TSfcompl[@xsitype="PIVL_TS)/period/@unit
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1) G.k4.r.2,
GkA4rs MMCCL_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemaLocation="urm:hi7-org:v3
2) G.k4.r.4 MCCI_IN200100UV01.xsd/PORR_IN049018UV[r)/controlActProcess[@classCode='CACT[@moo *
3) G.k4.1.5 dCode='EVN']/subject[@typeCode="SUBJ[1}/investigationEvent[@classCode=INVSTG[[@moodCo
4)GK4r6a de='"EVNT/component@typeCode="COMP"[adverseEventAssessment][1)/adverseEvertAssessment
G k 4 'éb M tow=Interval {@classCode=INVSTG[@moodCode=EVNTisubject! [@typeCode="SBJ'[1)/primaryRole[@ciassC
e Ghk4rd EXZOREMEE B {4755 3 KAE Boundary (IVXB) i ode='|NVSBJ}/subjeciOf2[@typeCode="SBJ][organizer/code[@code="4'[@codeSystem="2.16.840.1
ry .113883.3,989.2, 1,1.207)[1]forganizer[@classCode="CATEGORY'|[[@mocd Code="EVN'Ycomponent]
F—A K SXPR @ypeCode="COMP'][substanceAdministrationfid][k])/substanceAdministration]@classCode="SBADM
5 BAD comp HE "l[(@moodCode="EVN"foutboundRelationship2[@typeCode="COMP"[substanceAdministration][r//sub
stanceAdministration]@classCode='SBADM[@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TSVcompl@xsi:type="IVL_TSVow/@value
Parenthetic Set
Expression of Time
(SXPR_TS}
[Intervale of Point in
Time {IVL_TS)]
IMCCI_IN200100UVO1[@iITSVersion="XML_1.0][@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01 . xsd /PORR_IN0480168UVfr)/controlActProcess[@classCode="CACT|[@moo
dCode="EVN')/subjecti@typeCode="SUBJ|[1}investigationEvent{@classCode="INVSTGj@moodCo
de='"EVN/component{@typeCode="COMP'|[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="NVSTG[[@moadCode="EVN)/subjecti [(@typeCode="SBF][1)/primaryRolef@classC -
e NullFlavor | ode='INVSBJV/subjectOfZ[@typeCode="SBJ[organizer/code[@code="4'l[@codeSystern="2.16.840.1

.113883,3.9689.2,1,1,20T)[1)/organizerj@classCode='CATEGORY'|[@moocdCade="EVN/component]
@typeCode="COMP"][substanceAdministration/idj[k])/substanceAdministration[@classCode="SBADM
Ti@moodCode="EVN'outboundRelaticnship2{@typeCode="COMP"][substanceAdministration][///sub
stanceAdministration{@classCode="SBADM][@moodCode="EVNeffectiveTime[@xsi:type="SXPR_
TS comp[@xsi:type="IVL_TSWow/@nullFlavor
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(37 3)

JTOT—4HE - 7
0_3 1 2OWOHH R IMCCI_IN200100UVD1[@ITSVersion="XML_1.0'[[@xsi:schemalocalion="urn:hl7-org:v3
TEhIHE MCCI_IN200100UV01 xsd VPORR_IN049016UVi]/controlActProcess[@classCode="CACT][@moo
1) Gk4r2, dCode="EVNY/subject{@typeCode="SUBJ'|[1}investigationEvent[@classCode='INVSTG[@moodCao
Gkdr3 . de='EVN'/component{@typeCode="COMP|[adverseEventAssessment][1)/adverseEverntAssessment
2) Gk 414 Iow=Interval [@classCode="INVSTG][@moodCode="EVNTsubject1[@typeCode="SBJ[t}primaryRole[@classC
e N Boundary (IVXE) E ode="INVSBJ}/subjectOf2[@typeCode="SBJ[organizer/code|@code="4'|[{@codeSystem="2.16,840, 1
3) G.k4.r.5 Y .113863.3.989.2.1.1.207)[1}forganizer[@classCode='CATEGORY'|[@moodCode="EVNJcomponent|
4) G.k4.r.6a, @typeCode="COMP[substanceAdministration/id][k)/substanceAdministration{@classCode="SBADM
G.k4.r.6b 'l[@moocdCode="EVNfoutboundRelationship2{@typeCode="COMP"|[substanceAdministration]fr)/sub
stanceAdministration[@classCode='"SBADM]j@moodCode='"EVN'leffective Time[@xsi:type="IVL_TS
L ‘[Mow/@value
Interval of Point in
Time (IVL_TS)
MACCL IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hl7-org:v3
"MCCI_INZ00100UV01.xsd YPORR_IN049016UV]rl/controlActProcess[@classCode="CACT][@moo
dCode="EVN')fsubject{@typeCode="SUBJ[1}investigationEvent[@classCode="INVSTG][@moodCo
B de="EVNT/componenti@typeCode="COMP'|[adverseEventAssessment]{1]/adverseEventAssessment
[@classCode="INVSTG | [@moodCode="EVN)/subject1{@typeCode="SBJ][1}/primaryRole[@classC
e NullFlavor | ode="INVSBJY/subjectOf2[@typeCode='SBJ][organizericode[@code="4'[@codeSystem='2.16.840.1
’ .113883,3,989.2.1.1.207][1Vorganizerf@classCode="CATEGORY"][@moodCode="EVN'Ycomponent|
@typeCode="COMP'][substanceAdministration/id][k)/substanceAdministration]@classCode="SBADM
T@moodCode="EVN'/outboundRelationship2{@typeCode="COMP"[substanceAdministration][r//sub
stanceAdministration[@classCode="SBADMi@moocdCode="EVN')/effectiveTime[@xsi.type="IVL._TS
Mowl/@nullFlavor
1B TFTOF—4HA
M2 IEBXDEN -
EREhDHBE
1) G.k4.r.2,
G.k4r3 .
2) G.kArA4 IMCCI_IN200100UVO1 [@ITSVersion="XML_1.07[@xsi:schernal.ocation="urn:hi7-org:v3
N MCCI_IN200100UV01 xsd YPORR_INO490 16UV(rl/controlActProcess[@classCade="CAC T [(@moo
3) Gkdrs dCode="EVNYisubject{@typeCode="SUBJ][1}investigationEventj@classCode=INVSTG|[@mocdCo
4) G.k4.r.6a, de="EVN/componeni@typeCode='COMP'|[adverseEventAssessment][1)/adverseEventAssessment
G.k.4.r6b hiah=lnterval [@classCode="INVSTG[[@moodCode="EVN'}/subject1 [@typeCode="SBJ[1}/primaryRole[@classC
e Gk.4.r5 EXmoREETE B {+.~B5M Bg dary (IVXB i ode="INVSBJ)/subjectOf2[@typeCode="SB.J][organizer/codej@code="4'|[@codeSystem="2.16.840.1
I Boundary (IVXE) .113883.3.989.2.1.1.20T|[)organizerj@classCode="CATEGOR Y'[@mocdCode="EVNYcomponent]
TSI SXPR 2 @typeCode="COMP[substanceAdministrationfid][kl/substanceAdministration[@classCode="SBADM
5H/H)D comp HE J[@moodCode="EVNY)/outboundRelationship2{@typeCode="COMPl[substanceAdministration]frliisub
stanceAdministration{@classCode="SBADM][@moodCode="EVN)effective Time[@xsi:type="SXPR_
Parenthetic Set TSYeomp[@xsitype="IVL_TSVhigh/@value
Expressicn of Time
(SXPR_TS)
[Intervale of Point in
Time (VL_TS))
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(BIEE3)

/MCCLINZ00100UVO1[@ITSVersion="XML_1.0'[@xsl:schemal.ocation="urm:hi7-org:v3

By (R
MCCI_IN200100UV01 . xsd/PORR_IN049016UVricontrolActProcess[@classCade="CACT][@moo
dCode="EVNT/subject{@typeCode="SUBJ|[1VinvestigationEvent{@classCode="INVSTG|[@moodCo
1) G.k4.r2, de='EVNT/component[@typeCode="COMP{adverseEventAssessment][1VadverseEventAssessment
Gk4r3 high=interval {@classCode="INVSTG[{@moodCode=EVN']/subjecti[@typeCode="SBJ[1)/primaryRole[@classC
2) G.k4.r4 Bgundary (VXB) {& ode="INVSBJ)/subjectOf2[@typeCode="SBJl[organizer/code[@code='"4"{[(@codeSystem='2.16.840.1
3) Gk4r5 .113883.3.989.2.1.1.207)[1)/organizer@classCode=CATEGORY'[[@mondCode='EVN Heomponent]
: @typeCode="COMP'|[substanceAdministrationfid][k)/substanceAdministration[@classCode="SBADM
4) G.k4r.fa, Ti@moodCode="EVN'lfoutboundRelationship2{@typeCode="COMP"|[substanceAdministration][r]/sub
G.k.4.r.8b stanceAdministration[@classCode='SBADM|[@moodCode="EVNJieffective Timef@xsi:type="ViL_TS
Thigh/@value
Interval of Point in
Time GVL_TS)
/MCCI_INZO0100UVD[@ITSVersion=XML_1.0)[@xsi:schemal.ocation='um:hi7-org:v3
MCCI_IN200100UV01.xsd VPORR_IND4S0 16UVr)/controlActProcess[@classCode="CACT[@moo
dCode="EVN/subject[@typeCode="SUBJ[1)/investigationEvent{@classCode=INVSTG[@moodCo
de="EVN/camponent{@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode=INVSTG][@moodCode="EVN)/subject1[@typeCode="SBJ[1]/primaryRole[@classC
NullFlavor | ode="INVSBJ'|/subjectOf2{@typeCode="SBJ][organizer/code[@code="4'[@codeSystem="2.16.840.1
. 113883.3.989.2.1.1.20|[1Vorganizer[@classCode="CATEGORY'][@moodCode="EVN'Ycomponent|
@typeCode="COMP][substanceAdministration/id](k)/substanceAdministration[@classCode="SBADM
[@mocdCode="EVN'foutboundRelationship2{@typeCode="COMP"[substanceAdministration][r//sub
stanceAdministration[@classCode='SBADMj@moodCode="EVN']/effective Time[@xsi.type="IVL_TS
“Ihigh/@nullFlavor
1.UFOTF—42ME
M2 OFEADEN
EREhDBRE
1) G.k4.r.2,
Gk4r3
2) Gkdra MCCI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hl7-org:v3
T MCCI_IN200100UVD1.xsdYPORR_IND49016UV[r)/controlActProcess[@classCode="CACT]{@moo
3) Gkars dCode=EVNsubject{@typeCode="SUBJ][1JinvestigationEventi@classCode="INVSTG[@moodCo
4) G.k4.r.6a, de="EVNT/component[@typeCode='"COMP'|[adverseEventAssessment][1)fadverseEventAssessment
G.k.4.r.6b idtiivalue=Real [@classCode='INVSTG' [@moodCode="EVN')subject1[@typeCode="SBJj[1)/primaryRole[@classC
G.k.4.r.6a EXLESHN (80 5N vl:lumber (REAL) - ode="INVSB.J')/subjectOf2[@typeCode="SBJ][organizer/code[@code="4'{@codeSystem="2 16.840.1

F—4 % SXPR %
5 8400 comp IKH

Parenthetic Set
Expression of Time
{SXPR_TS)
[Intervate of Paint in
Time (IWL_TS)]

.113883.3.989.2.1.1.207|[1)/organizer{@classCode="CATEGORY'|[@moodCode="EVN'}fcomponent]
@typeCode="COMP’]|[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
@mosdCode='"EVN'foutboundRelationship2[@typeCode="COMP'][substanceAdministration][r}/sub
stanceAdministration[@classCode="SBADM'l|@moodCode="EVN)/effectiveTime[@xsi:type="SXPR_
TS)comp[@xsitype="IVL_TSTwidthi@value
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e G.k.4.r.86b

EXRFSMAM (B

50AN

1UTOT~4HWE
@ 2 >EBA LA
RKTREhaHE:

1) G.k4r2,
Gk4i3

2) Gk4.rd
3) G.kALS5

4) G.k4.r.6a,
G.k.4.1.6b

F—4a3 SXPR %%
S#/HO comp AE

Parenthetlic St
Expression of Time
(SXPR_TS)
[Intervale of Point in
Time (ML_TSH

width/unit=Coded
Simple Value (CS)

(B 3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'}[@xsi:schemaL.ocation="umm:hi7-org:v3
MCCI_IN200100UVO1 xsd /PORR_IN0420168UV[t)/controlActProcess[@classCode="CACT [[@moo
dCode="EVN'Ysubject[@typeCode="SUBJ[1}investigationEvent{@ctassCode="INVSTG'[@maodCo
de="EVN'J{componeni]@typeCode='COMP'j[adverseEventAssessment][1/adverseEventAssessment |
[@classCode="INVSTG'[@moodCode="EVN/subject1[@typeCode="SBJ[1}¥primaryRole[@classC
ode="INV5BJ'//subjectOf2[@typeCode="SBJ)[organizer/code{@code~="4|[@codeSystem="2.16.840.1

.113883,3,989.2,1.1,207][1Vorganizer[@classCode="CATEGORY'][@mootdCode="EVN'Vcomponeni]
@typeCode="COMP'|[substanceAdministration/id][k)/substanceAdministration]@classCode="SBADM
‘|[@moedCode="EVNJfoutboundRelationship2{@typeCode="COMP"]|(substanceAdministration]jr}/sub
stanceAdministration[@classCode="SBADM][@moodCode="EVN')/effectiveTime[@xsi: type='SXPR
TSVcompl@xsttype="IWL_TSTwidth/@unit

2 FOF—42RE

D 2 DERHEA DA

FrTch RS :

1) Gk4r2,
Gk4r3s

2) Gk4r4

3) Gk4.L5

4) G.k4.r.8a,
G.k4.r.6b

F—4 8 SXPR %

5 2 &8 @ comp IR

B

Parenthetic Set

Expression of Time

(SXPR_TS)[Interval

e of Point in Time

{IVL_TS)]

MCCI_IN200100UVO{@ITSVersion=XML_1.0'[[@xsi:schemalLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049018UV[rlcontrolActProcess[@classCode='"CACT[@moo
dCode="EVN/subjeci{@typeCode="SUBJ][1}investigationEvenij@classCode='INVSTG[[@moodCeo
de="EVN)compenent{@typeCode='COMP[adverseEventAssessment][1)fadverseEventAssessment
[@classCode=INVSTE'|[@moodCode="EVN)/subject1[@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSB.)subjectOf2[@typeCode="SBJ[crganizer/code[@code="4][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20][1/organizer@classCode='CATEGORY'[@moadCode="EVN')/component]
@typeCode="COMP'|{substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
Ti@moodCode='EVNToutboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'|[[@moodCode="EVNJeffectiveTimef@xsi:type="SXPR_
TS compl@xsitype=TVL_TS][@cperatar="AJwidth/@unit
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NullFlavor

(B#3)

MCCL IN200100UVO1 [@ITSVersion="XML_1.0'[[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd WPORR_IN0490 16 UV[r)/controlActProcess[@classCode="CACT'|[@moo
dCode="EVN'//subject[@typeCode="SUBJ"|[1}investigationEvent[@classCode=INVSTG|[@moodCo
de="EVNT/component@typeCode='COMP'j[adverseEvantAssessment][1)/adverseEventassessment
[@tlassCode="INVSTG[@moodCode="EVNsubject [@lypeCode="SBJ[1¥primaryRole[@classC
ode="INVSBJ'//subjectOf2[@typeCade="SBJ[organizer/code@code="4'[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20°][1Yorganizerj@classCode="CATEGORY"|[{@moodCode="EVN'Jcomponent[
@typeCode='COMP[substanceAdministrationfid]{k)/substanceAdministration]@classCode="SBADM
Tf@mecodCode='EVN')/outboundRelationship2[@typeCode="COMP'|[substanceAdministration]{r}/sub
stanceAdministration[@classCode="SBADM[@moodCode=EVN Jfconsumable[@typeCode="CSM[
1]finstanceOKind[@classCode="INSTVkindOfProduct@classCode="MMAT|[@determinerCode="Kl
NDYformCode[@codeSystem=TBD-DoseFormoriginal Text/@nuliFlavor

e G.k.4.r.9.2a

EXEIRIFG ID A—Sa

Bt BE

b

MS HAF
SH4vE$
B’

Coded With
Equivalents {CE)

codeSystemVersion=
Character String (ST)

MCCI_IN2001 00UV [@ITSVersion="XML_1.0"[@xsi:schemalocation="umn:hl7-org:v3
MCCI_IN200100UV01. xsdYPORR_IN0480 16UV r)/controlActProcess[@ciassCode="CACT)[@mo0
dCode="EVN')//subject[@1ypeCode="SUBJ"|[1)/investigationEvent[@classCode="1NVSTG[@moodCo
de="EVNT/component{@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG'){@moodCode="EVN]/subject1[@typeCode='SBJ'|[1)/primaryRole[@classC
ode="INVSB.I')subjectOf2[@typeCode="SBJforganizer/code[@code="4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207)[1/organizer{@classCode="CATEGORY'][@mocdCode="EVN'{/component]
@typeCode="COMP'|[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
‘i@meodCede="EVN]/outboundRelationship2[@typeCode="COMP'JlsubstanceAdministration][r)/sub
stanceAdministration[@classCode="SBADMT@moodCode="EVN'fconsumable[@typeCode="CSM'[
1)instanceOfKind[@classCode="INST'JkindQiProduci{@classCode="MMAT][@determinerCode="KI
ND')formCode[@cedeSystem=TBD-DoseForm)/@codeSystemVersion

e Gk4.r.9.2b

EXIF/ED 10

M5 HA
S4EE

Coded With
Equivalents (CE)

code=Character
String (ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_-1.0"][@xsi:schemal.ocation='um:hl7-org:v3
MCCI_IN200100UV01.xsd' Y/PORR_IN048018UV[rlfcontrolActProcess[@classCode="CACT[@moo
dCode="EVN/subject[@typeCode="SUBJ][1)/investigationEventf@classCode="INVSTG[[@mocdCo
de="EVN/component[@typeCode="COMP"|[adverseEventAssessment][1)fadverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN')/subject1[@typeCode="SBJ')[1¥primaryRole[@classC
ode="INVSBJ]/subjectOf2[@typeCode="SBJ[organizer/code[@code="4"|[@codeSystem="2,16.840.1
.113883.3.989.2.1.1.207)[1Vorganizer|@classCode='"CATEGORY'|[@mocdCode="EVN/camponent]
@typeCode="COMP"|[substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
N@moodCode="EVN'|/outboundRelationship2[@typeCode="COMPJ[substanceAdministration][t]/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVN'/consumable[@typeCode="CSM'][
1)finstanceOfKind[@classCode="INST/kindOfProduct@classCode="MMAT I@determinerCode="Kl
ND'JformCode[@codeSystem=TBD-DoseForm}/@code

h | ekart0

il

e Gk4.r10.1

REEN (BBER)

E0AN

Coded With
Equivalents (CE})

originalText=Encapsu
lated Data (ED})

MCCI_IN200100UVO@ITSVersion="XML_1.0"[[@xsi:schemal ocation="urm:hi7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN049016UV[r}/controlActProcess{@classCode="CACT][@moo
dCode="EVN'/subject{@typeCode="SUBF][1)investigationEvent[@classCode=INVSTG'|[@moodCo
de="EVN'|//component[@typeCode='COMP'|[adverseEventAssessment][1}/adverseEventAssessment
[@classCode='INVSTG'[@moodCode="EVN)/subject1[@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSB})isubjectOf2[@typeCode='SBJ[organizer/code[@code="4][@codeSystem="2,16.840.1
.113883.3.989.2.1.1.207][1)organizer{@classCode="CATEGORY'][@moodCode="EVN')fcomponent]
@typeCode='COMP'|{substanceAdministration/id][k/substanceAdministration[@classCode="SBADM
N@moadCode="EVNToutboundRelationship2[@typeCode='"COMP[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'|[@moodCode="EVN/routeCode[@codeSystem="2.16.
840.1.113883.3.989.2.1.1.14YoriginalTextitext(} .
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NullFlavor

(A% 3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'[/PORR_IN0480-16UV[r)controlActProcess|@classCode="CACT][@moo
dCode='"EVN')/subject[@typeCode="SUBJY[1]/investigationEvent[@classCode="INVSTG'|[@moocdCo
de="EVN'[/component{@typeCode='"COMP"|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG [@moodCode="EVN')/subjecti[@typeCode='SBJ'|[1)/primaryRolef@classC
ode="INVSBJ)/subjectOf2[@typeCode='SBJlforganizericode[@code="4[(@codeSystemn='2,16.840.1
.113883.3,989.2,1.1.207][1forganizer] @classCode='CATEGORY | [@moodCode=EVN]/component]
@typeCode="COMP'J[substanceAdministrationfid][kK)/substanceAdministration[@classCode="SBADM
l[@moodCode="EVNYoutboundRelationship2[@typeCode='"COMP"JfsubstanceAdministration](r)/sub
stanceAdministration[@classCode='SBADM{[@mocdCode="EVN}/inboundRelationship[@typeCode
='REFR[cbservation/code[@code="28"[@codeSystem="2.16.840.1.113883.3.989.2.1.1.197][1)/obse
rvation[@classCode="0BS5|[@moodCode="EVNivalus[@:xsi: type='CE'][@codeSystem '2.16.840.1.
113863.3.982.2.1.1. 14 [1VoriginalText/@null Flavar

e Gk4ril2a

BAOBEESEHD D /—

Caraflsg&s

Ms H4aF
S4 %S

Coded With
Equivalents (CE)

codeSystemVersion=
Character String (ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01 . xsd/PORR_ING480168UVr)/controlActProcess[@classCode='CACT[@moo
dCode="EVN'Vsubject[@typeCode="SUBJ][1}investigationEvent@classCode="INVSTG][(@moodCo
de="EVN'Vcomponent{@typeCode="COMP"|[adverseEventAssessment][1)fadverseEventAssessment
[@classCode="INVSTG[@moocdCode="EVN')/subject1[@typeCode="SBJ'I[1)/primaryRole[@classC
ode="INVSBF)/subjectOf2[@typeCode='SBJ[organizer/codef@code="4"l[@codeSystem="2.16.840.1
.113883,3.989.2.1.1.207][1]/organizer[@classCode="CATEGORY'Jf@moodCode="EVN'}/component]
@typeCode="COMP'][substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
l@moodCode="EVN'JoutboundRelationship2[@typeCode="COMP’|[substanceAdministration][rl/sub
stanceAdministration[@classCode='SBADM[@moodCode="EVN'}inboundRelationship[@typeCode
='REFR[cbservation/code[@code="28"[@codeSystem="2.16.840.1.113863.3.989.2.1.1.19][1Vobse
rvation]@classCode="0BS[@moodCode="EVN/value[@xsi: type 'CEN[@codeSystem="2.16.840.1.
113883.8.989.2.1.1.14[1]/@codeSystemVersion

e Gk4r11.2b

BVOBSERD ID

Coded With
Equivalents (CE)

code=Chara|;:ter
String (ST)

INMCCLIN200100UVD1[@ITSVersion="XML,_1 .D'][@XSI:scherrlaLocat|0n='Lgm:h17-org:v3
MCCI_IN200100UVD1.xsd/PORR_ING49016UV(r)/controlActProcess[@classCode='CACT[@meo
dCode="EVN'Vsubjeci{@typeCode="SUBJT{1}/investigationEvent[@classCode=1NVSTG][@moodCo
de="EVN'//component[@typeCode="COMP"|[adverseEventAssessment][1]/fadverseEventAssessment
[@classCode="INVSTG[@muoodCode="EVNYsubject! [@typeGode="SBJ'|[1}/primaryRole{@classC
ode="INVSBJ)/subjectOf2[@typeCode='SBJ][organizer/code[@code="4"l[@codeSystem="2.16.840.1
,113883,3,989,2.1.1.207][1}/forganizer[@classCode="CATEGORY'|[@moodCode="EVN]/component]
@typeCode="COMP'[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
‘l[@moodCode="EVN'VoutboundRelationship2[@typeCede="COMP’][substanceAdministration][ff/sub
stanceAdministration[@classCode='SBADM][@moodCade="EVNT/inboundRelaticnship[@typeCode
='REER'[cbservation/code[@code="28"][@codeSystem="2,16,840,1.113883.3.989.2.1.1.19])[1)obse
rvation[@classCode="0BS[@moodCode="EVNTvalue[@xsitype="CE[@codeSystem='2.16.840.1.
113883.3.989.2.1.1.14[1)/@code

e Gk5a

BER  AEERFERET

oRRBRSR ()

10N

Physical Quantity
(FQ)

value=Real Number
(REAL)

/MCCI_IN200100UVO1 [@ITSVersion="XML_1.07j@xsi:schemalocation="urn:hl7-org:v3
MCCI_iN200100UVD1.xsd"/PORR_IN049016UV[rlfcontrolActProcessi@classCode="CACT [[@moo
dCode="EVN'[/subject{@typeCode="SUBJ'][T]iinvestigationEvent{@classCode=INVS TG [@moodCo
de="EVN/component[@typeCode="COMP"[adverseEventAssessmenf][1}adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVNYsubject1{@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ[organizer/code]@code='4"{@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207)[)/organizer@classCode="CATEGORY'|[@moodCode="EVN')icomponent]
@typeCode='COMP'][substanceAdministration/id]{k]/substanceAdministration[@classCode="SBADM
Ji@moodCode='EVN'/foutboundRelationship2[@typeCode="SUMM][observation/code[@code="14][
@codeSystem="2_16.840.1.113883.3.989.2.1.1.19[1)/observation[@classCode="0BS'|[@moodCod
e='EVNvalue[@xsi:type="PQ'|[1}@value
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Coded With
Equivalents (CE)

originalText=Encapsu
lated Data (ED)

(B 3)

IMCCI_IN2061 00UV [@IT SVersion="XML_1.0")[@xsi:schemalocation="um:hi7-org:v3
MCCIL_IN200100UV01.xsd' /PORR_IN049016UV[rJcontrotActProcess[@classCode="CACT[@moo
dCode="EVN/subjecti@typeCode="SUBJ][1}investigationEvent[@classCode="INVSTG}[@moodCo
de="EVNTsomponent{@fypeCode="COMP"[adverseEventAssessmeni]{1]/fadverseEventAssessment
[@classCode="INVSTG[@moodCode="EVNYsubject! [@typeCode="SBJ'][1)/pdmaryRolel@classC
ode="INVSBJ)/subjectQf2[@typeCode="SB.J"[organizer/code[@code~"4|[@codeSysten="2.16.840.1
.113883.3.989.2.1.1.201)[1 Jorganizer{@classCode="CATEGORY'|[@moodCode="EVN)/compohent]
@typeCode="COMP"|[substanceAdministration/id]Tk)/substanceAdministration[@classCode="SBADM
Ti@moodCode="EVNinboundRelationship[@typeCode="RSONjobservation/code{@code="19[@c
odeSystem='2.16.840.1.113883.3.989.2.1.1.19[f)fobservation[@classCode="0BS|[@moodCode="
EVN][performer[@typeCode='"PRFfassignedEntity[@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 Texttext()

NullFlavor

MCCI_IN200100UVOM[@ITSVersion="XML_1.0f@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd/PORR_INCAS018UV[r]/controlActProcess{@classCode="CACT)[@moo
dCode=EVNVsubjectj@typeCode="SUBJ[tlinvestigationEvent{@classCode="INVSTG'|[@moodCo
de='"EVN'llcomponent[@typeCode="COMP"|[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVNVsubject1[@typeCode="SBJ]{1)/primaryRole[@classC
ode="INVSBJ)/subjectOfi2{@typeCode="SBJ[organizer/code[@code="4][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20T[1)forganizer[@classCode="CATEGORY[@moodCode="EVN')/component]
@typeCode="COMP'|[substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
[@moodCode='EVN'}inboundRelationship[@typeCode="RSCONT[observation/code[@code="19')[@c
odeSystern='2.16.840.1.113883.3.989.2.1.1.198"[[f/observation[@classCode="0BS[@moodCode='
EVN'[performer@typeCode='"PRF)/assignedEntity[@classCode="ASSIGNED/code[@code="3"|[@c
odeSystern='2.16.840.1.113883.3.988.2.1.1.21'l}[1)/value[@xsi:type='CE|[@codeSystem='2.16.840.
1.1 13883.6.163[1)/orginaiText/@nullFlavor

e G.k7.r.2a
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4AN

Coded With
Equivalents (CE)

codeSystemVersion=
Character String (8T)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urr:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r)fcontrolActProcess[@classCode="CACT|[@moo
dCode="EVN'//subjecti@typeCode="SUBJ[1}investigationEvenl{@classCode="INVSTG|[@moodCo
de="EVNlfcomponeni[@typeCode="COMP[adverseEventAssessmeant][1yadversaEventAssessment
[@classCode='INVSTG[@moadCode="EVNY/subject1[@typeCode="SBJ][1])/primaryRole[@classC "
ode="INVSBJ)/subjectOf2{@typeCode="SB.)'jorganizer/code[@code="4][@codeSystem="2.16.840.1
.1138683.3.989.2.1.1.20%][1 )/organizef{@classCode="CATEGORY'|[@moodCode="EVN/component]
@typeCode="COMP'|[substanceAdministration/id][k)/substanceAdministrationj@classCode="SBADM
@moodCode="EVN JlinboundRelationship[@typeCode="RSON'|[observation/code][@code="19"][@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.197|[r)/observation]@classCode="OBS j@moodCode="
EVNT[performer]@typeCode='"PRF/assignedEntityi@classCode="ASSIGNED}/code[@code="3T[@c
odeSystemn="2.16.840.1.113883.3.989.2.1.1.21T[1][/value{@xsi:type='CE[@codeSystem="2.16_840.
1.113883.6.163[1)/@codeSystemVersion ’
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Coded With
Equivalents (CE)

originaiText=Encapsu
lated Data (ED)

(B#E: 3)

IMCCL_IN200100UV01[@ITSVersion="XML_1.0' Ji@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd')/PORR_IND49016UV[r)/controlActProcess|@classCode='CACTi@moo
dCode=" EVN'V/subject{@typeCode="SUBJ|[1)investigationEventi@classCode=1NVSTG[@moodCo
de="EVNT/component[@typeCode="COMP JladverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG[@moeodCode="EVNYcomponent[@typeCode='COMP][causalityAssessme
nt/cade[@code="39")[@codeSystem="2.16.840.1.113883.3.989.2.1.1.19"|[r//causalityAssessment[@
classCode="0OBS'][@mcodCode="EVN'subject [@typeCode="SUBJ)/adverseElfectReference[@cla
s5Code='0BS'|[@moodCode="EVN)/id[@root="UUID of : ith
reactlon']][subjectz[@typecme—'SUBJ']IproductUseReference[@cIassCode 'SBADMT[@moodCod
e='EVNid[@root="UUID k-th
dmg‘]]lauthor[@typeCode-'AUT'][1]Iass|gnedEnl|ty[@cIassCode-‘ASSIGNED /codeloriginal Text/tex
1)

A

B0AN

Coded With

- Equivalents (CE)

originalText=Encapsu
lated Data {ED)

IMCC!_IN200100UVD1[@ITSVersion="XML_1 .0' l[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 . xsd VPORR_IND045016UV[r)/controlActProcess[@classCode='"CACT|[@moo

dCode="EVN']{/subject{@typeCode="SUBJ|[1}investigationEvent[@classCode="INVSTGT@moodCo
de='EVN/component[@typeCode='COMPl{adverseEventAssessment][1¥/adverseEventAssessment
[@classCode="INVSTG'H@moodCode="EVN')/component{@typeCode="COMP'|[causalityAssessme
ntcodef@code="39"[@codeSystem="2.16.840.1. 113883.3.989.2.1.1.19']|[r}/causalityAssessment[@

classCode="0BS"[@moodCode='"EVN[subject1 {@typeCode='SUBJ']IadverseEffeclReference[@cla
ssCode="0BS'[@moodCode="EVN/id[@root="UUID of i-th
reaction)[subject2[@typeCode="SUBJ)/productUseReference[@classCode="SBADMI[(@moodCod

e="EVNTid[@root="UUID of k-th drug’]/methodCode[1}foriginal Text/text()

DR

BOAN

Character Stnng
(ST

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0" J[@xsi:schemalocation="utn:hi7-org:v3
MCCI_IN200100UV01.xsd VPORR_ING48016UVrl/controlActProcess[@classCode="CACT{[@moo
dCode="EVN'/subject[@typeCode="SUBJ[1)investigationEvent[@classCode="INVSTG[@moodCao
de="EVN')/component{@typeCode="COMP")adverseEventAssessment][1)/adverseEventAssessment
{@classCode="INVSTG'[@moodCode="EVNT/component[@typeCode="COMP[causalityAssessme
nt/code[@code="39"[@codeSystem="2.16.840.1.113883.3.989.2.1.1.18'[|r)/causalityAssessment[@
classCode="0OBS@moodCode="EVN'][subject1 [@typeCode=‘SUBJ']IadverseEffectReference[@c[a
ssCode="0BS5'[[@moodCode="EVN]id[@root="UUID of i-th
reactionTj[subject2[@typeCode="SUBJF)/prod uctUseReference[@c[assCode='SBADM‘][@moodCod
e="EVNTAid[@root="UUID of k-th drugT)ivalue[@xsi:type='ST)Hext)

e Gka.izrn1
e_ ] Gkoi2r2
e Gk9.i2r3
e G.k.9.i3.1a

EXROESZREH LB E
B AEERRFFTTON
MR (%)

5N

Physical duanﬁty
(PQ)

value=Real Number
(REAL)

IMCC1_IN200100UVO1 [@ITSVersion="XML_1.07[@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd FPORR_IND49016UV[rl/controlActProcess[@classCode='"CACT|[@moo
dCode="EVN')/subject[@typeCode="SUBJ[1)investigationEvent[@classCode=INVSTG[@moodCo
de="EVNY/componeni[@typeCode="COMP'|[adverseEventAssessment][1fadverseEventAssessment
{@classCode='INVSTG'|[@moodCode="EVNTsubject1[@typeCode="SBJ|[1}/primaryRole[{@classC
ode='INVSBJ'}/subjectOf2[@typeCode="SBJ/organizer{@classCode="CATEGORY'[@mocdCode="'
EVNTcode[@code="4[@codeSystem="2.16.840.1.113883.3.989,.2.1.1.20T]{1 /componentf@typeCo

- de="COMPT[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM][@moo

dCode="EVN/outboundRelationship1 [@typeCode-'SAS'][actReference[@classCode='0BS‘][@moo
dCode="EVNT/id[@rocot="UUID of i-th reactionl{/pauseQuantity/@value
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MMCCI_IN200100UVO 1 [@I TSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[r)/controlActProcess[@classCode="CACT j@maoo
dCode=EVN'Ysubject[@typeCode="SUBJT1)finvestigationEvent{@classCode="INVSTG[@mocodCo
de="EVNT/component[@typeCode="COMP|[adverseEventAssessment][1//adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN)/subject][@typeCode="SBJ][1/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJYorganizer{@classCode="CATEGORY'|[@moodCade="
EVN[code[@code="4}[@codeSystem="2.16.840.1.113883.3.989.2.1.1.207][1Ycomponen|@typeCo
de='COMP"|[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM[@moo
dCode=EVNYouthoundRelationship2[@typeCode="PERT][observation/code[@code="31[@codeSy
stem='2.16.840.1.113883.3.989.2.1.1. 19/ abservation[@classCode="0OBS[@moodCode="EVN[ou
thoundRelationship1 [@typeCodq='REFR']IactReferenceI@cIassCode='OBS'][@moodCode='EVN'Ili
d[@roo="UUID of i-th
reaction}fvalue[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.3.989.2.1.1.16"|[1)/@codeSyste
mVerison -

e G.kbr

EELIZHT 2T OHhON
# (2—FE) BEEL
BRYED

2N

Coded With
Equivalents (CE}

code=Character
String {ST)

MCCI_IN200100UVO 1 [@ITSVersion="XML_1.0T{@xsi:schemalocation="um:hl7-org:v3
MCCI_IN200100UV01.xsd /PORR_IN049016UN(s)/controlActProcess[@classCode='CACT[@moc
dCode="EVNT/subject@typeCode="SUBJ'][1}investigationEvent[@classCode="INVSTG'|[@moodCo
de="EVNT/component[@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
{@classCode="INVSTG|[@moodCode="EVN']/subjecti1[@typeCode="SBJ)1}/primaryRole[@classC
ode='INVSBJ}/subjectCf2[@typeCode="SBJ|[organizer/code[@code='"4"][@codeSystem="2.16.840.1
.113863.2.989.2.1.1.20)[1[forganizer[@classCode="CATEGORY'[@moodCode="EVN'component]
@typeCode="COMP'|[substanceAdministration/id][K]/substanceAdministration[@classCode="SBADM
[(@moodCode="EVN'J/outbounidRelationship2[@typeCode="REFR[observation/code[@code="9[@
codeSystemn="2.16.840.1.113883.3.989.2.1.1. 197 [r)/observation[@classCode="0BS[@mocdCode=
'EVNivalue[@xsitype="CE[@codeSystem="2.16.840.1.113883.3.989.2.1.1 1 7'|[1}/@code

EXERICET HTOHON
# (a—Fie) (BEIZHL
#BYET)ZHETBICHa—
FUR+DHAR—D3

MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd VPORR_ING450 t6UV[}/controlActProcess[@classCode="CACT[@moo
dCode="EVN/subject[@typeCode="SUBJ][1¥investigationEvent[@classCode="INVS TG [@mocdCo
de="EVNT/componen[@typeCode="COMP"[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG][@moodCode="EVN/subject![@typeCode="SBJ[1}/primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJ [organizer/code[@code="4][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207[1Vorganizer] @classCode='"CATEGORY'|[@moodCode="EVN')icompanent]
@typeCode="COMP"|[substanceAdministrationfid]fk}/substanceAdministration[@classCode="SBEADM
@moodCode="EVNfoutboundRelationship2[@typeCode="REFR|[observation/code[@code="9[@
codeSystem="2.16.840.1.113883.3.989.2.1.1.197[['Vobservation[@classCode="OBS'[@moodCode=
‘EVN')/value]@xsitype="CE"[@codeSystem="2.16.840.1.113883.3.989.2.1.1.17[1¥@codeSystemV
ersion .

RYEL
J—K

~ IMCCI_IN200100UVO1 [@ITSVersion="XML_1.0'][@xsi:schemal.ocation="urn:h[7-org:v3

MCCI_IN200100UVD1.xsd YPORR_IN049018UV(r)/controlActProcessf@classCode='CACT][@moo
dCode="EVN/subject{@typeCode="SUBJF][1]investigationEventi@classCode=TNVSTG'[@moocdCec
de="EVNT/component[@typeCode="COMP][adverseEventAssessment]{1)fadverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN)subject1 [@typeCode="SB.J'|[1)}/primaryRolef@classC
ode="INVSBJ)isubjectOf2[@typeCode="SBJ][organizer/code[@code="4[@codeSystem='2.16.840.1
.113883,3,988,2.1.1.207|[1Vorganizer{@classCode='"CATEGORY'|[@moodCode="EVN/component]
@typeCode="COMP'|[substanceAdministrationfid][k}/substanceAdministration[@classCode="SBADM
"i@moodCode="EVNfoutboundRelationship2[@typeCode='REFRJ[observation/codef@code='9[@
codeSystern='2_16.840.1.113883.32.980.2.1.1.197]
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Codad With
Equivalents {CE)

code=Character
String (ST)

(Bl#3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="um:hI7-org:v3
MCCI_INZ00100UVO1.xsd'/PORR_IN049016UV[rl/contralActProcess[@classCode="CACT][@moo
dCode="EVN/subjeci{@typeCode="SUBJ[1}/investigaticnEvent[@classCode=INVSTG'|[@moodCo
de="EVN'[/componeni]@typeCode="COMP[adverseEventAssessment][1}/adverseEventAssessment
[@classCode=TNVSTG'|[@moodCode="EVN'/component [@typeCode="COMP|[observationEvent]
code{@code="15][@codeSystem='2.16.840.1.113883.3.989.2.1.1.19)fauthorj@typeCode="AUT")/as
signedEntity[@classCode="ASSIGNED')/code[@code='1][@codeSyslem="2.16.840.1.113883.3.989.
2.1.1.21'lIr¥observationEventi@classCode="0BS[@moodCode="EVN'value[@xsi:type="CE{@c
odeSystem='2.16.840.1.113883.6.163V@code

ZEEOER

20000AN

Encapsulated Data
(ED)

/MCCI_IN200100UNVD1[@ITSVersion="XML_1.0')[@xsi:schemalccation='"um:hI7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN049016UV[rJ/controlActProcess[@classCode="CACT][@moo
dCode="EVN'/subject{@typeCode="SUBJ][1]investigationEvent[@classCode="INVSTG[@moodCo
de="EVN'[/componentf@typeCode="COMP'][adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN'//component1[@typeCode="COMP']fobservationEvent]
codel@code="10[@codeSystem='2.16.840.1.113883.3.989.2.1.1.197[author{@type Code="AUT Yas
signed Entity[@classCode="ASSIGNED)/code[@code="1"[@codeSystem="2.16.840.1.113883,3.088,
2.1.1.21"]][1VobservationEvent]@classCode='"0BS'[[@moodCode=EVN'[ivalue[@xsi: type="EDtext
0 .

BEBETRRSAERR
BERUBEEOER (BEIC
LR YES)

~
i

YiEL

IMCCI_IN200100UVD1[@ITSVersion="XML_1.0'l[@xsi:schemal.ocation="um:hl7-org:v3
MCCI_IN200100UV01.xsd [/PORR_IN049016UV[ricontrolActProcess[@classCode="CACT][@moo
dCode="EVN'/subject{{@typeCodae="SUBJ][]/investigationEventi@classCode="INVE TG |[{@moodCo
de='"EVN/component[@typeCode="COMP[observationEventlcode[@code="36[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19"|[authori@typeCode='AUT)/assignedEntity[@classCode="ASS5IGN
EDVcode[{@code="2"|[{@codeSystem="2.16.840.1.113883.3.989.2.1.1.217]] )

e H.5.r1a

ERRERUVEESEOER
I=E7 S REHNE

100000AN

Encapsulated Data
(ED)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UVD1.xsd /PORR_IN049016UV[lcontrolActPracess[@classCode="CACT][@moo
dCode="EVN/subject{@typeCode="SUBJ][1}investigationEvent{@classCode=INVSTG[@moodCo
de="EVN/compenent[@typeCode="COMP'|[observationEventjcode[@code="36'[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.197)[author@typeCode="AUT)assignedEntity[@classCode="ASSIGN
ED'Tfcode[@code="2"|[@codeSystem="2.16.840.1.113883.3.989.2.1.1.217]][rf/observationEvent[@cl
assCode='"0OBS][@moodCode="EVN'/value[@si:type="EDTiext(}

e H.5.r.1b

ERRERUVEEEOER
DRBEE

3A

Encapsulated Data
ED)

language=Coded
Simple Value (CS)

JMCCIIN200100UVO1[@ITSVersion="XML_1.0°)[@xsi:schemaLocation="um:hl7-org:v3
MCCI_IN200100UV01.xsd /PORR_IN0490168UV[ricontrotActProcess[@classCode="CACT[@moo
dCode="EVN'|/subject[@typeCode="SUBJ][1}investigationEventj@classCode="INVSTG|[@moodCo
de="EVN)component[@typeCode="COMPT[observationEvent{code[@code="36'|[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.197)[author[@typeCode="AUT )/assignedEnlity] @classCode="ASSIGN
EDTcode]@code="2[@codeSystem="2.16.840.1.113883.3.989.2.1.1.21][(//observationEvent[@cl
assCode="0OBS[(@moodCode="EVN']/value[@xsi.type=ED'/@language
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. . Coded  Simple IMCCI_IN200101UVD1@ITSVersion="XML_1.07[@xsi:schemalocation="um:hi7-org:v3
e ACKA4 | EEMBHEI—F 2A Value {CS) B MCC_IN200101 UV xsd'Jfacknowledgementi@typeCode
ACKAS HuyFR)7—33 I50AN Encapsulated {i MCCI_IN200101UV01[@ITSVersion="XML_1.0'][@xsi:schemaLocation="um:hI7-org;v3
& A YIS5— Data {ED) MGCI_iN200101UV01 xsd)facknowledgement[@type Code)/acknowledgementDetail[1 /text/text(}
h ACKB ICH ICSR A wb— # Y 5E L | MCCILIN200101UVO1[@ITSVersion="XML_1.0'|[@xsi:schemaLocation="urn:hi7-org:v3
= e J—F MGCCI_IN200101UV01 xsdPMCCLINOOOOOZUVO1
- I IMCCI_IN200101UVO1[@ITSVersion="XML_1.07[@xsi:schemalocation="um:hi7-org:v3
e ACKBrA | ICSR # wE—UHE gf:‘ < | 100aN Instance W g’t“ﬁ‘f‘"s'(g’}‘}c"ame' - MCCI_IN200101UV01 xsdMCC]_INODT002UVO1 [racknowledgementi@typeCodal{f]/targeiMes
as 4 sagefid[@root='2.16.840.1.113883.2.989.2.1.3.1')}/@extension
. ‘ ' I IMCCI_IN200 101UV [@ITSVersion="XML_1.07[@xsi:schemalLocation="urn;: hi7-org:v3
e ACKB.r2 | MuspsEs 100AN Instance extension=Character | o MCCI_IN200101UV01 xsdMCCI_INOOOO0ZUVO1 [fifid[@root="2.16.840.1.113683.3.989.2.1.3.19'
Identifier {15 String (ST) . - ?
J@extension
MACCLIN200101 UVO1 i@ ITSVersion="XML_1 .D'][@xsi:schemaLocation='um:hIT-org:\r3
CK. ICSR A vt—URE N1 GOAN Instance extension=Character ™ MCCI_IN200101UV01 . xsd'VMCCI_IN0O00002UVO1{r)receiver[@typeCode="RCV)/device[@class
e ACKBI3 | o mm® 2. Identifier (if) String (ST) Code=DEVI[@determinerCode=NSTANCE]/id[@root='2.16.840.1.113883.3.980.2.1.3.16)/@ext
ension '
MCCI_IN200101UVD1[@ITSVersion="XML_1.07[@xsi:schemaLocation="urn:hl7-org:v3
ACKBra | CSRAVE—URE |, . S0AN Instance extension=Character | oo MCCI_IN200101UVG1 xsdYMCCL_INODODOZUVD1[risended@typeCode="SND')/devica[@classC
e B s < Identifier (1) String (ST) ode='DEV][@determinerCode=INSTANCE Tid[@root="2.16.840.1,113883,3,980.2.1.3.15@exte
nsion
e y . L MCCL_IN200101 UV [@ITSVersion="XML_1.07[@xsl:schemalLocation="urn:hl7-org:v3
e ACKBr5 | /CSR AwE—IfF  Nara . | BfSK P°é"t in Time fig MCCI_IN200101UV01 xsdYMCCL_INOD0OO2UVD1[r)/attentionLine[keyWordTexi{@code="1][@co
' "B ci2 fi1 (15} deSystem="2.16.840.1.113883.3.989.2.1.1. 24 |1 value[@xst:type="TS Y @value-
!
c ICSR X wtE— DR 2A Coded Simple & MMCCI_IN200101 UVD1[@ITSVersion="XML_1.0'][@xsi:schemalLocation="urn:hl7-org:v3
& ACKBLE | gpmeq g Value (CS) MCCI_IN200101UV01 xsdYMCCI_INGODOGZUVO1 [racknowledgement[1/@typeCode
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(BIEE3)

2. #EO XML EZHRIZET 5 XML R

ICSR A vy E2—VRBVWT, KGO ER (R3) F—FHEE TR XML ® 1 2Ot ks
HERAF—=IZ LV ERESNTWAR, —HOF — X EE CIiIER0ORRFENTEL
TW3, ISO/HL7 ICSR EFMICBWT E2R (R3) T—#HEB DEXITHEAELEEY
R— ;T 27D, BHEO XML 2— MEOFERFEL. 2O L ZIZHIE LTWE,
AF—RIBWCIRER T — FRERCBEZEA L2IThER S 2V, Bl S
BEIEE OFFREROEN (Gk4r3) ik, Tcyclical (BI#IAY) | . Tasnecessary (&
CEERE) 1 B Ttotal (BF) 1 IZ% LT UCUM ETUYE UCUM 22— RO@ERH 5, Gkars
OED Ttotal (BED) | XIXFOMOBEOERE, HEE ) (Gkibrla) RUKREE
(Bf7) (Gk4rlb) @ XML ZERD, T FEROHEASHLEICEATEHH 1 2D
FlEe LT, %B|E (Eid) . BTH (Eis5) RUEHELR (Eie) XH 5, 3 207 —
FHEOTNTBRRINTWABEENIHESR L iEHMoOAREREIR TS
. BB HLT F—2REUBESAAF—<IC IV ERENS, ABICIZZhLOH
IR 5 XML B B R, '

21 BMGA. ¥THRUEEEHR

BEHA FIAEOEEL—VOERIZHEST, 32007 —Z2EAD S B2 AATS
FR I, .

21.1. Eid4 [BEFEB] EOEi5 [ETHI KAHTIHE, Ei6FEHM AH LN

<observation classCode="0OBS" moodCode="EVN">
<id root="154eb889-958b-4512-202f-42d4d646571"/>
<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 -->
deffective;l"ime>

<value xsi:type="CE" code="E.i.2.1b" codeSystem="2,16.840.1.113883.6.163"
codeSystemVersion="E.i.2.1a">

<l-- E.i.2.1a: MedDRA Version for Reaction / Event -->
<I-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->

<originalText language="E.i.1.1b">E.i.1.la</originalText>

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

2.12. Eid FHBA) (UIELS ETHI) RUEL6 FEElif AR+ S

<observation classCode="0BS" moodCode="EVN">
<id root=" 154eb889—958b-45f2-a02%—42d4d6f4657f"/>
<code code="29" codeSystem="2.16.840.1.1 13883.3.989.2.1.1.19"
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displayName="reaction"/>
<effectiveTime xsi:type="IVL_T8"> '
<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 -->
<1-- E.i.6b: Duration of Reaction / Event {(Duration Unit) -->
<feffectiveTime>

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

~ <1-Ei2.la: MedDRA Version for Reaction / Event -->
<l-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<priginalText>E.i.0.a</original Text>
<originalText language="E.i.1.1b">E.i.1.la</original Text>
<!-- E.i.1a: Reaction / Event as Reported by the Primary Source in Native Language '

<fvalue>
2.1.3. Ei4 [3#A] | Ei5 TR . RUOEL6 [FmliEl CADTD

<pbservation classCode="0B3" moodCode="EVN">
<id root="154¢b889-958b-45{2-a02{-42d4d6f4657{"/>

<gode code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"
displayName="reaction"/>

<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type=“IVL_TS"$
<low value="20090101"/>
<l.- E.i.4 Date of Start of Reaction / Event >
<high value="20090102"/>
<1-- E.i.5: Date of End of Reaction / Event -->
</comp>
<comp xsi:type="IVL_TS" operatar="A">
<width value="24" unit="h"/>
<I|-- E.i.6a: Duration of Reaction / Event -->
<l-- E.i.6D: Duratioﬁ of Reaction / Event (Duration Unit) -->
</comp>
<feffectiveTime>

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

<1-E.j2.1a: 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.}a</original Text>

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

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

<fvalue>

2.1.4. Gkdrd BRI ROGKk4rS TR RAHTAHIR, Gkar6iiTAH LN

<substance Administration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text> '
<l- G.k4.r.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.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"/> ’
<l-- G.k.4.r.4: Date and Time of Start of Drug-->
<high value="20090101"/>
<l-- G.k4.r.5: Date and Time of Last Administration-->
</comp>

<feffectiveTime>
2.1.5. Gkdrs BEHER] OUX G.in4.r.5 [#TH]) BREGKAr6 it ANTS

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- Gk.4.r.8: Dosage Text —>
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS8">
<period value="10" mi="G.k.4.r.3">
<!-- G.k.4.r.2: Number of Units in the Interval -->
<l-- G.k.4.r.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.r.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) -->
</cofnp>

</effectiveTime>

21.6. Gkar2EUCGkAr3IITIZIAHLERNVWDE, Gkdrs, Gk4d.7Xik Gkdre DWii
PIAFTSD

IOBE AX—v T — BT D), T #BUIIVL_TSUIPIVL_TSTRFAER 5724,
SXPR_TSILFFRI SFL72VY, . '
IVL_TS®OH :
<s_ubstanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<I-- G.k.4.r.8: Dosage Text -->
<effectiveTime xsitype="IVL_TS">
' <low value="20090101"/>
<1-- G.k.4.r.4; Date and Time of Start of Drug -->
<width value ="4" unit ="G.k.4.6b"/>
<1-- G.k4.r.6a: Duration of Drug Administration (number) -=>
 <I-- Gk4.1.6b: Duration of Drug Administration (unit) -->
<feffectiveTime>

PIVL_TS®D % 5 12D H] :
<substance Administration classCode="SBADM" moodCode="EVN">
<text'>G.k.4.r.9<7text>_'
<!-- G.k.4.1r.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 -->

<l-- G k.4.r.4: Definition of the Time Interval Unit -->
<feffectiveTime>

217.  Gkdrd TBIMEH) . Gkdrs TR . RO Gkars [ B AT B

<substance Administration classCode="SBADM" moodCode="EVN">
<te)‘{t>G.k.4.r.'8</text>
<l G.k4.r.8: Dosage Text -->

ICH ICSR HfTRIEE ' 2014411 A 10 H
-89-



(A% 3)

<effectiveTime xsi:type="SXPR_TS“>
<comp xsi:type="PI‘VL*TS">
<period value="10" unit="G.k.4.r.3">
<I-- G.k.4.r.2: Number of Units in the Interval -
<1~ G.k.4.r.3: Definition of the Time Interval Unit -->
</comp> '
<comp xsi:type="IVL TS" operator="A">
<low.value="20090101"/> _
<l-- G.k4.r4: Date and Time of Start of Drug-->
<high value="20090101"/>
<l-- G.k4.r.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) -->
</eomp> |

<feffectiveTime>

2.2. F EHER
22.1. Fr32 BEUVRET
221.1. fE (i : "10 mg/dL")

Z DA, HLT7 D'value"E B i 1 D0 "center"E H THER SN B,

<value xsi:type="IVL_PQ" >
<center value="10" uni="mg/dl" />

<fyalue>
2212 EEYKREW ("> 10 mg/dL")

= D4, HL7 O 'value"E B i low" & O high E D4 F CRR SN 5, BEFILY
KEW|BET. EOEBRBOBEICL YV RENS (7235, null flavor"PINF' 24 ) .
BtEinclusive"tX. [REFVEE (Tbb, A%) THDHZ LETRT D false"lICRE
Ehd,

<value xsi:type="IVL_PQ" >
<low value="10" unit="mg/dl" inclusive="false"/>

<high nullFlavor="PINF"/>
<fvalue>
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2213, HEEDAEV () : "< 10 mg/dL")

T O%E. HL7 O"value"TH B 13 "low" B & O high"ED#H TR IND. REFTLD
INEWEAIR. AOEROEMIZL VY RENS (7405, null flavorNINF' 2 £ ) ,

Biinclusive"iZ, [RETHREE (Thbb, F%) THa I ERT T " alse"IRE
=ha, o

<value xsi:type="IVL_PQ" >
<low nuliFlavor="NINF"/>
<high value="10" unit="mg/dl" inclusive="false"/>

<fvalue>
2.2.1.4. {ELJ_E (# : ">=10 mg/dL")

Z DFEAHLT O'value" B B i3 "low"E R K high"EOFEH CTHER I 5. BETF TP L)
DIFEE. ENEROBEICLVTEND (T742DD, mll flavorPINF'2 M) . B
Minclusive"lX, BIETHB - L 277720 rue"ICBREINS,
<value xsi:type="IVL_PQ" >
. <low value="10" unit="mg/d1" inclusive="true"/>
<high nullFlavor="PINF"/>

<fvalue
" 2215 fEELF (B "<=10 mg/dL'")

= A, HL7 O'valueHE B i3 ow ER O high E ORI iR S N5, IRETF (LD
INEW]BREIRCACERBOEBIZL D FENS (T4 B, null flavor"NINF"Z #H) .
B inclusive"lX, FETHAZ E 2RI D "ue"ITREINS, .

<value xsi:type="IVL_PQ" >

<low nullFlayor="NINF"/>

<high value="1¢" unit="mg/dl" inclusive="true"/>
</value> | '

222  Fr32KRUFr3.3

<observation moodCode="EVN" ¢lassCode="0OBS">

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

<1--Fr.2.2a: Test Name (MedDRA version) -->

<!-- F.r.2.1b; Test Name (MedDRA code) -->
<originalText>F.r.2.1</original Text>
<l--Fr.2.1: Test Name (free text) -->

</code> '

<gffectiveTime value="20090101"/>
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<!--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" cbdeSystemVersion="F.r.2.2a">
<originalText>F.r.2</original Text>

</code>

<effectiveTime value="20090101"/>

<!--F.r.1: Test Date --> _

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

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

224. F.r34

<observation classCode="0BS" moodCode="EVN'">
<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="F.r.2.22">
<original Text>F r.2</original Text>
<fcode>
- <effectiveTime value="20090101"/>
<!--F.r.1: Test Date >
<value xsi:type="ED">F.r.3.4</value>
<l Fr.3.4: Result Unstructured Data (free text) -->

23. Gkd BEBOH

2.3.1. 1Y%= 1,7H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>1 per day</text>
<effectiveTime xsitype="SXPR_TS">
<comp xsi:type="PIVL_TS8">
<period value="1" unit="d"/>
</comp>
<feffectiveTime>
<fsubstanceAdministration™>
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<foutboundRelationship2>
232, 1B%kY1&/H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>1 tablet per day </text>
<effectiveTime xsi:type="SXPR_TS8">
<comp xsi:type="PIVL_TS"> 7
<period value="1" unit="d"/>
</comp>
<feffectiveTime>
<doseQuantity value="1" unit="{DF}"/>
<gonsumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<priginal Text>Tablet</original Text>
</formCode>
</kindOfProduct>
<finstanceOfKind>
</consumable>

</substance Administration>

<foutboundRelationship2>
233. 1R81MHE 148 /H

<putboundRelationship2 typeCode="COMP">
<substance Administration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL TS">
<period value="1" unit="d"~>
</comp>
<feffectiveTime>
<doseQuantity value="0.25" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind cIassCodé="INST">
<kindOfProduct classCode=“N[MAT" determinerCode="KIND">
<formCode>
: : <original Text>Tablet</original Text>
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ro <fformCode>
</kindOfProduct>
</instanceOfKind>
</consumable> ‘

</substance Administration>

<foutboundRelationship2>

234. GA1E, 6§ /H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">-
<effectiveTime xsi:type="SXPR_TS8">
<comp xsi:type="PIVL TS">
~<period value="1" unit="w"/>
</comp>
<feffectiveTime> ]
<doseQuantity value="6" mi%"{DF} ">
<consumable typeCOde="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
<fformCode>
</kindOfProduct>
<finstanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>
235  1B2[E, 1&/H

7 1
<putboundRelationship? typeCode="COMP">
<gubstanceAdministration classCode="SBADM" moodCode="EVN">
<gffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="12" unit="h"/>
</comp>

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

</substanceAdministration>

</outboundRelationship2>

2
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS8">
<comp xsi:type="PIVL_TS8">
<period value="1" unit="d"/>
</comp>
<JeffectiveTime>
<doseQuantity value="2" unit="{DF }"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="l\/lNiAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</originalText>
" <fformCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

23.6. 1B 4[FE, 7.5mg H

i1
<puthoundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
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<gffectiveTime xsi:type="SXPR_TS8">
<gomp xsi:type="PIVL_TS8">
<period value="6" unit="h"/>
<fcomp>
<feffectiveTime>
<doseQuantity value="7.5" unit="mg"/>
dsui;sﬁnceAdnﬁnisﬁatioP

<foutboundRelationship2>

12
<putboundRelationship2 typeCode="COMP">
 <substanceAdministration classCode=~"SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS§">
<eomp xsi:type="PIVL_TS">
<period value="1" unit="d"f>
</comp>
<JeffectiveTime>
<doseQuantity value="30" unit="mg"/>
<fsubstanceAdministration>

</outboundRelationship2>

237. " 1H1E, 15mL/H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode~"EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="4"/>
- <fcomp>
</effectiveTime>
) <doseQuantity value="15" unit="mL"/>

</substanceAdministration>

<'/outb0undRelationship2>

238, 2HIZ1EL 168/H

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

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

</substance Administration>

<foutboundRelationship2>

239, WEM. 1&/E, %R, ¥ TE ! .

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS"> '
. <comp xsi:type="PIVL_TS">
<periodunit="{as necessary}"/>
</co-mp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="200908/>
</comp>
<feffectiveTime>

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

2.3.10. EA. 20 mg/ Bl

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<cffcctiveTime xsi:type="PIVL_TS8"™>
<petiodunit="{as necessary}"/>
<feffectiveTime>

<doseQuantity value="20" unit="mg"/>
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23.11.  AHIK, 500 mg FEl, BASR. #&TH

éoutboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsittype="PIVL_TS">
<periodunit="{cyclical}"/>
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="200908/>
</comp>
<fetfectiveTime> .
<doseQuantity value="300" unit="mg"/> .

2.3.12.  JAEINY, 500 mg /[

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="FIVL_TS">
<periodunit="{cyclical}"/>
<feffectiveTime>
<doseQuantity value="500" unit="mg"/>

23.13. B#FE5R 20,000 mg, BISER, £ TH

<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>
<feffectiveTime>
<doseCheckQuantity>
<numerator xsi:type="PQ" value="20000" unit="mg"/>
<denominator xsi:type="PQ" nullFlavor="UNK"/>
</doseCheckQuantity>
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2.4, TW3E. Fax, BFA—n (C34.6, C3.4.7. RTRC3.4.8)

HL7 telecom 7 — &# BIDEIL —
<telecom value="tel:C.3.4.6"/>
<1-- C.3.4.6: Sender's Telephone -->
<telecom value="fax.C.3.4.7"/>
<l-- 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. PEEOEFE ST L T Privacy" &7 7 (C.2.r.2.7)

"Privacy" &9 78, ICHE2B T HOE(EEITH L telecom A F— A DI null
flavor=MSK DfFER ZH#EREL TV 5,

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

<1--C.2.r.2.7: Reporter's Telephone.is Masked for Privacy -->

ZRIHEEOHLT7Onull flavor TiXRW 2 L ITEE T 5,

2.6. N5 A AR —EWH LRME (D.221b)

<subjectOf2 typeCode="SBI">
<phservation moodCode="EVN" classCode="0OBS">

<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}"/>

<fobservation>

</subjectOf2>

2.7, BERBVR, R % —< null flavor FRDTVEHED (RE/ HEBRHE) OF)
(G.k2.3.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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<fingredient>

28, KEWERICET 5 HRBEEE O

<component typeCode="COMP">
<causalityAssessment classCode="0OBS" 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.2.1.3</value> .
<methodCode>
<originalText>G.k.9.1.2.r.2</original Text>
</methodCode> ‘
<author typeCode="AUT">
?assi egnedEntity classCode="ASSIGNED">
<code>
<original Text>G.k.9.1.2.r.1</original Text>
</code> ’
</assignedEntity>
<fauthor>
<subjecti typeCode="SUBJI">
<adverseEffectReference classCode="OBS" moodCode="EVN'">>
<id root="154¢b889-958b-4512-a02£-42d4d6£4657f"/>
<fadverscEffectReference> ‘
</subject]>
<subject2 typeCode="SUBJ">
<productUseReference classCode=';SBADM" moodCode="EVN™>
<id root="3c91b4d5-¢039-4a7a-9c30-67671b0ciSed" />
</productUseReference>
</subject2>
<fcausalityAssessment>

</component>
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N, BBA VR VRICONTOREEE

BBA v ARF AT, %T“‘FIEE@)ML:EHZ)_E j:?#i%ﬂ“é‘t&b FEREOfE
O Y iz E2B (R3) OXF—FEEOBEBEENRISN TS, £7—FEE DL
XML Iz Ay b e LTRENTWVS,

a— FRFETHDER. EOA—FOTFFA L (FNV) & AFPHGEARER LD i
display name YZiNY,

BRA LV AHF R L BET 5 XPath i3+ (D) kfﬁﬁ%‘tﬁﬂéé’bflﬂéo

EHEOF—FERPQ"CH BEE. HL7PQ F—F RO —Z X D Z DEQHIIITS
EZEioREhARY, B ICH BATIo W Tk, 181 (F) ®ICHE2B =2— KUY R b
2B EV26 2RO &,

BERVEOEEER (Gkarll) OFEME, BEESKFROLS—HIAFErrar

RO D IR LOANTFHELE (1 30y FEUT 7 b3y FOBR) 2 AWV TATT %,

HOBRERRITIANTFITA < iz inboundRelationship' & LTAH L, BEa— FERTa—

FlbEnkFRE AEGEROBE YV R— M 247 F_— g ra— FLEOHEEE
- ERAVWTET, '

<outboundRelationship2typeCode="COMP">

<substanceAdministrationclassCode="SBADiVI"mqodCode="EVN">
<inboundRelationshiptypeCode="REFR">
<observationclassCode="0BS"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"
bodeSystemVersion="G.k.4.r.1 1.2a">

<!-- Gk.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.k4.r.11. 1</or1gmalText>
<l-- G.k.4.r.11.1: Parent Route of Administration (free text) #1-1-->.
<fvalue>
</observation>
</inboundRe1atiolnship>

</substance Administration> -

</outboundRetationship2>
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. &%
ICSR A v E—UIcBit 5 E2B (R3) F—2EHEE

ZZENT 7 ANME, ICSR A vE—VIZBiT2 E2B (R3) F—FTHB OFERIZOWT
HEALTWS, BBAVRAEZLAO XML # 73 E2B (R3) 5 —FHBBIC I NV—71{L
ENTEY, ZRICEVFIAERT —FEHEORVEL V0 v 7 RUBEHEZHET
AZEMRTER AXEOBANIHLT ITESS XML A vEe— DIt LS A WRIBFI
MLTEBBA VA VADIEREBRRITTHIETH DD, j:jzim?]@a)/\%w%
REHENROITREENRS Za EICEEET D,
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