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ICH IGSR {E48#H F (/3
h N.1 F5 9si—: BATCH
WRAPPER)
e N HNyFHAOA -0 1A Character String code=Goded With i {MCCI_IN200100UVO1[@IT SVersion="XML_1.0[@xsi:schemal ocation="urn:hi7-org:v3
o ] ‘ : with Code (SC} Equivalents (CE} MCCI_ “IN200100UVD1 Xsd' ]Iname[@cudESystem"Z 16.840.1.113883,3.989,2.1.1. 1 @code
- NUFRADAYvE—UOR /MCCL_INZ001 00UV [@I TSVersion="XML_1.07[@xsi:schemalocation="urn:hl7-org:v3
HICHTSICHaA—FUR MCCI_IN200100UV01.xsd' ) namej@codeSystem="2.16.840.1.113883.3.989.2.1.1. 1 @codeSystem
k@i—a Version .
e N.1.2 Ky FER 100AN Instance Identifier extension=Character & | IMCCLIN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemalocation="um:hl7-org:v3 ‘
T (n String (5T) MCCI_ “IN200100UVOA. xsd']fid[@root="2.16.840.1.113883.3.989.2.1.3.22V@extension
- . MMCCI_IN200100UVO1[@ITSVersion=XML_1.0][@xsi:schemaLocation="urn:hi7-org:v3
e N.1.3 Ry FRRERNT B80AN '(’I‘l;“ame Identifier g’t‘:ﬁ“szg%cr‘arac‘er i MOG|_INZ00100UV01 xsdl/sender{@typeCods="SND devicel @classCade=DEVj[@determinerGo
: g de"lNSTANCE']fd[@roo‘l=‘2 16.840.1.113883.3.989.2.1.3.13[1)/@extension
' . . IMCCI_IN200100UVH [@ITSVersion="XML_1.0[@xsi:schemalocation="urn:h7-org:v3
e N.1.4 Sy FRELRIT. 60AN e laenifer it | MCCI_IN200100UVO1.xsdYirecelver|@typeCode="RCVdevice[@ciassCode="DEV][@determinerC
Sng ode='INSTANCE)iid[@root="2.16.840.1.113883.3.989.2.1.3. 14| [1)/@extension
g o B o IMCCI_INZOH 00UV [@ITSVersion="XML_71.07[@xsi:schemalocation="urn:hl7-org:v3
e N5 Ay FEROBF e Point in Time (TS) & MCCI_IN200100UV01 xsd'YereationTime/@value :
" N Ki': 'f_ﬁ'i’::r(_? ’(g ’ # Y iE L | MCCI_IN200100UVO1[@ITSVersion="XML_1.0]@xsi:schemal.ocation="urm:hi7-org:v3
- . —F MCCI_IN200100UVD /PORR_INQ49016UV
BICH LB UEY) s—F 1_| 1.xsd'YPOR|
/MCCI_INZ00100UVO1 [@ITSVersion="XML_1.0[@xsi:schemal ccation="urn:hi7-org:v3
- 2% Instance ldentifier extension=Character MCCI_IN200100UVD1.xsd'/PORR_| INO49016UV[)id[@root="2.16.840.1,113883,3.980.2.1.3. 1M1y
e N.2.k1 A SHBITF 100AN pis String (ST) - @extension
IMCCI IN200100UV01[@lTSVersmn-'XML 1.0)[@xsi:schemal.ocation="um:hl7-org:v3
. o Instance [dennfer extension=Character MCCI_IN200100UV01.xsd YPORR_IN049016UV[r]fsenderj@typeCode="SND’ Jidevice[@classCode=
& N.2r2 Ay — DREEWAT G0AN an : String (ST) i 'DEV]@determinerCode=INSTANCE }id[@root="2.16.840.1.113883.3.989.2.1.3.11'][1}/@extension
IMCCI_INZ00100UVO1 [@ITSVersion="XML_1.01[@xsi:schemakocation="urn:hl7-org:v3
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e NZr3 Ry — DEMEEWA T GOAN '('I‘S"a"ce Identifier gﬂ;’:'&’;c"am"‘m & —'DEV’][@detenmnerCode—'lNSTANCE Jid[@root=2.16.840.1.113683.3.989.2.1.3.1 2][ 1 @extensio
n
T ’ ' P MMCCI_INZDO100UVO1 [@ITSVersion="XML_1.0'l{@xsi:schemalocation='um:hl7-org:vd -
e N.2r4 Aye—UEROB R Bff /B | Pointin Time {TS) & MCCI_IN200100UV01.xsd'JPORR_INO4S0T6UVrjicreationTime/@value
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EEECEICEED GER)
RERTRERTF

100AN

Instance Identifier
an

extension=Character
String (ST)

(7 3)

IMCCI_IN200100UVD1[@ITSVersion="XML_1.0'|[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01 xsd IPORR_ING490168UV[r/controlActProcess[@classCode='CACT][(@maoo
dCode='"EVN/subject{@typeCode="SUBJ|[1)finvestigationEvent[@classCode="INVSTG][@mocodCo
de="EVNT/id[@root="2.16.840.1.113883.3.989.2.1.3.1'[[1]{@extension

e c1.2

feo B i

Bit. s

Point in Time (TS)

/MCC!_IN200100UVD1[@ITSVersion="XML_1.0'[[@xsi:schemalocation="urm:hI7-org:v3
MCCL_IN200100UV01.xsd'YPORR_IN049016UVr)/contralactProcess[@classCode="CACT}[@moo
dCode="EVN/effectiveTime/@value

BEDESR

N

Coded With
Equivalents (CE)

code=Character
String (ST)

MMCCI_IN2C0100UVOt[@ITSVersion="XML_1.0)[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200t00UV01 . xsd)/PORR_IND49016UV(rl/controlActProcess[@classCode="CACT|[@moo
dCode="EVN')subjecti@typeCode="SUBJ'|[1}¥investigationEvent[@ctassCode=INVSTG][@moodCo
de='"EVN')/subjectOf2[@typeCode="SUB.J|iInvestigationCharacteristic/code[@code="1"]j@codeSyste
m='2,16.840.1.113883.2.989.2.1.1.23"][1)investigationCharacteristic[@c¢lassCode="0BS J[(@moodC
ode="EVNvalue[@xsitype="CE|[@codeSystem='2.16.840.1.113883.3.989.2.1.1.2}@code

BEOEEIZEY S ICH
O—FUYRbkoS—Sa

MCCI_INZ00100UVO1[@! TS Version="XML_1.0"|[@xsi:schemaLocation="urn:h17-org:v3
MCCI_IN200100UV01.xsd YPORR_ING49016 UV[ricontrolActProcess[@classCode="CACT |[@moo
dCede="EVN')/subject|@typeCode="SUBJ][1)/investigation Event{@classCode=INVSTG[@mocdCo
de="EVNY/subjectOf2(@typeCode="SUBJ]jinvestigationCharacteristic/code[@code="1|[@codeSyste
m="2.16.840.1.113883.3.989.2.1.1.237][1)investigation Characteristic[@classCode="0OBSj@moodC
ode="EVNj/value[@xsi:type='CE][@codeSystem="2. 16.840.1.113883.3.989.2.1.1.2Y@codeSystern |
Version ’

RS S BB/ EMNA
FzhiB

B MW

Interval of Point in
Time (IVL<TS>)

low=Inferval
Boundary {IVXB)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'[[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01 . xsd VPORR_IN0420168UV[r)/contralActProcess[@classCode='CACT[@moo
dCode='EVN}isubjecti@typeCode="SUBJ][1)investigationEvent[@classCode=INVSTG|[@moodCo
de="EVN'J/effectiveTimeSow/@value

FRECEFRBAFR

81+ FA

Point in Time (TS)

MCCI_IN200100UVO1{@IT SVersion="XML_1.0'[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01 xsd')/PORR_IND49016UV[rificontrolActProcess[@classCode="CACT[@moo
dCode='EVN/subject|@typeCode="SUBJ'[[1)investigationEvent[@classCode=TNVSTG[@moodCo
de='EVN/availability Time/@value -

EEEHNRELTLOHA
ATRELE Db R

e C.1.6.1

FRATRT T OhoRH L

Hame

F—n g

Boolean (BL)

/MCCI_IN200 100UV [@ITSVersion="XML_1.0')[@xsi:schemal.ocation="urn:hi7-org;v3
MCCI_IN200100UVD1.xsdYPORR_ING49016UV[iFcontrolActProcess{@classCode='"CACT][@moo
dCode="EVN']/subject[@typeCode='SUBJ][1]investigationEvent[@classCode="INVSTG[@moodCo
de="EVN'//component[@typeCode="COMP[observationEvent/code[{@code="1"|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19][1}/cbservationEvent|@classCode='0BS|[@moodCode="EVN}valu
e[@xsi.type="BL'V@value

h C.1.6.1.r

ZEESARALTLSRY
(BEICAECHYES)

~

HUEL

MCCI_IN200100UV01 [@iTSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01 xsd')/PORR_IND49016UV(rl/controlActProcess[@classCode="CACT)[@moo
dCode="EVN')/subject[@typeCode="SUBJ[1}investigationEvent[@classCode="INVSTG[[@moodCo
de="EVN/reference[@typeCode="REFR'|[document/code[@code="1"][@codeSystem='2.16.840.1.11
3893.3.989.2.1.1.277]

=] C.1.6.1.1.1

HEEEMRHLTLIRSE

2000AN

Character String
sT)

MCCI_IN200100UVO1 [@ITSVersion="XML_1.07[@xsi:schemalocation='urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_INO49016UV[r)/controlActProcess[@classCode="CACT][@moo
dCode="EVNisubject[@typeCade="SUBJ[1]investigationEvent{@classCode="INVSTG'|[@moodCo
de="EVN'/referencef@typeCode="REFR[document/code[@code="1'|[@codeSystem="2.16.840.1.11
3883.3.989.2.1.1.277][(Ydocument[@classCode="DOC[@mood Code="EVN'Hitletext()
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e C.1.6.1.r2

EENDIRH

N/A

" Encapsulated Data

{ED)

(Bl 3)

MCCI_INZ00100UVO1{@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-org:v3

MCCL IN200100UVD1 . xsd [/PORR_IN049018UV([rl/controlActProcess[@classCode='CACT ][@moo
dCode="EVN)/subjecti@typeCode='SUBJ[1)investigationEvent[@classCode="INVSTG'[@mondCo
de="EVNTireference[@typeCode="REFR[document/code[@code="1"[@codeSystem='2.16.840.1.11
3883.3.989.2.1.1.27"l[r{/document[@classCode="DOC [@moodCode="EVNext/texi() ’

FEFTLUEEORSSE
DEEEFRTH?

F—nE

Boclean (BL)

MMCCI_IN200100UVO 1 [@ITSVersion="XML_1.0l[@xsi:schemaLlocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd VPORR_IND49016UV[r)/controlActProcess[@classCode="CACT[@moo
dCode="EVN]/subject[@typeCode="SUBJ[1}investigationEvent[@classCode=NVSTG[@meodCo
de="EVN'Jcomponent[@typeCode='COMP][observationEvent/code]@code='"23"|[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19]][1VobservationEventj@classCode="0BS {{@moodCode='"EVNT/val
ue[@xsi:type='BL/@value

NullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalLocation="urn:hl7-org:v3
MCCI_IN200100UV01 xsd YPORR_ING48016UV{r]/controlActProcess[@classCode="CACT|[@moo
dCode="EViN')subject{@typeCode='SU BJ}[1}/investigationEvent[@classCode="INVSTG][@moodCo
de="EVN'Ycomponentf@typeCode="COMP'|[observationEvent/code[@code="23'"[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.197][1 JfobservationEventi@classCode='"0BS'jJ[@moodCode=EVNT/val
ue[@xsi:type="BL)/@nullFlavor

e C.1.8.1

HR&I=EEOERRIT

it Sl EH O ERER 7

100AN

Instance Identifier

(1

extension=Character

String (ST)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0T[@xsi:schemaLocation="urn:hk7-org.v3
MCCI_IN200100UV01.x5d/PORR_IN043016UV[rlicentrolActProcess[@classCode="CACT'][@moo
dCode="EVN/subjeci{@typeCode="SUBJ[1)/investigationEventi@classCode="INVSTG'][@moodCo
de="EVN/id[@root="2.16.840.1.113883.3.989.2.1.3.2[1[/@extension

e c.1.8.2

FEGDE—EEE

GCoded With
Equivalents (CE)

code=Character
Sting (ST)

MCCI_IN200100UVD1 [@ITSVersion="XML_1.0'][@xsi:schemalocation=urn:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049018UV[i)/controlActProcess{@classCode="CACT[@moo
dCode="EVN'|/subject{@typeCode="SUBJ[1}investigation Event{@classCode='INVSTG[@mocdCo
de="EVN/outboundRelationship{@typeCode="SPRT'|[relatedinvestigation/code[@code="1"|[@code
System='2.16.840.1.113883.3.989.2.1.1.22][1}/relatedinvestigation[@classCode="INVSTG'[[@moo
dCode="EVN/subjectOf2[@typeCode="SUBJ'|[1}/controlActEvent{@classCode="CACTJ[@moodCo
de='"EVN'Jauthorj@typeCode='AUT/assignedEntity[@classCode="ASSIGNEDYVcode[@codeSyste
m='2,16.840.1.113883,3.989.2.1.1.3V@code

| REROE—RESCET

S ICH a—FURFDS—
Paw ’

MCCI_IN200100UVE[@I TSVersion="XML_1.0Y[@xsi:schemal.ocation="urn:hi7-org:v3 .
MCCE_IN200100UV01.xsd PPORR_IN49016UV[rjfeontrolActProcess[@classCode="CACT {@mao
dCode="EVN}/subject{@typeCode="SUBJ[1]finvestigationEven{@classCode=NVSTG[@moodCo
de="EVN/outhoundRelationship{@typeCode="SPRT|frelated Investigation/code[@code="1"[@code
Systern="2.16.840.1.113883.3.989,2.1.1.22][1 JirelatedInvestigation[@classCode="INVSTG[@moo
dCode="EVNsubjectOf2[@typeCode="SUBJ[1}/contral ActEveni@classCode="CACT|[@moodCo
de="EVN'Jauthorj@typeCode="AUT}/assignedEntity[@classCode="ASSIGNEDJ/code[@codeSyste
m="2.16.840.1.113883.3.989.2.1.1.3'V@codeSystemVersion

F OO EPRNT

e C.1.81

BEQERBTRERS L=
DEOEMNWINTFEH
e .

F—IE

Boolean (BL)

/MCCI_IN200100UNVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org:va
MCCL_IN200100UV01.xsd"VPORR_IN049016UVIr)/controlAciProcess[@classCode="CACT]{@moo
dCode="EVN')isubjectf@typeCode="SUBJ)[1}investigationEvent{@classCode="INVSTG][@moodCo
de="EVN/subjectOf2[@typeCode="SUBJ][investigationCharacteristic/code{@code="2[@codeSyste
m='2,16.840.1.113883.3.988.2.1.1.237|[1])finvestigationCharacteristic[@classCode='"0BS'[@moodC
ode="EVNvalue[@xsi:type="BL'{{@value :
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NullFlavor

(Bl 3)

/MCCI_IN200100UVD1[@ITSVersion="XML._1.0')[@xsi:schemalocation="urn: hi7-org:v3
MCCI_IN200100UVD1.xsd VPORR_ING49018UV[r)/icontrolActProcess|@classCode='"CACT][@moo
dCode="EVN)/subject{@typeCode="SUBJ[1)investigationEvent{@classCode=INVSTG][@moodCo
de="EVN/subjectOfZ[@typeCode="SUB.J[investigationCharacteristic/code[@code="2)[@codeSyste
m='2,16.840,1,113883.3.989.2.1.1.23)[1}investigationCharacteristic[@classCode="0BS|[@moodC
ode="EVNvalue[@xsi.type='BL'{/@nullFlavor

h C19.1r

EFIN T ORERE (BEZ
HL#YED)

~ &
=

YiEL

MCCI_IN200100UVO01[@ITSVersion="XMt._1.07[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN048016UV[rl/contralActProcess[@classCode="CACT|[@moo
dCode='EVN'}/subject{@typeCode="SUBJ[1]/investigaticnEvent(@classCode=INVSTG[@moodCo
de="EVN'//subjectOf1[@typeCode="SUB.J"J[controlActEvent/id]

e c.1.9.1.r1

IR 7 DA

100AN

Instance Identifier

{mn

assigningAuthorityNa
me=Character String

{sT)

IMCCI_IN200100UVD1[@ITSVersion="XML_1.0"[@xsi:schemal.ocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN0O480 16UV[r]/controfactPracess[@classCode="CACT|[@moo
dCode="EVN')/subject{@typeCode="SUBJ|[1)investigationEvent[@classCode=INVSTG|[@moodCo
de="EVN'VsubjectOf [@typeCode="SUBJ][controlActEvent/id][ricontrolActEventid[@root="2.16.840
.1.113883.3.989.2.1.3.3[1[/@assigningAuthorityName

e C.19.1r2

EFENT

100AN

Instance ldentifier
(I

extension=Character
String {ST) ]

/MCCI_IN200100UV01 [@1TSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN206100UV01:xsd'YPORR_ING49016UV[r)/controlActProcess[@classCode="CACT |[@moo
dCode="EVN'l/subject{@typeCode="SUBJT[1)investigationEvent[@classCode="INVSTG[@moocdCo
de="EVN')/subjectOf1 [@typeCode="SUBJ[controlActEventiid][r)/controlActEventiid{@root="2.16.840
.1.113883.3.989.2.1.3.3[1}/@extension

e C.1.10r

FRELHEATIRSOMW
T BEICGCBYET)

100AN

Instance Identifier
(m

extansion=Character
String (ST}

/MCCI_IN200100UVO01[@ITSVersion="XML_1.0[@xsi:schemalocation="umn:hi7-org:v3
MCCL_IN200100UVD1,xsd/PORR_IN049016UV[iJcontrolActProcess{@classCode="CACT][@moo
dCode='EVNY/subjectf@typeCode="SUB.J|[1)investigationEvent{@classCode=INVSTGT[@moodCo
de="EVN'VoutboundRelationship[@typeCode="SPRT[relatedinvestigation/cade/@nuliElavar="NAT][r]
Irefatedinvestigation[@classCode='INVSTG'[@mocdCode="EVN'/subjectOfi2[@typeCode="SUBJ}
1}icontrolActEvent[@classCode="CACT][@moodCode="EVN"/id[@root="2.16.840.1.113883.3,989.2,
1.3.2][1}/@extension

h C.1.11

WM/ HIE

e . C.1.111

BEWEEE

1N

Coded With
Equivalents (CE)

code=Character
String (ST)

"IMCCL_IN200100UV01[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn:hi7-org:v3

MCCI_IN2001000V01.xsd'YPORR_ING49018UV[riicontrolActProcess[@classCode="CACTT[@moo

dCode="EVN'/subject[@typeCode="SUBJ'|[1)finvestigationEvent{@classCode=INVSTG[@moodCo
de="EVN'}/subjectOf2[@typeCode="SUBJfinvestigationC haracteristic/code[@code=~"3'li@codeSyste
m='2,16.840.1.113883.3.989.2.1.1.237)[1}/investigationCharacteristic[@classCode="0BS|[@moodC

ode="EVN/value{@xsitype="CE'|[@codeSystem="2.16.840.1.113883,3.880.2.1.1.5V@code

BEWE A BEEIBTS
ICH a—FUZR Fds—
Pay

MCCI_IN200100UVD @I TSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UVTH .xsd’)/PORR_INO490 16UV [r)/controlActProcess[@classCode="CACT[@mao
dCode="EVN'Vsubject{@typeCode="SUBJ[1)/investigationEvent{@classCode="INVSTG[@moodCo
de="EVN'VsubjectOf2[@typeCode="SUB. JfinvestigationCharacteristic/code[@code="3[@codeSyste
m=2.16.840.1.113883.3.989.2.1.1.231)[1)investigationCharacteristic|@classCode="0BS lj@moodC
ode="EVNvalue[@xsitype="CET[@codeSystem="2.16.840.1.113883.3.989.2.1.1.5/@codeSystem
Version

e C1.11.2

HEWR A FERS

2000AN

Coded With
Equivalants (CE)

originalText =
Encapsulated Data
(ED}

MCCI_IN200100UVM[@ITSVersion="XML_1.0')[@xsi:schemal ocation="um:hi7-org:v3
MCCI_IN200100UV01.x5d'YPORR_IN043016UV[r)icontrolActProcess[@classCode="CACTI[@moo
dCode="EVN'/subject{@typeCode="SUB.J[flfinvestigationEvent{@classCode=INVSTG[@moodCo
de="EVN')/subjectOf2[@typeCode="SUBJfinvestigationCharacteristic/code[@code="4][@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.23")[1)/investigationCharacteristic[@classCode='0BS |[@moodC
ode="EVN'//value[@Xxsi:type="CE"Voriginal Textiext(

ICH ICSR. HEHffAGTEER
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h c.2r

BREERE (BRI LS
YiE7)

YiEL

N
™

(BER3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'l[@xsi:schemalLocation="um:hl7-org:v3
MCCI_IN200100UVG1 . xsd FPORR_IN049016UV]r)/controlActProcess{@class Code="CACT [i@moa
dCode='EVN'/subject[@typeCode="SUBJ|[1]/investigationEvent[@classCode='INVSTG'[@moodCo
de="EVN'/outboundRelationship[@typeCode="SPRT[related Investigation/code{@code="2'[@code
System='2,16.840,1.113883.3,988.2.1.1.22]

h c.ar1

HEEDRE

e carin

BEEORA

S0AN

Person Name (PN)

prefix=Entity Name
Part (ENXP)

IMCCIL_IN200100UVOM[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 . xsd'YPORR_IN0O498016UV[r)/controlActProcess[@classCode='"CACTJ[@moo
dCode="EVN')subject{@typeCode="SUBJ[1]}investigationEvent[@classCode="INVSTG[@moodCo
de="EVN'JoutboundRelationship[@typeCode="SPRT"[relatedInvestigation/code[@code="2"|[@code
System='2,16.840.1.113883.3.989.2.1.1.227][f)related Investigation[@classCode="INVS TG [@mood
GCode="EVN/subjectQi2[@typeCode="SUBJTicontrolActEvent@classCode="CACT][@moodCode='
EVNY{/authof@typeCode="AUT )/assignedEntity[@classCode='ASSIGNED)/assignedPerson[@clas
sCode='"PSN'[@determinerCode="NSTANCEYname/prefix[1}4ext()

NullFlavor

IMCCI_INZ00100UV01 [@ITSVersion="XML_1.0°][@xsi:schemalocation="urn:hl7-org:v3
MGCL_IN200100UV01.xsd WPORR_IN049016UV[iJcontrolActProcess[@classCode="CACT [j@moo
dCode="EVN/subjectj@typeCode='SUBJ[1}investigationEvent[@ciassCode=INVSTG[@moocdCo
de="EVNJ/outboundRelationship[@typeCode="SPRT[relatedInvestigation/code{@code="2[@ccde
Systemn="2.16,840.1.113883.3.9808.2.1.1.227][r)/relatedInvestigation[@classCode="INVSTG'| [@mood
Code="EVN')/subjectOf2[@typeCode="SUBJ YcontrolactEveni[@classCode="CACT][@moodCode='
EVN'/author[@typeCode=AUT )/assignedEntity[@classCode="ASSIGNEDJ/assignedPerson{@clas
sCode="PSN'|[@determinerCode="INSTANCE'/name/prefix[1J}@nullFlavor

e - C.2r1.2

HBEEOEN

G60AN

Person Name (PN)

given=Entity Name
- Part (ENXP}

IMCCI_INZ00100UV01[@ITSVersion="XML_1.0°l{@xsi.schemaLocation="urn:hl7-org:v3
MGCI_IN200100UVD1,xsd IPORR_INO48018UV[rTicontrolActProcess[@classCode="CACT|[@moo
dCode="EVN')//subjectj@typeCode="SUBJ][1)/investigationEvent[@classCode=INVSTG'[@mocdCo
de="EVN'J/outboundRelationship[@typeCode="SPRT ][relatedInvestigation/code[@code="2[@cude
System="2.16.840.1.113883.3.980.2.1.1.227|[r}/relatedinvestigation[@classCode="INVSTG'[@mood
Code="EVN'/subjectOf2{@typeCode="SUBJ J/contralActEventj@classCode='CACT[@moodCode="
EVN'/fauthor[@typeCode="AUT JassignedEntity{@¢lassCode='ASSIGNED VassignedPerson[@clas
sCode="PSN'[@determinerCode=INSTANCE'/name/given[1)itext(}

NullFlavor

/MCCI_IN2001 00UV [@ITSVersion="XML_1.0[@xsi:schemal.ocation="urn:hl7-org:va
MCCI_IN200100UVO1.xsd'/PORR_INO49016UV(r)/controlActProcess{@classCode='CACT[@moo
dCode='"EVN')/subjecti@typeCode="SUBJ[1}investigationEvent{@classCode=INVSTG'[@moodCo
de="EVN/outboundRelationship[@typeCode='SPRT][relatedInvestigation/code{@code="2"[@code
System="2.16.840.1,113883,3,989.2.1.1.227)[|related Investigation[@classCode='INVSTG'][@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ]/controlActEvent{@ciassCode="CACT j{@maoodCode="
EVN'/author{@typeCode="AUT)/assignedEntity[@classCode="ASSIGNEDY/assignedPerson[@clas
sCode="PSN'|[@determinerCode="INSTANCE}name/given[1]/@nullFlavor

e C.2r1.3

#BHAOHME

B0AN

Person Name (PN)

given=Entity Name
Part (ENXP)

MCCI_IN200100UVO1[@ITSVersion=XML_1.0[@xsi:schemal.ocation="urn:hl7-org:v3 ~ R
MCCI_IN200100UV01 . xsd YPORR_IN049016UV[r)controlActProcess[@classCede="CACTH@moo
dCode="EVN'/subject{@typeCode="SUBJ][1})investigationEvent[@classCode="INVETG][@moodCo
de='"EVN'JoutboundRelationship{@typeCade='SPRT][relatedInvestigation/code[@code="2T[@code
Systern="2.16.840.1.113663.3.989.2.1,1.22|[r)/relatedInvestigation[@classCode="INVSTG j@mood
Code="EVN/subjectOf2[@1ypeCode="SUBJVcontrolActEvent[@classCode='"CACT Ji@moodCode='
EVN'/author[@typeCode="AUT VassignedEntity[@classCode="ASSIGNED VassignedPerson[@clas
sCode="PSN@determinerCode="INSTANCEname/given[2]/text() -

ICHICSR HifTaufEsk

9.
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NullFlavor

(BN#E3)

IMCCL_IN200100UVD1[@IT SVersion="XML_1.0[@xsi:schemat.ocation="urn;hl7-org:v3
MCC1_IN200100UV01.xsd YPORR_INO49016UV]r)/controlActProcess|@classGode="CACT][@moo
dCode="EVN'|/subject{@typeCode="SUBJ][1)/investigationEvent{@classCade=INVSTG"[@moodCo
de="EVN'J/outboundRelationship[@typeCode='SPRT[relatedinvestigation/code[@code="2T[@code
System='2.16.840.1.113883.3.989.2.1.1 22‘]][r]!related|nvestlgatton[@classCode-‘INVSTG‘][@mood
Code="EVN]/subjectOf2[@typeCode='SUBJ/contralActEvent[@classCode="CACT][@moodCode='
EVN'/author[@typeCode="AUT)/assignedEntity[@classCode="ASSIGNED JassighedPerson[@clas
sCode="PSN'|[@determinerCode="INSTANCE Pname/given[2)/@nullFlavor

e C.2r1.4

HEFoH

60AN

Person Name (PN)

family=Eniity Name
Part (ENXP)

/MCCI_INZ00100UVD1[@ITSVersion="XML_1.0'][@xsi:schemaLocation="urm:hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UV[r[/ControlActProcess[@classCode="CACT|[@moo
dCode="EVN')/subject[@typeCode="SUB.'][1VinvestigationEvent@classCode='INVSTG[[@moodCo
de="EVN')/outboundRelationship[@typeCode="SPRT'|[relatedInvestigation/codef@code="2"[@code
System="2.16.840,1.113883.3.98¢.2.1.1.22|[r)/relatedInvestigation[@classCode="INVS TG }[@mood
Code="EVN/subjectOf2[@typeCode='SUBJ VcontrolActEvent{@classCaode="CACT|[@moodCode="
EVN'/fauthor[@typeCode="AUT VassignedEntity[@dlassCode="ASSIGNED/assignedPerson[@clas
sCode="PSN[@determinerCode='INSTANCE /narne/family[1}text(}

NuliFlavor

/MCCL_IN200100UVO[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[rl/controlActProcess[@classCode="CACT{@moo
dCode=EVNYsubjecti@typeCode="SUBJ[1)investigationEvent[@classCode=INVSTG[@moodCo
de="EVN'J/outboundRelationship[@typeCode='SPRT[relatedInvestigation/code[@code="2"|[@code
System="2.16.840.1.1 13883.3.989.2.1.1.22']][r].frelatedlnvestigation[@classCodez'INVSTG'][@mood
Code="EVN')/subjectOf2[@typeCode='SUBJ'|/controlActEvent[@classCode="CACT[@moodCode="
EVN'Jfauthori@typeCode="AUT/assignedEntity[@classCode="ASSIGN ED‘]IassngnedPerson[@clas
sCode="PSN][@determinerCode="INSTANCE¥name/family[1}/@nullFlavor

h C.2r2

BEEOERAUVRBREES

] -1 C2r2

BEFOHR

BOAN

Crganization Name
(CN)

name=Enlity Name
Part (ENXF)

MCCI_IN200100UV01[@ITSVersion="XML_1.0'|[@xsi.schemalocation="urn:hI7-org:v3
MCCI_IN200100UV01.xsd/PORR_INO42018UV[r)/controlActProcess[@classCode="CACT|[@moo
dCode="EVN/subjectf@typeCode="SUBJ][1]/investigationEvenl@classCode='INVSTGi@moodCo
de="EVNT/outboundRelationship[@typeCode="SPRT {relatedInvestigation/code[@code="2"[@code
System='2.16.840.1.113883.3.980.2.1.1.22|fr)frelatedInvestigation[@classCode=INVS TG [[@mood
Code="EVN/subjectOf2[@typeCode='SUIBJ'VcontrolActEvent[@classCode="CACT[@moodCode="
EVNYauthor[@typeCode="AUT/assignedEntity[@classCode='ASSIGNED/representedOrganizatio
n[@classCode='ORGf@determinerCode="INSTANCE JassignedEntity[@classCode="ASSIGNED')ir
epresentedOrganization[@classCode='ORG'[@determinerCode=1NSTANCE /nameflext()

NuliFlavor

IMCCI_IN200100UVO1[@ITSVersion=XML_1.07[@xsi:schemalocation="urn; h17-org:v3
MCCI_IN200100UVD1.xsdYPORR_IN049016UV[r//controlActProcess[@classCode="CACT|[@moo
dCode="EVN Vsubject[@typeCode="SUBJ[1)investigationEvent{@classCode=INVSTG'|j@moodCo
de="EVN'foutboundRelationship[@typeCode="SPRT[relatedinvestigation/code[@code="2'@code
System="2.16.840.1.113883,3.989.2.1.1.22T[1]/related Investigation[@classCode=‘INVSTG‘][@mood
Code='EVN')/subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode='"CACT|[@moodCode="
EVN'Jiauthor[@typeCode='AUT Y/assignedEntity[@classCode="ASSIGNEDJrepresentedQrganizatio
nf@classCode="ORG'|[@determinerCode="INSTANCE VassignedEnlity[@classCode="ASSIGNED')r
epresentedOrganization[@classCode="ORG'|[@determinerCode=INSTANCE)/name/@nullFlavor

' . ICHICSR ##iThOtEeR
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e Gc.2rzz2

HEEORF

BOAN ~

Organization Name

(ON

name=Entity Name -
Part (ENXP)

(BEE3)

MCCL_IN200100UVD1 [@ITSVersion="XML_1.0[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01 xsd'FPORR_IND46016UV[r/icontrolActProcess{@classCode="CACT'[@moo
dCode='EVN/subjeci{@typeCode="SUB.'|[1)investigationEvent[@classCode=INVSTGJ[@moedCo
de='EVNYoutboundRelaticnship[@typeCode="SPRT[frelatedinvestigation/codef@code="2"l{@code

| System='2.16.840.1.113883.3,989,2.1.1.221[)relatedInvestigation[@classCode=INVSTG'[@mocd

Code="EVN/subjectOf2[@typeCode="SUBJ/controlActEventi@classCode="CACT][@moodCode="
EVNYauthor@typeCode="AUT/assignedEntity[@classCode="ASSIGNED')/representedOrganizatio
nj@classCode='ORGT[@determinerCode='INSTANCE Tiameftext() =

NullFlavor

MCCLIN200100UVO1{@ITSVersion="XML_1.0'[[@xsi:schemal.ccation='urn:hl7-org:v3
MCCI_IN200100UVT1.xsd'/PORR_IN049016UV[]/controlActProcess[@classCode='"CACT][@mao
dCode="EVN')isubject{@typeCode="SUBJ][1]/investigationEvent@classCode="INVSTG'[@moodCo
de="EVNYoutboundRelationshipl@typeCode="SPRT'|[retatedInvestigation/code[@code="2"[@code
Systam="2.16.840.1.113883.3.989,2.1.1,22]|[r/related Investigationf@classCode='INVS TG [@mood
Code="EVN'YsubjectOf2[@typeCode="SUBJ JcontrotActEvent[@classCode='CACT[@mocdCode='
EVNTauthor[@typeCode="AUT)/assignedEntity{@classCode="ASSIGNED)representedOrganizatio
n[@classCode="ORG'[[@determinerCode="INSTANCE]/name/@nullFlavor

e C.2r2.3

|EEOER (HH)

100AN

Postal Address (AD)

étreemddressLine=A
ddress Part (ADXP).

MCCI_IN200100UVD1[@ITSVersion=XML_1.0'[@xsi:schemalocation="urn:hi7-org:va
MCCI_INZ200100Uv0 1, xsd'YPORR_IN049016UV{r}/controlActProcess|@classCode="CACT li@moo
dCode="EVNY/subjectj@typeCode="SUBJ[1)investigationEvent{@classCode=NVSTG][@moodCo
de='"EVNT/cutboundRelationship[@typeCode="SPRT[relatedinvestigation/code[@code="2"l[@code
System="2.16.840.1.113883.3.989.2.1.1.22|[r/related Investigation]@classCode="INVSTG'[@mocod
Code="EVN')/subjectOf2[@typeCode="SUBJJcontrolActEveni@classCode="CACT J{@moodCode="
EVNYauthorf@typeCode='AUTVassigned Enity[@classCode="ASSIGNED faddr{1]/streetAddresski
nel1)/text()

NullFlavor

IMCGCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn; hi7-grg:v3
MCCI_IN200100UV01 xsd'/PORR_IN049016UV[ricontrolActProcass[@classCode='CACT][@mao
dCode='EVN/subjeci|@typeCode="SUBJ|[1]investigationEvent[@classCode=INVSTG[@moodCo
de="EVNVoutboundRelationship[@typeCode="SPRT[relatedInvestigation/code[@code="2][@code
System='2.16.840.1,113883.3,989.2.1.1.22|[{}/relatedInvestigation[@classCode="INVSTG J[@mooad
Code="EVN)/subjectOf2[@typeCode="SUB.JlcontrolActEvent[@classCode='"CACT J[@moodCode='
EVNYVauthor@typeCode="AUT")/assignedEntity[@classCode='ASSIGNED)/addr[1)/streetAddressLi
ne{1J@nullFlavor

e c2r24

BEEOET (HRTHE)

35AN

Postal Address (AD)

city=Address Part
(ADXP)

{MCCI_IN200100UVO1 {@ITSVersion="XML_1.0[@xsi:schemalocation="umn:hi7-org:v3
MCCI_IN200100UV01 xsd'VPORR_IN048016UV]r)/controlActProcess[@classCode="CACT [@moo
dCode='EVN'/subjecti@typeCode="SUB.F][1}investigationEvent{@classCode='INVSTG)[@moodCo
de="EVN/outboundRelationshipi@typeCode='SPRT{relatedInvestigation/codef@code="2{@code
Systern='2.16.840.1.113883.3.989.2.1.1.227][)/relatedInvestigation[@classCode="INVSTG)[@mood
Code="EVN'}/subjectOf2{@typeCode="SUBJ)controlActEventi@classCode="CACT][@moodCode="
EVNY/author@typeCode="AUT /assignedEntity[@classCode="ASSIGNED addr{1]/city[ 1}/texi(}

NullFlavor

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:va
MCCI_IN200100UV01.xsd'YPORR_ING49016UV[r)/controlActProcess[@classCode="CACT][@moo
dCode="EVN)/subject[@typeCode="SUBJ[1}investigationEvert{@classCode="INVSTG"|[@moodCo
de="EVN/outboundRelationship[@{ypeCode='SPRT|[relatedInvestigation/code[@code="2T[@code
System='2.16.840.1.113883.3.989.2.1.1.22Y[1)/related Investigationj@classCode="INVSTG'| [@mood
Code="EVNYisubjectOf2[@typeCode="SUBJVcontralActEvent{@classCode='CACT |j@moodCode='
EVN7Yauthor[@typeCode="AUTVassigned Entity[@classCode="ASSIGNED Vaddr[1)/city[1)@nullFla
vor

ICH ICSR H:fffiIELR
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e C2r2s

BESOER (BERRE)

40AN

state=Address Part

Postal Address (AD) (ADXP)

(BEs3)

MCCI_IN20D100UVO1[@ITSVersion="XML_1.07[@xsi;schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd)/PORR_IN0490 16UV[r)/controlActProcess[@classCode="CACT][@moo
dCode="EVN]/subjecti@typeCode="SUBJ[1)investigationEvent{@classCode=INVSTG[@moodCo
e="EVN}/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')/subjectOf2[@typeCode="SUBJ J/controlActEvent[@classCode='CACTl@moodCode='
EVN'Jauthor[@typeCode='AUT JassignedEntity[@classCode='ASSIGNED}/addr{1 Vstate[1]itext()

NullFfavor

IMCCI_IN2C0100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="um:hl7-org:v3 .
MCCI_IN200100UV01.xsd /PORR_IN049016UV[r)/controlActProcess[@classCode='CACT][@moo
dCode="EVN)/subjecl{@typeCode="SUBJT{1)investigationEvent{@classCode="INVSTG'[[@moodCo
de="EVN'J/outboundRelationship[@typeCode="SFRT[related Investigation/code[@code="2"][@code
System='2.16.840.1.113883.3.980.2.1,1.22}[)/relatedInvestigation[@classCode="INVS TG'|[@mood
Code="EVN')/subjectOf2{@typeCode='SUBJ Ycontro!ActEvent|@classCotde="CACT][(@mocodCode="
EVN']Iauthnr{@typeCode-'AU'I"]IassmnedEntlty[@classCode-'ASSIGNED']Iaddr[1]Istate[1]!@nulIF|
avor

e -C.21.2.6

BEBQERN (BEES)

15AN

postalCode=Address

Postal Address (AD) Part {ADXP)

MCCI_IN200100UVO01 [@ITSVersion='XML_1 .0'li@xsi:schemaLocation="um:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IND49016UV(r)/controlActProcess{@classCode='"CACT][@moo
dCode="EVNY)/subjecti@typeCode="SUBJ|[1)investigationEventf@classCode=INVSTG|[@movdCo
de="EVN'/outboundRelationship[@typeCode="SPRTI[relatedInvestigation/codef@code="2[@code
System='2.16.840.1.113383.3.988,2,1,1.22]|[/}relatedinvestigationf@classCotde="INVS TG [@mood
Code="EVN'/subjectOf2[@typeCode='SUBJ JicontroldctEvent[@classCode='"CACT)[@moadCode="
EVNT/author[@typeCode='AUT JassignedEntity[@classCode='ASSIGNEDVaddr{1)/postalCode[1]/te
xt) .

NuliFlavor

MMCCI_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UVD1 xsd)YPORR_ING48018UV[r//controlActProcess[@classCode="CACT][@moo
dCode="EVN'/subject{@typeCode='SUBJ[1VinvestigationEvent@classCode=INVSTG][@moodCo
de='EVN'/outboundRelationship[@typeCode='SPRT|[relatedinvestigation/code[@code="2[@code
Systemn='2.16.840.1.113883.3.989.2.1.1.22[rJrelated |nvestigation[@classCode=’lNVSTG'][@mood
Code="EVN'VsubjectOR[@typeCode='SUBJ)/controlActEvent[@classCode='CACT|[@moodCode="
EVNauthor[@typeCode='AUT )/assignedEntity[@classCode="ASSIGNED"Vaddr[1}/postalCode{1}/
@nullFlavor

e c.2r27

BEHORESS

33AN

Telecommunication
Address (TEL)

substring((MCCI_IN200100UVD1 [@ITSVersion='XML_1 .0[@xsi:schemaLocation="um:hi7-org:va
MCCI_IN200100UV31.xsdYPORR_IN045016UV[r)/controlActProcessi@classCode="CACT]i@moo
dCode="EVN/subject[@typeCode="SUBJ[1}/investigationEvent{@classCode=INVSTG)[@moodCo
de="EVN]/outboundRelationship[@typeCode="SPRT[relatedInvestigation/code[@code="2"[@code
System='2.16.840.1.113883.3.989.2.1.1.227)[r)relatedinvestigation[@class Code="INVSTG'[[@mood
Code="EVN'/subjectOf2{@typeCode='SUBJ Y controlActEvent{@classCode=CACT|[@moodCode="
EVN'Jfauthor[@typeCode="AUT)/assignedEntity@classCode='ASSIGNEDtelecom[starts-with(@v
alue,'tel:Y[1)/@value, 5)

NullFlavor

/MCCI1_IN200100UVO1 [@ITSVersion="XML_1.0'][@xsi:schemaLocation="um:hi7-org:v3
MCCI_IN200160UV01.xsd' YPORR_IN049016UV[r)/controlActProcess[@classCode="CACT'|[@moo.
dCode= ="EVNT/subject{@typeCode="SUBJ[1]investigationEvent[@classCode="INVSTG|[@moodCo
de="EVN')/outboundRelationship[@typeCode="SPRT|[refatedInvestigation/code[@code='2][@code
System='2.16.840.1.113883.2.989.2.1.1.22T|[rJfrelated Investigation[@classCode=NVSTG'[@mood
Code="EVNYsubjectOf2[@typeCode="SUBJ}/contralActEvent[@classCode="CACT][@moodCode="
EVN']lauthor[@typeCude='AUT']Iass|gnedEnt|ty[@classCode=‘ASSiGNEB'].fteIecom[starts -with{(@v
alue,'tel: ')][11#@nuIIFiavor

ICH ICSR #{iT#0TE%R
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e C.2.r.3

#HEEOEI—-F

Concept Descriptor

(CD

code=Charactar

| String (8T)

(I 3)

MGCCI_IN200100UVO1 [@ITSVersion="XML_1.0"[@xsi:schemal.ocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'PORR_IN049016 UVr)/controlActProcess[@classCode='CACT [[@moo
dCode="EVN'Vsubjecti@typeCode="SUBJ[1}finvestigationEvent{@classCode="INVETG[@moodCo
de='"EVNT/outboundRelationship[@typeCode="SPRT[relatedInvestigation/code[@code="2'[@code
Systemn='2.16.840,1.113883.3.989.2.1.1.221][r)/relatedInvestigation[@classCode="INVS TG [@mood
Code='EVNY/subjectOf2[@typeCode='SUBJ Y controlactEventf@classCode="CACT|[@moodCode='
EVNY/author[@typeCode='AUT V/assignedEntity[@classCode="ASSIGNEDassignedPerson[@clas
sCode="PSN][@determinerCode="INSTANCEVasLocatedEntity[@classCode="LOCE'][1]/location[@
classCode="COUNTRY'|[@determinerCode="INSTANCEJicode[@codeSystem=".0.3166.1.2.2')/@c
ode - :

NullFlavor

/MCGI_INZ00100UVO1 [@ITSVersion="XML_1.0'l[@xsi:schemalocaiion="urn:hl7-org.v3
MCCI_IN200100UVD1.xsd')PORR_INC48018UV[r)/controlActProcess[@classCode='CACT |[@moo
dCode="EVN/subject{@typeCode="SUB.J|[1}/investigationEvent{@classCode="INVS TG j[@mocdCo
de="EVN'J/outboundRelationship[@typeCode='SPRT'|[related Investigation/code[@code="2[@code
System='2.16.840.1,113883.3.980.2.1.1.22T|[r}/related Investigation|@classCode="INVS TG'|[@mood
Code="EVN/subjectOf2[@typeCode="SUBJJcontrolActEventj@classCode='CACT|[@muoodCode='
EVN'Yauther[@typeCode="AUT/assignedEntity[@classCode~'ASSIGNED)/assignedPerson[@clas
sCode="PSN][@determinerCode="INSTANCE)asLocatedEntity[@classGode="LOCE[1}ocation[@
classCode="COUNTRY'|[@determinerCode='INSTANCEfcode[@codeSystem="1.0.3166.1.2.2)/@n
ullFlavor .

e c.ar4d

wig

1N

Coded With
Equivalents (CE) -

code=Character
String (ST)

MCCI_IN200100UVO1{@ITSVersion="XML_1.0"[@xsi:schemalocation="umn:hi7-org:v3
MCCI_IN200100UV01 . xsd'/PORR_IN048016UV[J/controlActPracess[@classCode="CACT][@moo
dCode="EVNsubject{@typeCode='SUBJ[1)/investigationEveni{@classCode='INVSTG'[[@moodCo
de='EVNfoutboundRelationship{@typeCode='SPRT][relatedInvestigation/codef@code="2"|@code
System=2.16,840.1.113883.3.989.2.1.1.22|[r/relatedinvestigation[@classCode=INVS TG [@mood
Code=~EVNY/subjectOf2[@iypeCode="SUBJYcontrolActEventi@classCode="CACTJi@moodCode='
EVNJauthor[@typeCode='AUT")/assignedEntity[@classCode='ASSIGNED /assignedPerson[@clas
sCode="PSN|[@determinerCode="INSTANCEfasQualified Entity[@classCode='QUAL[1}Vcode[@co
deSystemn='2.16.840.1.113883.3.989.2.1.1.6")/@code

WAEI=R8Y S ICH a—F U
AbDi—a

/MCCL_INZ00100UVO1[@1TSVersion="XML,_1.0'l[@xsi:schemalocation=um:hi7-org:v3
MCCI_IN200100UV01.xsd PPORR_IN0480 16 UV[rlcontrolActPracess[@classCode="CACT J[@mco
dCode="EVN'//subject[@typeCode="SUBJ][])/investigationEvent@classCode="INVSTGj@moodCo
de=EVNToutboundRelationship[@typeCode="SPRT [[relatedInvestigation/code]@code="2[@code
System='2.16.840.1.113883.3.989.2.1.1.22|fr)/relatedInvestigation[@classCode="INVS TG T[@mood
Code='EVN/subjectOf2[@typeCode="SUB.J"/controlActEvent[@classCode="CACT[@moadCode='
EVNYauthor[@typeCode='AUT JfassignedEntity[@classCode="ASSIGNED VassignedPerson[@clas
sCade="PSN|[@determinerCode=NSTANCE JasQualifiedEntity[@classCode="QUAL T 1)/codef@co
deSystem='2.16.840.1.113883,3.989.2.1.1.6)V@codeSystemVersion

NullFtavor

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="um:hl7-org.v3
MCCI_IN200100UV01.xsd'YPORR_INO49016UV[}/contralActProcess@classCode='CACT][@mao
dCode='EVNVsubject{@typeCode="SUBJ|[1)investigationEvent{@classCode=NVSTE'|[@moodCo
de="EVNfoutboundRelationship[@typeCode='SPRT[related Investigation/code[@code="2[@code
System='2.16.840.1.113683.3.989.2.1.1.221|[rY/related Investigation[@classCode="INVS TG [@mood
Code='EVN/subjectOf2[@typeCoade="SUBJ]/controlActEventj@clazsCode='"CACT'|[@moodCade='
EVNYauthori@typeCode="AUTassignedEntity{@classCode="ASSIGNEDVassignedParson[@clas
sCode='PSN'|[@determinerCode="INSTANCE VasQualifiedEntity[@classCode="QUAL[1)/code[@co
deSystem='2.16.840.1.113883.3.989.2.1.1.6Y@nullFlavor

ICH ICSR H:fftaE#H
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-] C.2r5

AR BM.EDE

—RARBT

N

Real Number

{REAL)

(B 3)

MCCI_IN200100UVO1 [@ITSVersion="XML_1.0'[{@xsi:schemalacation="um:hi7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN049016UV[r)/controlActProcessi@classCode="CACT][@moo
dCode="EVNisubject[@typeCode="'SUBJ[1}linvestigationEvent{@classCode=INVSTG@moodCo
de="EVN/outboundRelationship[@typeCode="SPRT{relatedInvestigation/dode[@code="2T[@code
System='2.16.840.1.113883.3.989.2.1.1.22'|[r)/priorityNumber/@value

EMTEHEREOREEIC

BT SfiReR

e C.31

ZEEOEE

1N

Coded With
Equivalents {CE)

code=Character
String (ST)

MGCI_IN200100UVD1[@ITSVersion="XML_1.0T[@xsi:schemalocation="urn:hi7-org:v3
MCCI_iN2060100UV01.xsd /PORR_IN049018UV[r)/controlActProcess[@classCode="CACT|[@moo
dCode="EVNsubject{@typeCode="SUBJ[1]/investigationEvent{@classCode="INVSTG{[@moodCo
de="EVNYsubjectOf1 [@typeCode="SUBJT[controlActEvent/author/assigned Entity/code{@codeSyste
m='2,16.840.1.113883.3.989.2.1.1.7']j[1)/controlActEvent[@classCode='"CACT)[@moodCode="EVN']
fauthorf@typeCode=" 'AUT‘]Iass|gnedEntity[@classCode ='ASSIGNED)/code[@codeSystem="2.16.84
0.1,113883.3.989.2.1.1.7/@code

BRIESOEEIZAY S ICH

—FUR DA

—a

/MCCI_IN200100UV01 [@ITSVersion="XML_1.07[@xsl:schemalocation='urn:hi7-org:v3
MCCI_IN200100UVO1.xsd'YPORR_IN049016UV[1)/controlActProcess{@classCode="CACT J[@moo
dCode="EVN')/subject[@typeCode="SUBJ[1)/investigation Event[@classCode=NVSTG@moodCo
de="EVN'/subjectOf{[@typeCode="SUB.][controlAciEvent/author/assignedEntity/code[@codeSyste
m="2.16.840.1.113883.3.989.2.1. 1.7']j[1)controlAciEvent@classCode="CACT|[@moodCode="EVN'
Vauthar{@typeCode="AUT )/assignedEntity[@classCode="ASSIGNED'icode[@codeSystem="2,16.8
40.1.113883.3.989.2.1.1.7'//@codeSystemVersion

e C.3.2

EEEOBE

100AN

Organization Name
(ON)

name=Entity Name
Part (ENXP}

IMCCI_IN200100UVO{@ITSVersion="XML_1.0')[@xsi:schemalocation="um;hi7-org:v3
MCCI_IN200100UV01.xsd')/PORR_IN049016UVr)/controlActProcess[@classCode="CACT][@moo
dCode='EVN/subject{@typeCode="SUBJ[1)investigationEveni{@classCode="INVSTGJ[@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']
fauthorj@typeCode='AUT")assignedEntity[@classCode="ASSIGNED/representedOrganization[@cl
assCode="ORG'|[@determinerCode='INSTANCEYassignedEntity[@classCode="ASSIGNED T/repres
enledOrganization[@classCoqe='0RG'][@delerminerCode='lNSTANCE']{nameﬂext()

h C33

BEEEOREE

e C.3.3.1

EEEOHE

60AN

Organization Name
(ON)

name=Entity Name
Part (ENXP)

MCCI IN2001CIUUVD1[@ITSVerS|on=‘XML 1.07[@xsi:schemalocation="um;hi7-org:v3
MCCIIN200100UV01.xsd /PORR_ IN04901SUV[r].fcontrolActProcess[@classCode"'CACT'}[@moo
dCode=EVN'Ysubject[@typeCode="SUBJ[1 JinvestigationEvent{@classCode='(NVSTG|[@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='AUT)/assignedEntity[@classCode="ASSIGNED')/representedOrganization]@cl
assCode="ORG'|j@determinerCode="INSTANCE'/name/text()

e C.33.2

EEEORA

S0AN

Person Name (PN)

prefix=Entity Name
Part (ENXF)

MMCCILIN200100UVIM [@ITSVearsion="XML_1.07[@xsi:schemal.ocation="um;:hl7-org:v3
MCCI_IN200100UV01.xsd')/PORR_IN049018UV[r)icontrolActProcess[@classCode='CACT][@moo
dCode='EVN]/subject|@typeCode="SUBJ'][1}/investigationEvent{@classCode="INVSTG[@moodCo
de="EVN'//subjectOf1[@typeCode="SUBJT[centrolActEvent/authorfassignedEntity/code{@cadeSyste
m=2,16.840,1.113883.3.989.2.1.1.7'[I[1//controlActEvent[@classCode='CACT|[@mood Code="EVN']
fauthor[@typeCode='AUT /assignedEntity[@classCode="ASSIGNED")/assignedPerson[@classCode
='PSNT[@determinerCode="INSTANCEJmame/prefix[1]}itext()

ICH ICSR #iiThaE®
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8 C.3.3.3

ERBEDAN-

B0AN

Person Name {PN)

given=Entity Name
Part {(ENXP)

(BIER3)

MCCI_IN200100UVD1[@ITSVersion="XML_1.0[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN042018UV[r)/controlActProcess]@classCode='CACT ] [@moo
dCode=' EVN')/subject{@typeCode="SUBJ"[1}finvestigationEvent{@classCode='INVSTGl[@moodCo
de="EVN')/subjectOf [@typeCade="SUBJ[controlAciEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7]][1}controlActEventi@classCode="CACT|[@maodCode="EVNY]
lauthor{@typeCode="AUT)/assignedEntity{@classCode="ASSIGNED)fassignedPerson[@classCode
='PSN'|[@determinerCode="INSTANCE'/name/given{1]text(} -

e ‘| C.3.3.4

RIEEOPES

60AN

Person Name (PN}

given=Entity Name
Part (ENXP)

MCCI_IN200100UVH [@ITSVersion="XML_1.0[@xsi:schemal.ocation="urn:hl7-org:v3

| MCCI_IN200100UVD1.xsd' YPORR_IN048016UV[r)/controlActProcess[@classCode='"CACT J[@moo

dCode="EVN')/subject[@typeCode="SUB.J[1)investigationEventj@classCode=NVS TG [@moodCo
de="EVN'/subjectOf [@typeCode="SUBJ JlcontrolActEventfauthor/assignedEntity/code]@codeSyste
m="2.16.840.1.113883.3.989.2.1.1.7][1)/controlActEvent[@classCode='CACT][@moodCode="EVN']
fauthorf@typeCode="AUTYassignedEntity[@classCode="ASSIGNED /assignedPerson[@classCode
=PSN’[@determinerCade="INSTANCE]mame/given[2]text(}

e C.3.3.5

EEEOR

G60AN

Person Name {PN)

family=Entity Name
Part (ENXP)

IMCCI_IN200160UV01 [@ITSVersion=XML_1.07[@xsi:schemal ocation="urr:hl7-org:v3
MCCI_IN200100UV01.xsd')/PORR.IN0480168UV[r)/controlActProcess[@classCode='"CAC T |[@moo
dCode='EVNJ/subjectj@typeCode="SUBJ[1)/investigationEvent[@classCode="INVSTG[@mocdCo
de="EVN/subjectOf1 [@typeCode="SUBJ[control ActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7']|[1)/controlActEvent[@classCade="CACT][@moodCode="EVN]
fauthor[@typeCode="AUT ¥assignedEntity{@classCode='ASSIGNED)/assignedPerson[@classCode
='PSN'[@determinerCode="INSTANCE/name/family[1}/ext() '

h C34

EEEOER. FAXES. R
BEERUEFA—LTF

P8

e C.3.4.1

EEEOSH (EH)

100AN

Postal Address (AD)

streetAddressLine=A
ddress Part (ADXF)

- IMCCI_IN200100UVOM[@ITSVersion="XML_1.0{@xsi:schemal ocation='urn:hi7-org:va .

MCCI_IN200100UV01.xsd /PORR_INB49016UV[rlicontrolActProcess[@classCode="CACT l{@moo
dCode=EVN'/subject{@typeCode="SUBJ1[1])investigationEvenl[@classCode="INVSTG[[@mocdCo
de="EVN')/subjectOf1 [@typeCode="SUBJjcontrofActEvent/author/assigned Entity/code[@codeSyste

m='2,16.840.1.113883.3.989.2.1.1.7']|[1)/control ActEvent[@classCode="CAC T [@moodCode="EVN]
Iauthor[@typeCode-'AUT']IasmgneciEntity[@classCode=‘ASSIGN ED" ]faddr[1]IsireelAddressLme[ﬂIt
ext)

e "1 G342

ﬁﬁ%w&ﬂf (BT %)

35AN

Postal Address {AD)

city=Address Part
(ADAP)

MCCI IN200100UV01{@ITSVerslon—'XML 1.07[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV(1 xsd'/PORR_IND49016UV(r)/controlActProcess[@classCode="CACT [[@moo
dCude='EVN‘]Isubject[@typeCode=‘SUBJ'][1].finvestigationEvent[@classCode=‘INVSTG'][@moodCo
de="EVN/subjectOl1[@typeCode="SUBJ][controlActEvent/author/assignedEntity/codef@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7')[1)controlActEveni[@classCode='"CACT|[@moedCode="EVN]]
fauthor{@typeCode="AUT JfassignedEntity[@classCode="ASSIGNED"faddr[1}fcity[1)text(} .

e C.34.3

EEEDEF (FERFFRE)

40AN

Postal Address (AD)

state=Address Part
(ADXP}

IMCCI_IN200100UVO[@ITSVersion="XML_1.0[@xsi:schemalocation="umn:hi7-org.v3
MGCI_IN200100UV01.xsd/PORR_IN048016UV[r]/controlActProcessi@classCode="CACT][@mao
dCode="EVN/subject{@typeCode="SUBJ[1}investigationEvent[@classCode='INVSTG'][@moodCo
de="EVN'}J/subjectOf1[@typeCode='SUBJ][controlAciEvent/author/assignedEntity/code{@codeSyste
m='2.16.840.1.113883.3.689.2.1,1.7]|[1//control ActEvent[@classCode="CACT][@moodCode="EVN]

ICH ICSR HilFaoiEsh
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e - | G.3.44

EEEOER (BEES)

15AN

Postal Address {AD)

postalCode=Address
Part (ADXP)

(BIE 3)

MCCI_IN200100UVO1 [@ITSVersion="XML_1.0][@xsi:schemalocation="urn; hi7-org:v3
MCCI_IN200100UV01 xsd'WPORR_IN048016UV[r)/controlActProcess@classCode="CACT|[@moo
dCode='"EVN'Ysubject[@typeCode="SUBJ|[1)finvestigationEvent{@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="CACT|[(@moodCode='"EVN']
fauthor[@typeCode="AUT )/assignedEntity[@classCode='ASSIGNED Waddr[1])/postalCode[1)4ext)

e C.34.5

REEORF (Ha— K)

Concept Descriptor

(CD)

code=Character
String (8T)

MCCI_IN200100UV01 [@ITSVersion="XML_1.0'[{@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UVO1 xsdYPORR_IN049016UV[r]/controlActProcess[@classCode=CACT][@moo
dCode='EVN'Vsubject{@typeCode="SUBJ'|[1}investigationEvent[@classCode="INVSTG|[@moodCo
de="EVN'}{/subjectOff [@typeCode="SUBJ[controlActEvent/author/assignedEntity/code[@codeSysie
tn='2.16.840.1.113863,3.989.2.1.1.7']j[1}controtActEvent[@¢lassCode='CACT]@moodCode="EVN']
fauthor[@typeCode="AUT )/ assignedEntity[@classCode="ASSIGNED')/assignedPerson{@classCode
='PSN[@determinerCode="INSTANCEJasLocatedEntity[@classCode="LOGE[1)location[@classC
ode='"COUNTRY'|[@determinerCode="INSTANCE J/code[@codeSystem="1.0.3166.1.2.2V@code

e G346

EEEOREES

33AN

Telecommunication
Address (TEL}

substring({MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsl:schemalccation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN0490 16UV[r]/controlActProcess[@classCode="CACT)[@moo
dCode="EVN')/subjectj@typeCode="SUBJ][1)investigationEvent[@classCode=INVSTG'[@moocdCo
de='"EVN/subjectOf [@typeCode="SUBJT[controlActEvent/author/assignedEntity/codef@codeSyste
m=2.16.840.1.113883.3.989.2.1.1.7'|][1)/controlActEvent[@classCode="CAC T)|@mocdCode="EVNY -
fauthori@typeCode='AUT VassignedEntity|@classCode="ASSIGNED telecom[starts-with(@value,
‘tel:)][1}/@value, 5)

e C.3.4.7

BREED FAXES

33AN

Telacommunication

-Address (TEL)

substring{/MCCI_[N200100UVO1[@ITSVersion="XML_ 1.0'[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_INZ200100UVD1.xsd TPORR_IND49016UV rl/controtActProcess[@classCode="CACT][@moo
dCode='EVN}/subject{@typeCode="SUBJ[1}/investigationEvent{@classCode=NVSTG[@moodCo
de="EVN')/subjectOf1 [@typeCode='"SUBJ][controlActEvenauthor/assignedEntity/code[@codeSyste
m='2,16.840.1.113883.3.989.2.1.1.7']|[1)/controlActEvent[@classCode='CACT)[@muodCode="EVN)
fauthor[@typeCode="AUT V/assignedEntity[@classCode='AS SIGNED Jtelecom[starts-with(@value,
fax: ) 1)/@value, 5)

e C348

EEREOBFA—ILTFL
A .

100AN

Telecommunication
Address (TEL)

substring(/MCCI_IN200100UV01[@ITSVersion="XML_1.0[@xsi:schemaLocation="um:hl7-crg:v3
MCCI_IN200100UV01.xsd'/PORR_IND48016UV[r//controlactProcess[@dlassCode="CACT][@moo
dCode="EVN')/subject{@typeCode="SUBJ][1)/investigationEvent[@classCode=INVSTG[@MmoodCo
de="EVN')/subjectOf {@typeCode="SUBJ|[controlActEvent/authorfassignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7]][1}/controlActEventj@classCode="CACT][@moodCode="EVN'
fauthor[@typeCode='AUT/assignedEntityl@classCode="ASSIGNED elecom[starts-with{@value,
'mailto:))[1)/@value, 8)

SIFASCE (BEISIE LR YR
%)

~ &

UiE L

/MCCI_IN200100UVO1 [@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hl7-org.v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UV(r/contralActProcess[@classCode="CACT){@moo
dCode='EVN)subject{@typeCode="SUBJ][1]investigationEvent{@classCode=INVSTG][@moadCo
de='"EVN/reference[@typeCode="REFR][document/code[@code="2|[@codeSystem="2.16.840.1.11
3883.3.9808.2.1.1.277)

e C.ar1

SIFEXE

S00AN

Encapsulated Data
{ED)

/MCCI_IN200100UVD1[@ITSVersion="XML_1.0'j@xsi:schemaLocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN049016UV[r//controlActProcess[@classCode='CACT][@moo
dCode="EVN'J/subjec{@typeCode="SUBJ[1}investigationEvent[@classCode='INVSTG"[@moodCo
de="EVN'/reference[@typeCode="REF R'|[document/code[@code="2"[@codeSystem='2.16.840.1.11
3883.3.989.2.1.1.27"J[r}/document[@classCode='"DOCT[@moodCode="EVN)/bibliographicDesignati
onTextiext()

ICH ICSR HffFRiE &1
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NullElavor

(A% 3)

JAMCCI IN2001ODUV01[@ITSVerS|on 'XML_1.07[@xsi:schemalocation= ‘urn: hi7-org:vd .

MCGL_IN200100UVO1 xsd VPORR_IND49016UV[r]/controtActProcess[@classCode='CACT'@moo

dCode='EVN' Isubjecti@typeCode="SUBJ[1}investigationEvent @classCode="NVSTG[@moodCo
de="EVN'freference[@typeCode='REFR[document/code[@cade="2][@codeSystem="2,16.840.1.11
3883.3.980.2.1.1.27[}[)/document{@classCode="DOC[@moodCode="EVN I/bibliographicDesignati

onText/@nullFlavor

e carz

EEL-)

N/A

Encapsulated Data
(ED)

MCCI_IN2001 00UV [@ITSVersion=XML_1.0'l[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200160UV01.xsd"WPORR_IN04918UV[VcontrolActProcessf@classCode="CACT][@moo
dCode='EVN‘]Isubject[@typeCode—-’SUBJ‘][1]hnvest[gatlonEvent{@classCode='lNVSTG’][@moodCo
de="EVNTfreference[@typeCode='REFR|[document/code[@code="2"@code Systemn='2.16,840.1.11
3883.3.989.2.1.1 27']][r1!document[@classCode-'DOG'][@moodCode—"EVN'].ftextftext()

etz {ok 2]

h C.5.1.r

REOEHKE (BEGL

#®UET)

~ &
K

UEL

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-org.v3
MCCI_IN200100UV01 xsd VPORR_ING49018UVIr)/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}/subjecti[@typeCode="5BJ[1)/primaryRole[@classC
ode='INVSBJ)/subjectOf[@typeCode="SBJ’ ][1]IresearchStudy[@clasande—‘CLNTRL'] [@moodCo
de="EVN'[/authorization[@typeCode='AUTH

e C.5.1.1

| BROERES

SOAN

Instance Identifier
()

extension=Charactar
String (ST)

IMCCI_INZ001 00UV [@ITSVersion="XML_1.07[@xsi:schemalocation="um:hl7-org:v3
MCC1_IN200100UVO1.xsd'//PORR_IN0490168UV[rlicontrolActProcess[@classCode="CACTl[@moo
dCode EVN')/subject{@typeCode='SUBJ[1)/investigationEvent{@classCode=INVSTG[@meodGo
e="EVN'|/component[@typeCode='"COMP JfadverseEventAssessmeni][ i)/adverseEventAssessment
[@classCode"lNVSTG Ji@moodCode="EVN')/subject! [@typeCode="SBJ]{1]/primaryRole[@classC
ode="INVSBJ)subjectOf[@typeCode="SB.J[1)/researchSiudy[@classCode="CLNTRL'j[@moodCo
de="EVNfauthorization[@typeCode='AUTHT[rlistudyRegistration[@classCode="ACT|[@moodCade
='EVNYid[@root='2.16.840.1.113883.3,089.2.1.3.6"/@extension

Nul_IFIavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemalLocation="umn:hl7-org:v3
MCCI_INZ00100UV01 . xsd)/PORR_| |N049016UV[r]IcontroIAclProcess[@cIassCode-'CACT'][@rnoo
dCode="EVNY/subject[@typeCode="SUB" T1¥investigationEvent{@classCode=INVSTG[@moodCo
de=! 'EVN‘]Icnmponem[@typeCode:'COMP'][adverseEventAssessment]['!]fadverseEvemAssessrnent
[@classCode="TNVSTG[@moodCode="EVN)/subject1[@typeCode="SBJ[t¥primaryRole[@classC
ode='INVSBJ)/subjectOfl [@typeCode="SBJ|[1]researchStudy|@classCode="CLNTRL][@moodCo
de="EVN'/authorization[@typeCode="AUTH'[rl/studyRegistration[@classCode='ACT][@moodCode
='EVN')id[@root="'2.16.840.1.113883.3.989.2.1.3.6°)/@nuilf lavor

e G.5.1.r.2

REOBHE

Concept Descriptor

(D)

code=Character
String (ST)

MCCI_INZ00100UVO1{@ITSVersion=XML_1.0'][@xsi:schemal.ocation="urn:hi7-org:v3

MCCI_IN200100UV01, xsd'YPORR_IND49018UV[r)controlActProcess[@classCode="CACT"][@moo
dCode-"EVN'].fsubject[@typeCode—'SUBJ'][1]hnvestlgauonEvent[@cIassCude 'INVSTG'[@moedCo
de='EVNVcomponent[@typeCode="COMP'[[adverseEventAssessment](1)/adverseEventAssessment
[@classCode="INVSTG{@moodCode="EVN')subject1 [@typeCode="SBJ"|[1)/primaryRole[@classC
ade="INVSBJ]subjectOi [@typeCode="SBJ[1)/researchStudy{@classGode="CLNTRL][@moodCo
de='"EVN'J/authorization[@typeCode="AUTH][r}/studyRegistration[@classCode="ACT [@moodCode
=EVNauthor{@typeCode="AUTterritorlalAuthority[@classCode="TERR'J/governingPlace[@class

g CodE"COUNTRY'][@determlnerCode"INSTANCE']Iche[@CDdeSystem='1 0.3166.1.2.2Y@code

ICH ICSR Hiffffb &
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NullFlavor

(Bl 3)

/MCCI_IN200100UVO01[@ITSVersion=XML_1.0[@xsi:schemalLocation="umn:hl7-org:v3
MCCI_IN200100UVO1.xsd VPORR_IN049016UV[[f/controtActProcess[@classCode="CACT][@moo
dCode="EVN}/subject{@typeCode="SUBJ][1)investigationEvent[@classCode~'INVSTG[@moodCo
de='EVN/component[@iypeCode='"COMP[adverseEventAssessment][1)fadverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN/subject![@typeCode="SBJ'[[1)/primaryRole[@classC
ode="{NVEBJYsubjectOf [@typeCode='SBJ][1)/researchStudy[@classCode="CLNTRL][@moodCo
de="EVN'/fauthorization[@typeCode=AUTHt)/studyRegistrationf@classCode="AC T [@moodCode
='EVNTauthol@typeCode="AUTfterritorialAuthorityf@classCode="TERR')/govermningPlace[@class
Code="COUNTRY'[@determinerCode="INSTANCE J/code[@codeSystem="1.0.3166.1.2.2//@nullFla
vor

e C.5.2

beds 2]

2000AN

Characier Strin
(ST :

IMCCI_IN200100UVO1[@IT SVersion='XML_1.0'[@xsi:schemal ocation="urn:hl7-org:v3
MCCL_IN200100UVD1.xsd'YPORR_IN0490168UV[rl/controlActProcess[@classCode="CACT][@moo
dCode=EVNT/subject[@typeCode="SUBJ[1)/investigationEventi@classCode="INVSTG'[[@mocdCo
de='EVN'{/component@typeCode="COMP"|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=TNVSTG'[@moodCode="EVN)/subject1 [@lypeCode="SBJ][1/primaryRole[@classC
ode="INVSBJ)/subjectOf [@typeCode="SBJ|[1)/researchStudy[@classCode="CLNTRL][@moodCo
de="EVNitle/text()

NutlFiavor

MCCI_INZOZ100UVO1[@ITSVersion=XML_1.0][@xsi:schemaLocation="urn:hI7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN048016UV[VcontrolActProcess[@classCode='CACT)[@moo
dCode="EVN)/subject{@typeCode="SUBJY[1)investigationEvent{@classCode="INVSTG'|[@moodCo
de="EVN/component[@typeCode~='COMP'J[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/itle/@nullFlavor

BERIKGAE (AR —) @
REESs

50AN

Instance Identifier

{

extension=Character
String (ST)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0{@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd"¥PORR_IN048016UV[rl/controlActProcess[@classCode='CACT|[@moo
dCode="EVN/subject{@typeCode="SUBJT[1)/investigationEvent{@classCode="INVSTG'[@moodCo
de="EVN')/cormpenent|@typeCode="COMP’][adverseEventAssessment][1/adverseEventAssessment
[@classCode="INVSTG][@moodCode="EVN'|/subject [@typeCode="SBJ[1}/primaryRole[@classC
ode="INV3BJVsubjectOft[@typeCode="SBJ[[1)/researchStudy[@classCode="CLNTRLJ[@moodCo
de="EVNTid[@root='2.16.840.1.113683.3.989.2.1.3.5'//@extension

NullFlavor

IMCCI_IN200t00UVO1[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN049018UV([i]/controlActProcess[@classCode="CACT|[@moo
dCode="EVN'/isubjec{@typeCode="SUBJ|[1}linvestigationEvent[@classCode=TNVS TG [@moodCo
de="EVN}/component[@typeCode="COMP'jladverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG'[@moodCode="EVN/subject1 [@typeCode='SB.)'[[1)/primaryRole[@classC

1 ode='INVSBJ}/subjectOf1[@typeCode="SBJ[1)/researchStudy[@classCode="CLNTRL'J[@moodCo

de='EVN']/id[@root='2.16.840.1.113883.3.289.2.1.3.5'V@nullFlavor

e C.5.4

BMER . AERRARE X
hl-HEBRoER

1N

Codead With
Equivalents (CE)

code=Character
String (ST}

MCCI_IN200100UVO1[@ITSVersion="XML_1.0{@xsi:schemaLocation='urn: hi7-org:v3
MCCI_IN200100UV01 xsd WPORR _ING490168UV[r//controlActProcess[@classCode="CACT[@moo
dCode="EVN]/subject[@typeCode="SURJ]{1)/investigationEvent[@classCode=INVSTG[[@moodCo
de="EVNT/component{@typeCode="COMP*|[adverseEventAssessmentj[1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVNT/subject! {@typeCode="SBJ'|[1)/primaryRale[@classC
ode="INVSBJ'VsubjectOf1 [@typeCode="SBJ]1)/researchStudy[@classCode="CLNTRL}[(@moodCo
de="EVN//code[@codeSystem="2.16.640.1.113883.3,989,2,1.1.8'}@code

ICH ICSR $:HifRGTEHR
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BER - HERRMNERE
hi-RBROEHECBY D
ICH o= FU R F®si—
Sayv

(BU#E3)

IMCCI_IN200100UVO1[@ITSVersion="XMI._1.0H@xsi:schemalocation="urn:hl7-org.v3
MCCI_IN200100UV01.xsdYPORR_IND490 16UV[r)icontralActProcess{@classCode="CACT][@moo
dCode=‘EVN']Isubjec‘l[@typeCade=‘SUBJ'][1]finvestigatiunEvem[@cIassCode='lNVSTG'][@moudCo'
de="EVN')/compenent@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN/subject1 [@typeCote="SB.J] 1)fprimaryRole[@classC
ode="INVSBJVsubjectOf | [@typeCode="SBJ][1]researchStudy[@classCode='"CLNTRL[@moadCo

BERE

de="EVN')icode[@codeSystem="2.16.840.1.113883.3.229.2.1.1.8'V@codeSylemVersion

BE (RIS =2 v L)

60AN

Entity Name (EN).

‘name=Entity Name

Part (ENXF)

IMCCI_IN200100UVO1 [@ITSVersion="XML_1.0'][@xsk:schemaLlocation="urmn:hi7-org:v3
MCGI_IN200100UVD1 xsd'PORR_ING49016UV[r/contrelActProcess[@classCode="CACT][@moo
dCode="EVN/subject{@typeCode="SUBJ|[1}investigationEvent{@classCode=NVSTG[@moodCo
de="EVN]/component[@typeCode='COMP'|[adverseEventAssessment][1//adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN/subject! [@typeCode="SBJ[1}/primaryRole{@classC
ode='INVSBJ}/player1@classCode="P SN]j@determinerCode=INSTANCE'/name{1]/text()

NullFiavor

MMCCI_IN200100UVE1 [@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN208100V01.xsd'PORR_IN049018UV[r//controlActProcess[@classCode='CACT i@moo
dCode='EVN'J/subject{@typeCode="SUBJ][1}investigationEvent{@classCode="INVSTG'[@moodCo
de="EVN'Ycomponentj@typeCode='COMP'J[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVNY/subjecti[@typeCode="SBJ][1)/primaryRole[@classC
ode="INVSBJ)player1[@classCode="PSN'|[@determinerCode="INSTANCE /fname[ il/@nullFlavor

BEOSREREERUT
OER GERMFTEhT
WHEE)

e YRR

BEOBRERIFSRUE
OINETR (BEEDRERE
=)

20AN

instance Identifier
(I

extension=Character
String (ST)

{MCCE_IN200100UV01{@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd')/PORR_IN04901 6UV[r]IcontroIActProcess[@dlassCode='CAC'l"][@moo
dCode=EVNisubjecti@typeCode="SUBJ][1)investigationEvent|@classCode="INVSTGj[@moodCo-
de="EVNYcomponent[@typeCode="COMP"}[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=NVSTG][@moodCode="EVNJ/subject! [@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJplayer1[@classCode="PSN]@determinerCode="INSTANCE JfasldentifiedEntity[@cla
ssCode='|DENT|[code[@code="1"[@codeSystem="2.16.840.1.113883.3.980.2.1.1.41][1 lid{@root="
2.16.840,1.113883.3.989.2.1.3.7'|[1)/@extension .

NullFiavor

MCCI_IN200106UVD1[@ITSVersion="XML_t1.0"][@xsi:schemal.ocation="um:hl7-org:va
MGCI_IN200100UVO1 . xsd'VPORR_IND49018UVIr)/controlActProcess[@classCode="CACT][@moo .
dCode="EVN)/subject[@typeCode='SUBJ[1)/investigationEventf@classCode=NVSTG'[@moodCo
de="EVN/component{@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVS TG [@moodCade=EVNYsubject! [@typeCode="SBJ[1fprimaryRole[@classC
ode="INVSBJ Jiplayer1[@classCode='PSN[@determinerCode="INSTANCEVasidentifiedEntity[@cla
ssCode='|DENT[code[@code="1"[@codeSystem="2.16,840.1.113883.3.989.2.1.1.4"|[1)/id[@root='
2.16.840,1.113883.3.989.2.1.3.7[{1)/@nullFlavor ’

e D1.1.2

HEOLRERBESRUT
OIEER (EMEBERAE

=)

20AN-

Instance Idehtiﬁer
(15

"extension=Character

String (ST)

IMCCI_IN200100UV01 [@ITSVersion="XML_1.0][@xsl.schemal.ocation="urn:fil7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[rlicontrolActProcess[@classCode="CACT |[@moo
dCode="EVNVsubjectj@typeCode="SUBJ1)investigationEvent{@classCode="INVSTG][@moodCo
de="EVNT/icomponent[@typeCode="COMP"[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG[{@moodCode="EVN')/subjecti [@typeCode="SBJ|[1}¥primaryRole{@classC
ode="INVSBJ)/playeri[@classCode='PSN'][@determinerCode='INSTANCE JasldentifiedEntity]@cla
ssCode='|DENT][code[@code="2|[@codeSystem="2.16.840.1.113883.3,980.2.1.1 4j[1)id[@root="

ICH ICSR FilfefE®R

-19-

2,16.840.1.113883.3.989.2.1.3.8'][1 f@extension

201411 A 10H




NullFlaver

(BU#3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN202100UV01.xsd /PORR_IN048016UV]r)/controlActProcess|@classCode='CACT[@mao
dCode“'EVN']Isubject[@typeCode-'SUBJ [1}investigationEventj@classCode="INVSTG[@moodCo

e="EVN]/componentf@typeCode="COMPJadverseEventAssessmeng[1)/adverseEventAssessment
[@classCDde"‘INVSTG'][@ITIOOdCOde"EVN']Isub]ect‘l [@typeCode="SBJ"|[1}/primaryRole[@classC
ode="INVSBJ)/player1[@classCode="PSN|[@determinerCode="INSTANCE J/asldentifiedEntity[@cla
ssCode="IDENT][code[@code="2][@codeSystem='2,16.840.1.113883.3.989.2.1.1 4 [1}/id]@root="
2.16.840.1.113883.3.9889.2.1.3.8"[1[/@nullFlavor

e D.1.1.3

BHEOEREBRESRUT
DRBE (FRERBRE
)

20AN

Instance Identifier

{1

extension=Character
String (ST)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemaLocation="um:hi7-org:v3
MCCI_IN200100UVD1.xsd /PORR_IN0490168UV[r)/controlactProcess[@classCode='CACT][@moo
dCode-'EVN']Isubjecl[@typeCode-'SUBJ'1[1 JfinvestigationEvent{@classCode="INVSTG[@moodCo
de-‘EVN'lfcomponent[@typecode-'COMP'][adverseEventAssessment]ﬁ JfadverseEventAssessment
{@classCode="INVSTG'|[@moodCode="EVNT/subject[@typeCode="SBJ[1)/primaryRole[@classC
ode="INVSBJ)player1{@classCode="PSN'l[@determinerCode="INSTANCE Vasldentified Entity[@cla
ssCode="IDENT][code[@code="3][@codeSystem="2.16.840.1.113883.3.989.2.1.1.4[1)id[@root="
2.16.840.1.113863.3.989.2.1. 3.9 1)/@extensicn

NullFtavor

MCCI_IN200100UVOH [@ITSVersion="XML 1.0[@xsi:schemalocation="urn:hi7-org:v3

MCCI_IN200100UNVD1.xsd /PORR_IND43016UV[i/controlActProcess[@classCode="CACT{[@moo
dCode="EVNY/subjecti@typeCode="SUBJ[1])investigationEvent[@classCode="INVSTG [[@moodCao
de="EVN/componeni{@typeCode='COMP[adverseEventAssessment][1)adverseEventAssessment
[@classCode="INVSTG'[@moodCode='"EVNTfsubjecti [@typeCode="SBJ[ /primaryRale[@classC
ode='INVSBJ]/player1[@classCode="PSN'[@determinerCode="INSTANCEYasIdentifiedEntityj@cla
5sCode=TDENT][code[@code="3][@codeSystem='2.16.840.1.113883.3.989.2.1. 1.4 (1) d[@roct="
2.16.,840.1,113883.3.989.2.1.3.9'|[1}/@nullFlavor

e D.1.1.4

BEOEREGHEIRUT
OWER (RBObToRE
HERIES)

20AN

Instance Identifier

(m

exlension=Character
String (ST)

IMCCI_IN200100UV01 {@lTSVersnon=‘XML_1 .0']{@xsi:schemaLocatiun=’urn:hIT-org:va
MCCI_IN200100UV01.xsd/PORR_IN049018UV[r{controlActProcess[@classCode="CACT[@moo
dCode="EVN)/subject[@typeCede='SUBJ'|[1)/investigationEvent{@classCode="INVSTG[@moodCo
de="EVN'//component{@typeCode='"COMP"|[adverseEventAssessment][1fadverseEventAssessment
[@classCode="INVSTG'|[@moodCode='"EVNlsubject! [@typeCode="SBJ|[1)/primaryRole[@classC
ode="INVSBJ)/player1j@classCode="PSN][@determinerCode="INSTANCE )asldentified Entity[@cla
ssCode='IDENTJ{codef@cude="4][@codeSystem="2.16.840.1.113883.3.989.2.1.1.4|[1)id[@root="
2.16.840.1.113883.3.989.2.1.2.10'[[1)@extension

NullFlavor

MMCCI_IN200100UVO1[@ITSVersion="XML_1.0'|[@xsi:schemalocation="urn;hi7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN0O490 16UV[r)/contralActProcess[@classCode='CACT][@moo
dCode="EVNYsubject[@typeCode="SUBJ[1}investigationEvent{@classCode=1INVSTG[@moodCo
de="EVN'}/component[@typeCode="COMP}[adverseEventAssessment][1¥adverseEventAssessment
[@classCode=' INVSTG[@moodCode="EVN)/subject1[@typeCode="SBJ']f1fprimaryRole[@classC
ode="INVSBJYplayeri[@classCode="PSN'[@determinerCode="INSTANCE J/asidentifiedEntity[@cla
ssCode="IDENTfcode[@code="4'[@codeSystern="2,16.840.1.113883.3.989.2.1.1.4[1)id[@root="
2.16.840.1.113883.3.989.2.1. 31071 }/@nullFlavor

RN

e D.21

E&A8

Bt B5k

Point in Time (TS)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0")[@xsi: schemaL.ocation="urn: :hi7-org:v3
MCC|_IN200100UVO1.xsd/PORR_IND48018 UVrJ/controlActProcess[@classCode="CACT'|[@moo
dCode= ='EVN'/subject[@typeCode="SUBJT[1]investigationEventi@classCode=INVSTG][@moocdCo
de='"EVN/compenent[@typeCode='"COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN)/subjecti [@typeCode="SBJ'|[1)/primaryRole[@classC
ode='INVSBJ')/playeri[@classCode='"PSN')[@determinerCode="INSTANCEYbirthTime/@value

ICH ICSR #{#ifHIiE4R
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NuilFlavor

(B 3)

MCCI IN2001GOUV01[@ITSVer5|on-'XML 1.0'[@xsi:schemal.ocation='urn:hl7-org:v3

MCCI_IN200100UV01 . xsd'/PORR_IN045016UV[rlcontrolActProcess[@classCode="CACT][@moo
dCode="EVNT/subject[@typeCode="SUBJ[1}investigationEveni{@classCode="INVSTG[@moodCo
de="EVN'fcomponent@typeCode='COMPJladverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVNsubject! [@typeCode="SBJ"][1)/primaryRole{@classC
ode="INVSBJ)/playeri[@ciassCode='P SN'j[@determinerCode="INSTANGEJbirth Time/@nullFlavor

h D.22

FBIER - ARERRERARO

B3

e | D22a

BER - ARERREBO
i (X

SN

Physical Quantity
(PQ)

value=Real Number

(REAL)

MCCI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemal ocation="urn:hi7-org:v3
MCC|_IN200100UV01 xsd'/PORR_IN049018UVfrl/controlActProcess{@classCode='"CACT l[@moo
dCode= 'EVN'/subject|@typeCode="SUBJ][1}finvestigationEvent{@classCode="INVSTG[@mocdCo
de='EVN')/component{@typeCode="COMP"|[adverseEventAssessment][1)/adverseEventhssessment
[@ctassCode="INVSTG'|[@moodCade="EVN')subject [@typeCode="SBJ[1}/primaryRolef@classC
ode="INVSBJ}/subjectOf2[@typeCode="SBJ|[observation/code|@code~'3 [@codeSystem="2.16.84
0.1.113863.3.989,2.1,1.19T)[1)/cbservationf@classCode='0BS'| [@mood Code='EVNTivalue[@xsityp
e='PQY)[1)/@value

e D.2.2b

Bl AEXREHEOD
F£i (B

S0AN

Physical Quantity

(PQ)

unit=Coded Simple
Value (GS)

/MCGI_IN200100UVH [@ITSVersion="XML_1.0[@xsi:schemaLocation="urn:hi7-org:v3
MCCLIN200100UV01.xsd'VPORR_ING49016UVII)/controlActProcess[@classCode="CACT [@moo
dCode="EVN'J/subjecti@typeCode="SUBJ1)/investigationEvent[@classCode="INVSTG[@moodCo
de='EVN/compenenr{@typeCode="COMP’][adverseEventAssessment][1)/adverseEventAssessment
[@classCode= INVS TG [@moodCade="EVN ¥subject1 [@typeCode="SBJ[1)/primaryRolej@classC
ode="INVSBJ)/subjectOf2|@typeCode="SBJ'l[observation/code]@code="3"|[@codeSystem="2.16.84
0.1.113883.3.989.2.1.1.19T{1)/observation[@classCode='0BS'| [@moodCode="EVN]/value[@xsi:typ
e='PQ[1}/@unit

e - D.2.2.1a

BRCORER SEER
SEROIRENME (%)

3N

Physical Quantity
(PQ)

value=Real Number
(REAL)

/MCCI_IN2001 00UVO1[@I TSVersion="%XML_1.0li@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01 . xsd'/PORR_INC498015UV[i]/controlActProcess{@classCode='CACT [[@moo
dCode="EVN/subjeci[@typeCode="SUBJT1}investigationEvent@classCode=INVSTG[@moodCo
de="EVN'Jicomponent@typeCode="COMP'lladverseEventAssessment][1])fadverseEventAssessment
[@classCode='INVSTG[@moodCode="EVN')/subject1[@typeCode="SB.J'[[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJJ[observation/code[@cude="18"{@codeSystem='2.16.8
40.1.113883.3.980.2.1.1.19][1)fobservation[@classCode="OBS'l[@moodCode="EVN'}value[@xsi:ty
pe="PQY1)/@value

e D.2.2.1b

BRECOEER - AEBR
RPEFOITIENM (B0

S0AN

Physical Quantity
FQ)

unit=Coded Simple
Value {CS)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[r)/controtActProcess[@classCode="CACT li@moo
dCode="EVN'}subject[@typeCode='SUBJ[1}investigationEvent{@ciassCode='INVSTG][@moodCo
de="EVN')/component[@typeCode='COMP"|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN')subject! j@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="SB.l|[observation/code[@code="16"| [@codeSystem="2.16.8
40.1.113883.3.989.2.1.1. 19]][1]Iobservation[@classCode"'OBS'][@moodCode='EVN]J’value[@xSI ty
pe="PQ[1}@unit .

[ D.2.3

EEOERT (WEFORA
1=£%)

N

Coded With
Equivalents (CE)

code=Character
String (ST)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100LVO1 xsdWPORR_IND48016UV[r)/controlActProcess[@classCode="CACT)[@moo
dGode="EVN/subject[@typeCode="SUBJ[1]/investigationEvent[@classCode=INVS TG |[@moodCo
de="EVN')/component{@typeCode='COMP'|[adversaEventAssessment]{1)/adverseEventAssessment
[@classCode="INVSTG {@moodCode="EVN/subject [@typeCode="SBJ')[1)/primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="SBJ Jobservation/code[@code="4][@codeSystern="2. 16.84
.1.113883.3.989.2.1.1.19|[1)/observation[@classCode="0BS|[@moodCode="EVN']/value[@xsi.typ
e=~'CE][@codeSystem="2.16.840.1.113883.3.989.2.1.1.9'][1)/@code
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BEOERE (HEE0ER

I2EBNMFSHICHa—F

YA RDA—T

(s 3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd [/PORR_IN049016UV[rlcontro!ActProcess[@classCade='CACT[@moo
dCode="EVN}/subject{@typeCode="SUBJ'|(1)finvestigationEvent{@classCode=INVSTGT[@maodCo-
de='"EVNT/component{@typeCode="COMP][adverseEventAssessment][1]/adverseEventAssessment
{@classCode="INVSTG[@mocdCode="EVNY/subject] [@typeCode="SBJ|[1¥primaryRole[@classC .
ade="INVSBJ)subjectOf2[@typeCode="SBJ][observation/code[@code="4[@codeSystem="2.16.84
0.1.113883.3.989.2.1.1. 19|[1)/observationf@classCode="CBS|[@moodCode=EVN ]ivalue[@xsityp
e="CE][@codeSystem="2.16,840,1.113883.3.989.2.1.1.9[1)/@codeSystemVersion’

& (ko)

6N

Physical Quantity
(PQ)

value=Real Number
(REAL)

MCCI_IN200100UVO1[@ITSVersion=XML_1.0[@xsk:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd /PORR_IN042016UV[r)/controlActProcess[@classCode='CACTi@moo
dCode='EVN}/subject{@typeCode="SUBJ[1)investigationEvent[@classCode="INVSTG[@moodCo
de='EVN'J/component[@typeCode="COMP'j[adverseEventassessment][1)adverseEventAssessment
[@classCode="INVSTG[@mecodCode="EVN'//subject1 [@typeCode="SBJ'[[1}/primaryRole[@classC
ode="INVSBJ]/subjectOf2{@typeCode='SBJ[observation/code[@code="7"[@codeSystem="2.16.84
0.1.113883.3.988.2,1.1.19]|[1Jobservation[@classCode="0BS'|[@moodCode="EVN Yvalue[@xsi:typ
e='PQ[@unit="kg[1}/@value

SE (cm)

3N

Physical Quantity
PQ)

value=Real Number
(REAL)

MCCI_INZ00100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:va
MCCI_IN200100UVD1.xsdYPORR_ING490168UV[r/controlActProcess[@c¢lassCode="CACT)[@moo
dCode="EVN')/subjectj@typeCode="SUBJ][1}/investigationEvent|@classCode=INVSTG][@mocdCo
de="EVN'//component[@typeCode="COMP"j[adverseEventAssessment][1]/adverseEventAssessment
[@classCede=TNVSTG'[@moodCode="EVNT/subjecti [@typeCode="SBJ'|[1¥primaryRole[@classC
ode="INVSBJ}subjectOf2[@typeCode="SB.JT{observation/code[@code="17)[@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19][1)/observation[@classCode="0BS J[@mood Code="EVNvalus[@xsi:ty
pe="PQ[@unit="cm'[{1}/@value

&5

Coded With
Equivalents {CE)

code=Character
String (ST)

IMCCI_IN200100UVD1[@ITSVersion="XML_1.0')[@xsi:schemal.ocation="umn:hi7-org:v3
MCCI_IN200100UVD1T.xsd/PORR_IN043016UVr)/controlActProcess[@classCode="CAC T [@moo
dCode="EVNT/subject{@typeCode="SUBJ[1}investigationEvent[@classCode= INVS TG [@moodCo
de="EVN'Ycomponent{@typeCode='COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'{@moodCode="EVN')/subject! [@typeCode="SBJ][1)/primaryRole[@classC
ode="INVSBJ'[/player1[@classCode='PSN'[[@determinerCode="INSTANCE /fadministrativeGenderC
ode[@codeSystem="1.0.5218"//@code .

MNullFlaveor

{MCCI_IN200 100UV [@ITSVersion="XML_1.0'][@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01 xsd YPORR_IN049016UV[rY/controlActProcess[@classCode="CACT[@muoo
dCode='EVN')/subject[@typeCode="SUBJ]{1)investigationEveni[@classCode="INVSTG Ji@moodCo
de="EVN'//component[@typeCode="COMP[adverseEventAssessment][1]/adverseEventAssessment
[@ctassCode="INVSTG[[@moodCode="EVN'|/subject{[@typeCode="SBJY|[1}/primaryRole[@classC
ode='INVSBJ)/player1[@classCode="PSN'|[@determinerCode="INSTANCE administrativeGenderC
ode[@codeSystem="1.0.5218/@nullFlavor

e D.3
e D.4
e D.5
e

e D6

ERAED

8.~

Pointin Time (TS)

MMCCI_IN200100UVD1f@ITSVersion="XML_1.0'}[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVD1 xsd)/PORR_IN049016UV[ricontrolActProcess{@classCode="CACT][@moo
dCode='"EVN/subject{@fypeCode="SUBJ[1)investigationEventi@classCode="INVSTG'[[@moodCo
de='EVN/component{@typeCode="COMP'|fadverseEventAssessmeni][1)/adverseEventAssessment
[@classCode="INVSTG'l[@mucdCode="EVN|/subject! [@typeCode="SBJ')[1)/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode="SBJ][observation/code[@code="22"[@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.197J[1Vobservation[@classCode="0OBS[@moodCode="EVN)/value[@xsi:ty
pe=TS[1)@value
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NullFlavor

(B 3)

MCCI_IN200100UVI [@ITSVersion="XML_1.0'[@xsi:schemalocation="um:hi7-org:v3
MCGI_IN200100UV01.xsd ¥PORR_IN049016UV[l/controlActProcess[@classCode='CACT][@moo
dCode="EVN'/subject{@typeCode="SUBJ[1)/investigationEvent[@classCode=1NVSTG[@moodCo
de='EVN')fcamponenti@typeCode="COMP J{adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG"[@moodCode="EVN/subjectt[@typeCode="SBJ'][1}¥/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode='SBJ[observation/code[@code='22][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.197|[1Vobservation[@classCode="0OBS][@moodCode="EVN')/value[@xsi:ty
pe="TS'{1)/@nullFlavor

MEY DAMER VMR
¥ (BER/EEFRER
&)

h D.7.1r

BEEy 3ARERUHEE
OB SRS (B
Iz LR YIET)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0f[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 . xsd YPORR_IN049016UV[r)/controlActProcess[@classCode="CACTJ[@mao
dCode="EVN'}/subjeci{@typeCode="SUBJ[1}investigationEvent{@classCode=1NVSTG[@moodCo
de="EVNY/component[@typeCode='"COMP'[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG f@moodCode="EVN'}/subject1[@typeCode="SBJ'|[1)/primaryRole[@classC
ode='INVSBJ)subjectOf2[@typeCode="SBJ[organizer/code{@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207|[1 Vorganizer[@classCode="CATEGORY'|[@moodCode='"EVNT/component|
@typeCode="COMP'[[observation/code[@codaSystem="2.16.840.1.113883.6.163"]

e D.7.tr1a

FET HARERUVREE
o MedDRA /3—2 g >

4AN

Concept Descriptor
(CD)

codeSystemVersion=
Character String {ST)

/MCCI_INZ200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hl7-org.v3
MCCI_IN200100UV01.xsd')/PORR_IN049016UV([r)/controlActProcess[@classCode="CACT [[@moo
dCode="EVN]/subject[@typeCode='SUBJ[1}investigationEvent{@classCode="INVSTG[@moodCo
de="EVN'}/component@typeCode='"COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=NVSTG' | [@moodCode="EVNT/subject![@typeCode="SBJ[1)/primaryRole[@classC
ode="INVSBJ}/subjectOf2[@typeCode="SBJ][organizer/code[@code~"1"][@codeSystem='2.16.840.1
.413883.3.989.2.1.1.20")[1)/organizer[@classCode='CATEGORY'|[@moodCode="EVN'Vcomponent|
@typeCode='"COMP"|[observalion/code[@codeSystem=2.16.840.1,113883.6.163'][f/observation[@
classCode="0BS[@moodCode="EVN)fcode/@codeSystemVersion

e D.7.1.r1b

MET IARERUVREL
® (EH-FHARETO
) (MedDRA a2— )

EN

Concept Descriptor
(CD}

code=Characler
Siring (ST)

MCCI_IN200100UV [@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVO1 . xsd VPORR_IN048016UV[)/controlactProcess[@classCode='CACT [[@moo
dCode="EVNYsubject[@typeCode="SUBJ|[1}investigationEvent[@classCode='INVSTG[[@moodCo
de="EVN')/component{@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment

[@classCode="INVSTG'|[@moodCode="EVN/subject! [@typeCode="SBJ][1)/primaryRole[@classC

ode='INVSBJ/subjectOf2[@typeCode="SBJ {organizer/code[@code="1"[[@codeSystern="2.16.840.1
.113883.3.889.2.1.1.20T][1)organizer|@classCode="CATEGORY'[@mocdCode='"EVN'//component(
@typeCode="COMP'J[observation/code[@codeSystem='2.16.840.1.113883.6, 163"]|{rY/observation[@
classCode='0BS][@moodCode="EVNJfcode/@code

[:} D712

BB

B .~ B

Interval of Paint in
Time {VL.<TS>)

fow=Interval
Boundary (IVXB)

,

IMCCI_IN200100UVD1[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn: hi7-org:v3
MCCI_IN200100UV01.xsd [fPORR_IN049018UVr]/controlActPracess[@classCode='"CACT][@moo
dCode="EVN/subject{@typeCode="SUBJ[1])/investigationEvenil@classCode="INVSTG'][@mocdCo
de="EVN')/component[@fypeCode="COMP'|[adverseEventAssessment]{1)/adverseEventAssessment
[@classCode='INVSTG[@moodCode="EVN')/subject1[@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJJsubjectOf2{@typeCode="SBJ'|[organizer/code[@code="1"][@codeSyslem='2,16.840.1
.113883.3.989.2.1.1.20'J[1)forganizerj@classCode="CATEGORY'][@moodCode="EVN']/component]
@typeCode="COMP'|[observation/code[@codeSystem='2.16,840.1.113883.6.163|[[Jfobservation|@
classCode="OBS[@mocdCode="EVN/effective Time[@:xsi:type="IVL_TS/low/@value
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NullFlavor

(BIFE3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn: hi7-org:v3
MCCI_IN200100UV01.x5d")/PORR_ING43016UVr)/controlActProcess{@classCode="CACT][@moo
dCode ='"EVN'//subject|@typeCode="SUBJ|[1)investigationEventi@classCode="NVSTG][@moodCo
e='"EVN'T/component{@typeCode="COMP'fadverseEventAssessment][1]/adverseEventAssessment
[@classCode:'lNVSTG'][@moodCode-‘EVN']!suhjecH [@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJ'//subjectOf2[@typeCode="SBJ'|[organizer/code[@code="1'][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.207|[1)forganizer[@classCode="CATEGORY'|[@moodCode="EVN')/component]
@typeCode="COMP"|[observation/code][@codeSystem='2.16.840.1.113883.6.163"][r)/observation[@
classCode="0BS{@moodCode="EVNT/effectiveTime[@xsi:type='IVL_TS'ow/@nullFlavor

e D.7.1.r.3

Hebk

T3

Baoolean (BL)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0')[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01 xsd'YPORR_IND49016UV([r]/controlActProcess[@classCode="CACT|i@moo
dCode='EVN'Isubject[@typeCode="SUBJ[1]investigationEventi@classCode='INVS TG Jj@moodCo
de="EVN'J/component[@typeCode="COMP'|[adverseEventAssessment][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
.113883.3.989,2.1.1.207|M Jorganizer[@classCode='"CATEGORY'|[@moodCode="EVN'/camponent]
@typeCode='COMP'|[observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r)/observation[@
classCode="0OBS'|[@moodCode="EVNTinboundRelationship[@typeCode="REFR[observation/code[
@code="13"[@codeSystem="2.16.840.1.113883.3.989.2.1.1. 19']][1]Iobservatlon[@classCode-'O Bs'
J[@moodCode="EVN'/value[@xsi:type=BL[1}@value

NullFlavor

MMCCI_IN200100UVO1[@ITSVersion='XML_1.0}[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01 .xsd/PORR_IN049016UV[r)icantrolActProcess[@classCode='"CACT][@moo
dCode="EVN')Ysubject[@typeCode='SUBJ[t])finvestigationEvent{@classCode='INVSTG)[@moodCo
de="EVN/component{@typeCode="COMP"J[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG"[@moodCade="EVN'Vsubjecti[@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="SBJ[organizer/code]@code="1"|[@codeSystem="2,16.840.1
.113883.3.980.2.1,1.207|[1Vorganizer]@classCode='CATEGORY'[@moodCode="EVN/companent]
@typeCode="COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163']|[r//observation[@
classCode='0BS][@moodCode="EVN'}/inboundRelationship[@typeCode="REFR][observation/code]
@code="13"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.197[1}observation[@classCode="QBS'
Ji@moodCode="EVN'value[@xsi.type="BL[1}@nullFlavor

e D.71.r4

#7T8H

BB

Interval of Point in
Time (IVL<TS>)

high=Interval

Boundary {IVXB)

IMCCI_IN200100UVD@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd")/PORR_IN049016UV]rl/controlActProcess[@classCode="CACT[@moo
dCode= ='"EVN)/subjeci{@typeCode='SUBRJ|[1)investigaticnEvent{@classCode="INVSTG[@moodCo
de="EVN/component[@typeCode="COMP'){adverseEventAssessment]f1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN')//subject1{@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJ}/subjectOf2[@typeCode="SBJ'|[organizer/code[@code="1"[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1 Vorganizer@classCode="CATEGORY'|[@moodCode="EVN)/component]
@typeCode='COMP"|fobservation/code{@codeSystem="2.16,840,1.113883.8.1637)(r/observation[@
classCode="0OBS'|[@moodCode="EVNJeffectiveTime[@xsi:type='IVL_TSVhigh/@value

NullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0')[@xsi:schemalocation="umn:hi7-org:v3
MCCI_IN200100UVO01. xsd'VPORR_IND49016UV[r)/controlActProcess[@classCode='"CACT][@moo
dCode-‘EVN'}!subject{@typeCode ="SUBJ[1}investigationEventj@classCode=INVSTG'|[@moodCo
de="EVN'[/component[@typeCode="COMP'|[adverseEventAssessmenf][1)/adverseEventAssessment
[@classCode="INVSTG[@meoodCode="EVN')/subject1 [@typeCode="SBJ"|[1}/primaryRole[@classC
ode="INVSB.JJ/subjectOf2[@typeCode="SBJ"|[uorganizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1)/organizer]@classCode='CATEGORY'J{@moodCode="EVN]/component{
@typeCode="COMP'J[observation/code[@codeSystem='2.16.840.1.113883.5. 163 [r/observation[@
classCode="0BS'lj@moodCode="EVN')/effectiveTimef@xsi:type="IVL_TSVhigh/@nullFtavor
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e L.7.1.r.5

WE

2000AN

Encapsulated Data
(ED)

(Bl 3)

MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsk.schemal.ocation="urn: hl7-org:v3
MCCL_IN200100UV01 xsd'YPORR_IN048016UV[il/controtActProcess|@classCode='"CACT l[@moo
dCode="EVN'|/subject{@typeCode="SUB.J][1}investigationEvent[@classCode=INVSTG[@moodCo
de="EVN'Jcomponent{@typeCode="COMP'[adverseEvantAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN')/subjectij@typeCode="SBJ)[ 1)/ primaryRole[@classC
ode="INVSBJ')/subjectOf2{@typeCode="SBJ][organizer/code[@code="1"[[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1)/organizer[@classCode="CATEGORY"[@moodCode="EVNcomponent|
@typeCode='"COMP'|[observation/code[@codeSystem="2,16.840.1.113883.6. 163'|[r)/observation[@
classCode="OBS'[@moodCode="EVNfoutboundRelationship2[@typeCode="COMP'|[observation/co
de[@code="10@codeSystem="2,16.840.1.113883.3.989.2.1.1.197][1)/observation[@classCode="0
BS[@mocodCode='EVN'lvalue[@xsi:type="ED'][1]/text()

e D.7.1.r.8

AR

T—LE

Boolean (BL)

IMCCI_IN200100UVD 1 [@ITSVersion="XML_1.0[@xsi:schemalLocation="urn:n|7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN04%016UV(rl/controlActProcess[@classCode="CACT|[@moco
dCode='"EVN')/subject[@typeCode='SUBJ][1])/investigationEvent{@classCode=INVSTG[@moodCo
de="EVN'|/component[@typeCode='COMP'l{adverseEventAssessment][ t/adverseEventAssessment
[@classCode=INVSTG'[@moadCade="EVN'/subject1[@typeCode="SBJ[1 /primaryRole[@classC
ode="INVSBJ}/subjectOf2[@typeCode="SBJ[organizer/code[@code="1"|[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207|[1/organizer[@classCode="CATEGORY'][@moodCode="EVN/component]
@typeCode='"COMP'|[observation/code[@codeSystem="2.16.840.1.113883.6.163][r//observation[@
classCode="0BST[@mood Code="EVN}outhoundRelationship2[@typeCode="EXPL[observation/co
del@code='38[@codeSystem="2.16.840.1.113883.3.989.2.1.1.19]][1¥observation[@ciassCade='0
85'[@moodCode="EVN/value[@xsitype="BL'|[1/@value

e D7.2

Ry DR MRER URMFE
# (HER- AEERER
<) OREHEE

10000AN

Encapsulated Data
(ED

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 xsd'YPORR_IN049016UV[il/controlActProcess{@classCode="CACT[@moc
dCode='"EVN')/subject[@typeCode="SUBJ][1)/investigationEvent[@classCode=TNVSTG'|[@moodCo
de="EVN7/component{@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN)/subject! [@typeCode="SBJ|[1}/primaryRole[@classC
ode='|NVSBJ)/subjectOf2{@typeCode="SBJ'|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1Jforganizer] @¢classCode="CATEGORY'][@mocd Code="EVN V/component|
@typeCode='COMP[observation/codef@code="187[@codeSystem="2.16.840.1.113883.3.989.2.1.1
1971 )/observationj@classCode="0BS'|[@moodCode="EVN'[ivalue[@xsi:type="ED'[1]text(}

NuliFlavar

MMCCI_IN200100UV01 [@ITSVersion="XML_1.0°[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049018UV]rlicontrolActProcessi@classCode="CACT [@moc
dCode="EVNT/subjecti@typeCode="SUBJ][1}/investigationEvent[@classCode=INVSTG[@moodCo
de="EVN)/component[@typeCode="COMPJ[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG[@moodCode="EVN)/subjectt[@typeCode="SBJ'][1)/primaryRole[@classC
ade="INVSBJ)/subjectOf2[@typeCode='SBJ[organizer/code[@code="1"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20j[1)/organizer{@classCode="CATEGORY'|[@moodCode="EVNY/component]
@typeCode="COMP"|[observation/code[@code="18][@codeSystem="2.16.840.1.113883.3.989.2.1.1
.197][Vobservation[@classGode="OBS'{@moodCode="EVN'|/valuel@xsi:type="ED'[[1)/@nuliFlavor

e D.7.3

AL

T

Boolean (BL)

/MCCIL_IN200100UVD1{@ITSVersion="XML_1.0][@xsi:schemal.ocation="urn:hl7-org:v3

MCCL IN200100UVO 1 xsd'YPORR_INO49016UV{r)/control ActProcess[@classCode='CACT [@moo
dCode="EVNT/subject@typeCode='SUBJ|[1}/investigationEvent{@classCode=INVSTG[@moodCo
de="EVN'}/componeni[@typeCode='COMP'|{adverseEventAssessment]{1)/adverseEventAssessment

[@classCode=INVSTG'[@moodCode="EVN'subject! [@typeCode="SBJ'J1)/primaryRole[@classC

ode='INVSBJ'subjectOf2[@typeCode="SBJ[organizer/code[@code="1"][@codeSystern='2.16.840.1
.113883.3.989.2,1.1.207)[1 Jorganizer[@classCode="CATEGORY'|[@moodCode='EVN'J/component|
@typeCode="COMP"[observation/code][@code='"11][@codeSystem='2.16.840.1.113883.3.989.2.1.1
19]][1}observation[@classCode="OBS[@moodCode="EVNYvalue[@xsitype="BL]{1)/@value
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h D.8.r

BAd 3 RE0EXSHER
B (BEIZGLRYET)

(B 3)

{MCCL_IN200100UVO1 [@ITSVersion="XML_1.07[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd YPORR_IND48018UM{rJcontriolActProcess[@classCode="CACT][@moo
dCode="EVN)/subject[@typeCode="SUBJ|[1}VinvestigationEventi@classCode='INVSTG|[@moodCa
de="EVNY/component{@typeCode='"COMP'|[adverseEventAssessment]f1)/adverseEventAssessment
[@classCode="INVSTG{@moodCode="EVN'//subject1[@typeCode='SBJ|[1)/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode="SB.I"jorganizer/code[@code="2'][@codeSystem="2.16.840.1
-113883.3.989.2.1.1.207][1)forganizer[@classCode="CATEGORY')[@moodCode="EVN'[/component]
@typeCode="COMP']|[substanceAdministration]

e D.8.r1

ERSE (@EShiER)

250AN

Entity Name {EN}

name=Entity Name
Part (ENXP)

IMCCI_IN200100UVO1[@IT SVersion='XML_1.0'lf@xsi:schemaLocation="urn:hi7-org.v3
MCCI_IN200100UV01.xsdY/PORR_IN049016UV[r)icontrolActProcess[@classCode="CACT][@moo
dCode="EVN/subjeci[@typeCede="SURJ|[1)/investigationEvent[@classCode=NVSTG[@moodCo
de="EVNT/component[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode='EVN/subject1[@typeCode="SBJ[1 VprimaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJJ[organizer/code[@code="2"|[@codeSystem='2.16.840.1
.113883.3.989.2.1.1.207][1Jorganizer] @classCode="CATEGORY J[(@moodCode="EVN'Jicomponent]
@typeCode="COMP[substanceAdministration]fr)/substanceAdministration[@classCode="SBADM[
@moodCode="EVN'J/consumable[@typeCode="CSM][1)instanceOfKind[@classCode="INST)/kindQ
Product{@classCode="MMAT][@determinerCode="KIND Vname[1)/text{)

NullFlavor

IMCCI_IN200100UV01[@ITSVersion='XML_1.0'|[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.x5d/PORR_IN043016UV[r]/controlActProcess[@classCode="CACTJ[@moo
dCode="EVN‘|/subject{@typeCode="SUBJ|[1)investigationEveni{@classCode="INVSTG[@moodCo
de='EVN'//component[@typeCode="COMPT{adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode='"EVN'Ysubject1[@typeCode="SB.'[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SB.I'|[organizer/code{@code="2'|[@codeSystem="2.16.840.1
.113883.3.980.2.1.1.207](1)/organizer]@classCode="CATEGORY')[@moodCode="EVN')/component]
@typeCode="COMP"][substanceAdministration)[r)/substanceAdministration[@classCode="SBADM{
{@moodCode="EVN')/consumable[@typeCGode="CSM[1}instance OfKind[@classCode="INST)/kindC
fProduct[@classCode="MMAT}[@determinerCode="KIND')/name{1/@nullFlavor

e D.8.r.2a

MPID 78— 3 B /&S

M5 #HA F
o i

Coded With
Equivalents (CE}

codeSystemVersion=
Character String (ST)

{MCCL_INZ00100UVDM[@ITSVersion="XML_1.0'l[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsdYPORR_IN048016UV[l/controlActProcess[@classCode="CACT][@mao
dCode="EVN')/subject[@typeCode="SUBJ"|[1)investigationEvent{@classCode="INVSTG'|[@moodCo
de="EVN')/componen{{@typeCode="COMP'|[adverseEventAssessment][i JadverseEventAssessment
[@classCode=NVSTG)[@mood Code="EVN'//subject1 [@typeCode="SBJF|[1)/primaryRole[@classC
ode="INVSBJ]/subjectOf2[@typeCode="SBJ[organizer/cade[@code="2T@codeSystem='2.16.840.1
.113883.3.980.2.1.1.207]{1)/organizer[@classCode="CATEGOR Y’ Ji@moodCode="EVNcomponent[
@typeCode=~"COMP'|[substanceAdministration][r)/substanceAdministration[@classCode='SBADM[
@moodCode="EVNT/consumable[@typeCode="CSMT[1)/instanceOfKind[@classCode="INSTMkindO
fProduct{@classCode="MMAT|[@determinerCode="KIND')/codef@codeSystem="TBD-MPID')/@cod
eSystamVersion - -

e D.8.r.2b

B SamyT (MPID)

M5 H1 K
EFE

Coded With
Equivalents {CE)

code=Character
String (8T)

MCCI_IN200100UVO1[@IT SVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVD1.xsd'Y/PORR_IN048018UV[r//controlActProcess[@classCode="CACT|[@moo
dCode="EVN/subject{@typeCode='"SUBJ[1]finvestigationEvent|@classCode="INVSTG[@moodCo
de="EVNT/component|@typeCode="COMPT[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTE[@moodCode="EVN/subject1[@typeCode="SBJ'|{1)/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode='SBJ[organizer/code[@code="2")[@codeSystem="2.16.840.1
.113883.3.980.2.1.1. 2071 forganizer{@classCode="CATEGORY'{@moodCode="EVNJcomponent]
@typeCode='"COMP'][substanceAdministration][r)/substanceAdministration[@classCode="SBADMT[
@moodCode="EVNconsumable[@typeCode="CSMT[1}/instance OfKind[@classCode="INSTkindO
fProduc{@classCode="MMAT][@determinerCode="KIND'[/code[@codeSystem="TBD-MPID')/@cod
e
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e D.B.r.3a

PhPID i—T 3 B8
=

=

M5 #H F
=H5W

Coded With
Equivatents (CE)

codeSystemVersion=
Character String (ST)

(B 3)

/MCGI_IN200100UVO1[@ITSVersion="XML_ 1.0'[[@xsi:schemalocation="urn:hi7-org.v3
MCCI_IN200100UV01.xsd'/PORR_IN049018UV(1)/controlActProcess[@classCode="CACT'|[@moo
dCode="EVN')/subject{@typeCode="SUBJT[1)investigationEventj@classCode="INVSTG[@moodCo
de='"EVN'Jicomponent{@typeCode='COMP"[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@meodCode="EVN')subject1 [@typeCode="SBJ'][1}/primaryRole[@classC
ode="INVSBJ)/subjectOf2]@typeCode="SBJ[organizer/code[@code="2"f@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20)f1 Jforganizer@classCode='"CATEGORY Jj{@moodCode="EVNYcompaneni]
@typeCode='"COMP"|[substanceAdministration][fi/substanceAdministration[@classCode="SBADMT[
@moodCode="EVN'Vconsumable[@typeCode="CSM][1]/instanceOfKind[@classCode='INST)/kindO
fProductf@classCode="MMAT)[@determinerCode="KIND'Vcode[@codeSystem="TED-PhPID/@cod
eSystemVersion

e D.8.r.3b

SIFIHER T (PhPID)

M5 %A F
=5

Coded With

Equivalents (CE) '

code=Character
Stilng (ST)

MCCI_IN200100UVD1[@ITSVersion="XML_1.0'[@xsi:schemalLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd' YPORR_ING49016UV(r]/controlActProcess[@classCode="CACT][@moo
dCode="EVN)/subject[@typeCode="SUBJ[1)investigationEvent[@classCode=INVSTG[@moodCo
de="EVN7/component@typeCode='COMP J[adverseEventAssessment][1/adverseEventAssessment
[@classCode=x'INVSTG'[@moodCode="EVNY/subject1 [@typeCode="SBJ{1)/primaryRole[@classC
ode='INVSB.J¥subjectOf2[@typeCode='SBJ Jlorganizer/code[@code="2][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1)organizer|@classCode="CATEGORY'|[@moodCode="EVN/component]

. @typeCode="COMP|[substanceAdministration]Irl/substanceAdministration[@classCode="SBADM{

@moodCode="EVN]/consumable[@typeCode="CSM][1}instance OfKind[@classCode="INSTVkindO
fProduct{@classCode="MMAT J[@determinerCode="KINDV/code[@codeSystem="TBD-PhPIDY@cod
e

e | D&ra

Bt B

Interval of Paint in
Time (IVL<TS>)

low=Interval
Boundary (IVXB)

/MCCI_IN200100UVOM[@ITSVersion="XML_1.0')[@xsi:schemal.ocation='um:hl7-org:v3
MGCCI_IN200100UV01 xsd'YPORR_IN04S0168UVrlicontrolActProcess(@classCode='CACT {[(@moo
dCode="EVN')isubject{@typeCode="SUBJ|[1)investigationEvent[@classCode="INVSTG|[@mocdCo
de="EVN'Ycomponenti@typeCode='COMP[adverseEventAssessment][1]/adverseEventAssessment
[@classCode='INVSTG'l[@moodCode='"EVN}isubject[@typeCode="SBJ'][1}/primaryRole[@classC
ode="INVSBJVsubjectOf2{@typeCode="SBJ[organizer/code[@code="2[@codeSystemn='2.16.840.1
.113883.3.989.2.1.1,200][1Vorganizer[@ctassCode="CATEGORY’|[@moodCode="EVN'/component( .-
@typeCode="COMP'|[substanceAdministration]f]/substanceAdministration[@classCode='"SBADM[
@moodCode="EVN')/effectiveTime[@xsi:type="WL_TS"Mow/@value

NullFlavor

MMCCI_IN200100UVO1[@ITSVersion="XML_1.0')[@xsi:schemalocation="urn:hi7-org:v3
MGCI_IN200100UV01. xsd/PORR_IN048016UV[1)/controlActProcess{@classCode="CACT |[@moo
dCode='EVN)/subjeci{@typeCode="StBJT][1)investigationEveni[@classCode="INVSTG'[[@moedCo
de="EVN'//component{@typeCode="COMP'l[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN'/subject1 [@typeCode="SBJ|[1V/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode='SBJ[organizer/code[@code="2"[@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20|{1 [forganizer[@classCode="CATEGOR Y'][@moodCode="EVNJcomponent]
@typeCode='COMP'|[substanceAdministration][r}/substanceAdministration[@classCode="SBADM'][
@moodCode='"EVN'VeffactiveTime[@xst:type="IVL_TSVow/@nullFlavor

e D.8.r.5

#®TH

Bt BR

Interval .of Point in
Time (IVL<TS>)

high=Interval
Boundary (IVXB)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN049016UV[ricontrolActProcess(@classCode="CACT J[@moo
dCode="EVNTisubject[@typeCode="SUBJ][1}investigationEvent[@classCode=1NVSTG'[@mocdCo
de="EVN)/componeni{@typeCode='COMP[adverseEventAssessment][1)/adverseEventAssessment
{@classCode=INVSTG|[@moodCode="EVN/subject1j@typeCode="SBJ|[1})/primaryRole[@classC
ode="INVSBJ"V/subjectOf2[@typeCode="SBJ|[organizer/code[@code="2"[@codeSystem="2.16.840.1
.113683.3.989.2.1.1.201][1J/organizer{@classCode="CATEGORY'|[@moodCode="EVN}Jicomponent
@typeCode="COMP|[substanceAdministration][r)/substanceAdministration[@classCode="SBADM'][
@moodCode="EVN'V/effective Time[@xsi:type='IVL_TS)/high/@value
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NullFlavor

(A% 3)

MCCI_INZOT100UVO1[@ITSVersion="XML_1.07[@xskschemaLocation="urn:hi7-org:va
MCCI_IN200100UV01.xsdYPORR_IN049a16UV[r])/controlActProcessi@classCode="CACT|[@moo
dCode="EVN'/subject{@fypeCode="SUBJ[1)investigationEven{{@classCode="INVSTG[@moodCo
de="EVN')/component[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=TNVSTG'[@mocdCode="EVN}/subject1[@typeCode="SBJ][1)primaryRole[@classC
ode="INVEBJ)/subjectOf2[@typeCode="SB.[organizer/code[@code="2 |[@codeSystern="2.16.840.1
.113883.3.989.2.1.1.20[1}/organizer@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'l[substanceAdministration][r}/substanceAdministration[@classCode='SBADMY[
@moddCode="EVNYeffectiveTime[@xsi.type="IVL_TS"Vhigh/@nullFlavor

e D.8.r.6a

HEREHO MedDRA /1—
g

4AN.

Coded With
Equivalents (CE)

codeSystemVersion=
Character String (ST)

| /MCCI_IN200100UVD1[@ITSVersion="XML_1.0'j@xsi:schemalocation="urn:hi7-org:v3

MCCI_IN200100UV01.xsd VPORR_IN049018UV[r)/controlActProcess[@classCode='CACT][@moo
tdCode="EVNT/subject{@typeCode="SUBJ[1]investigationEvent[@classCode="INVSTG][@moodCo
de="EVN)icomponent]{@typeCode="COMP'[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVNVsubject1 [@typeCode="SBJ'|[1}primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ[organizer/code{@code="2"|[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1)forganizer[@classCode="CATEGORY'J[@moocdCode="EVN'Ycomponent]
@1typeCode="COMP]isubstanceAdministration][r]/substanceAdministration[@classCode="SBADMY][
@moodCode="EVN'//outboundRelationship2[@typeCode="RSONT[observation/code[@code="18][@
codeBystem="2,16,840.1.113883.3.989.2.1.1.197][1/fobservation[@classCode='0BS[@meodCode
=EVN]value[@xsi:type='CE[@codeSystem='2.16.840.1.113883.6.163{1/@codeSystemVersion

e D.8.r.6b

FHAEH (MedDRA I— K)

8N

Coded With
Equivalents (CE)

code=Character
String (ST)

IMCCI_INZ200100UVO1[@ITSVersion=XML_1.07[@xsi:schemal ocation="urmn:hi7-org:v3

- MCCLIN200100UV01.xsd/PORR_IN0490 16UVr)/controlActProcessf@classCode="CACT[@moo

dCode="EVN'Vsubject@typeCode="SUBJ'|[1}investigationEvenl{@classCode=INVSTG[@moodCo
de="EVN'J/component[@typeCode="COMP{adverseEventAssessment][1]/adverseEventAssessment
[@classCode=INVSTG'|[@moodCode="EVN')/subject1 [@typeCode="SBJ'][1)/primaryRole{@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ[organizer/code[@code="2 [@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1Jforganizer{@classCode='CATEGORY'][@moodCode='"EVN'Jcomponent]
@typeCode="COMP}[substanceAdministration][f}/substanceAdministration[@classCode='"SBADMY[
@moodCode="EVNJ/outboundRelationship2[@typeCode="RSONfobservation/code]@code="19"[@
codeSystem="2.16.840.1.113883,3.989.2.1.1.19]][1}/observation[@classCode='0OBS'[@moodCode
='EVNTvalue[@xsitype='CEl[@codeSystem='2.16.840.1,113883.6.163'][1}/@code

e D.8.r.7a

FHER D MedDRA 78— 3
o~

4AN

Coded With

" Equivalents {CE)

codeSystemVersion=
Character String (ST)

/MCCL_IN200100UVOM[@IT SVersion="XML_1.0'[[@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN048018UV[r)/controlActProcess{@class Code="CACT|[(@mdo
dCode="EVN'Vsubjecti@typeCode="SUB.[1}investigationEvent{@classCode=TNVSTG[@moodCo
de="EVN'Jcomponent[@typeCode='"COMP'|[adverseEventassessment[1)adverseEventAssessment
[@classCode=TNVSTGT[@moodCode="EVN']/subjecti[@typeCode="SBJ][1}/primaryRole[@classC
ode="INVEBJ)/subjectOf2[@typeCode='SBJ'|[organizer/codef@code="2"|[@codeSystem="2.16,840.1
-113883.3.988.2.1.1.207][1 Jforganizer[@classCode='CATEGORY'][@moadCode="EVN/component]

" @typeCode="COMP"][substanceAdministration][r}/substanceAdministration[@classCode="SBADM[

@moodCode="EVN')/outhoundRelationship2[@typeCode="CAUS [observation/code[@code="29"[@
codeSystem=2,16.840.1.113883.3.989.2.1.1.197][1)/observation[@classCode='OBS[@moodCode
='EVN/value[@xsi:type="CET[@codeSystem="2.16.840.1.113883.6.163][1V@codeSystemVersion
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e D.8x.7b

BlfEM (MedDRA 21— )

8N

Coded With
Equivalents (CE)

code=Character
String (5T)

(B#: 3)

MCCI_IN200100UVO1 [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCL_IN200100UV01.xsd'/PORR_IN045016UV[VcontrolActProcess[@classCode="CACT'J[@moo
dCode="EVN'Vsubject[@typeCode="SUBJ][1}investigationEventj@classCode=1NVS TG [@moodCa
de="EVN}/component[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG][@moodCode="EVN)subjecti [@typeCode="SBJ'][1/primaryRole[@classC
ode='INVSBJ|/subjectOf2[@typeCode='SBJ[organizer/code[@code="2@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20)[ )forganizer@classCode="CATEGORY'|[@moodCode="EVNYcompanent]
@typeCode="COMP'|[substanceAdministration][r}/substanceAdministration[@classCode="SBADM
@moodCode="EVN'JfoutboundRelationship2[@typeCode='CAUS Jlobservation/code[@code="29"][@
codeSystem="2.16.840.1.113883.3.989.2.1.1.1 9T [1Yobservation[@classCode="0OBS"[@moodCode
='EVNivalue]@xsitype='CE'l[@codeSystem="2,16.840.1.113883.6. 163 1)/@code

b AmY: v

e D.8.1

¥1-H

[R5 P

Paoint in Time (TS)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0")[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'[fPORR_IN049018UV[1)/controlActProcess|@classCode='CACT | [@moo
dCode='EVNT/subject@typeCode="SUB.J'|[1}investigationEventi@classCode=INVSTG][@moodCo
de="EVN')/component[@typeCode="COMP'lfadverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode='"EVN'l/subject! {@typeGode="SB.'{1}/primaryRole[@classC
ode="INVSBJ)/player1[@classCode="PSN[@determinerCode=INSTANCE}/deceased Time/@value

NullFlavor

/MCC1_IN200100UVO1 {@ITSVersion="XML_1.0'][@xsi:schemal.ocation="um:hi7-org:v3
MCCI_IN200100UVE1 xsd'/PORR_INO480 16UV[r)/controlActProcess[@classCode='CACT [[@meo
dCode="EVN'/subject{@typeCode='SUBJT[1)investigationEvent{@classCode=INVSTG][@moodCo
de='"EVN]/component[@typeCode='COMP'|[adverseEvehtAssessment][1)/adverseEventAssessment
[@classCode=INVSTG[@moodCode="EVN)/subjecti[@typeCode="SBJ')[1}/primaryRole[@classC
ode="INVSBJYplayer1[@classCode='PSN|[@determinerCode="INSTANCEJ/deceasedTime/@nullF|
avor :

h- D.9.2r

#HEShEER (REICKL
#BYET)

HYEL

/—F

MCCI_INZO0100UVO1[@ITSVersion="XML_1.0°)(@xsi:schemaLacation="urn:hl7-arg:v3
MCCH_IN200100UV01. xsd FPORR_IN049018UVr)/controlActProcess]@classCode="CACT|[@moe -
dCode='EVNY/subject[@typeCode="SUBJ[1]finvestigationEvent[@classCode="INVSTG'|[@moodCo
de='EVN')/componeni{@typeCode="COMP'][adverseEventAssessment][1)/adverseEventAssessmant
[@classCode="INVSTG'[[@moodCode='EVNsubject1 [@typeCode="SBJ[1)/primaryRole[@classC
ode="INVSB.J)subjectOf2[@typeCode="SBJ[observation/code[@code="32"[@codeSystem='2.16.8
40,1.113883,3.989.2.1.1.19Y] -

e D.S2r1a

BEINIEERD MedDRA
"=z

4AN

Coded With
Equivalents (CE)

codeSystemVersion=
Character String (ST)

/MCCI_INZ200100UVO4[@ITSVersion="XML_1.0H@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd' YPORR_ING49016UV[r]/controlActProcess[@classCode='CACT J[@moo
dCode="EVN]/subject[@typeCode="SUBJ|[1)investigationEvent[@classCode=NVSTG][@moadCo
de="EVN'J'componen{@typeCode="COMP'[adverseEventAssessment][1l/adverseEventAssessment
[(@classCode=INVSTG[@moodCede="EVN /subject! [@ftypeCode="SBJ'][1[/primaryRole[@classC
ode="INVSBJ)subjectOf2[@typeCode="SBJl[observation/code[@code="32][@codeSystem='2.16.8
40.1.113883.3.989.2.1.1.19|[r//observation@classCode='0BS[@mood Code="EVN]/value{@xsi:ty
pe="CE'\[@codeSystem='2,16.840.1.113883.6.163[1//@codeSystemVersion

e D.o.2.r1b

BEEZHEZFER (MedDRA
S—F)

&N

Codéd With
Equivalents (CE)

code=Character
String (ST)

MCCI_IN200100UVO S [@ITSVersion="XML_1.01[@xsi:schemaLocation="umn:hi7-org:v3 .
MCCI_IN200100UV01 xsdVPORR_IN049016UV[r/controlActProcess[@classCode="CACT Jl@mao
dCode='EVN')/subject[@typeCode='SUBJ[1}/investigationEvent{@classCode="INVSTG[@mocdCo
de="EVN')/component{@typeCode='COMP"J[adverseEventAssessment]i1 fadverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN/subject [@typeCode="SBJ'[1}/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ[observation/code[@code='32'){@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19'}[rfobservation]@classCode="0BS'[@moocdCode="EVN /value[@xsi:ty
pe='CE[@codeSystem="2.16.840.1.113883.6.163|[1)@code
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e Do2r2

HEShLRE (BHIER)

250AN

Coded With
Equivalents (CE)

ofiginaIText =

Encapsulated Data

(ED)

(BlU#E3)

MCCI_IN200100UVD1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:h|7-org:v3
MCCI_IN200100UVD1.xsd YPCORR_ING49016UV[r])/controlActProcess@classCode="CACT]{@moo
dCode="EVN')/subject[@typeCode='SUBJ|[1}/investigationEvent[@classCode="INVSTG|[@mecodCo
de="EVN)/component{@typeCode="COMP"][adverseEventAssessmenf]{1/adverseEventAssessment
[@classCode="INVSTG'}[@moodCode="EVN]/subject! [@typeCode="SBJ'][1)primaryRole[@classC
0de="INVSBJVsubjectOf2[@typeCode='SBJ|[ehservation/code[@code="321[@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19')[rYobservation[@classCode="0BS[@mood Code="EVNPvalue[@xsi:ty
pe='CE'l[@codeSystem="2,16.840.1.113883.6.163[1}/original Textiext()

FHRIIEBE & Az ?

T—E

Boolean (BL)

/MCCI_IN200100UVO 1 [@ITSVersion="XML_1.0'[[@xsi:schemaLocation=urn:hi7-org:v3
MCCI_IN200t00UVD1.xsd/PORR_IN040H6UV]ri/controlActProcess[@classCode="CACT][@moo
dCode="EVN')/subjecti@typeCode="SUBJ')[1}investigationEvent{@classCode="INVSTG|[@moodCo
de='EVNY/companent[@typeCode='COMP')[adverseEventAssessment]{1 /adverseEventAssessment
[@classCode=INVSTG')[@moodCode="EVN/subjecti [@typeCode="SBJ'|[1)/primaryRole[@classC
ode=INVSBJYsubjectOf2[@typeCode="SB.[observation/code[@code="51@codeSystem='2,16.84
0.1.113883.3.983.2.1.1.19])[1Jobservation[@classCode="0BS'|[@moodCode="EVN'|value[@xsi:typ
e=BL[1}/@value N

NullFlavor

/MCCL_IN200100UVD1[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="um:hi7-org:v3
MCCI_IN200160UVO1 xsd'YPORR_IND45016UV[r//controlActProcess@classCode='"CACT][@moo
dCode="EVN')/subject[@typeCode="SUBJ[1)investigationEventi@classCode="INVSTG@moodCo
de='EVN'J/component[@typeCode='"COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG"[@moodCode="EVNT/subjectt [@typeCode="SBJ[1)primaryRole[@classC

.| ode="INVSBJ)subjectOf2{@typeCode="SBJ][observation/code[@code="5[@codeSystem='2.16.84

0.1.113883.3.989.2.1.1.197)[1 Jobservation]@classCode='0B S [j{@moodCode="EVN'|value[@xsi:typ
e="BL][1)/@nullFiavor ' ‘

h D.9.4.r

HRI=k 2R (BEIEC
BYES)

IMCCI_IN200100UV01[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hi7-org:v3
MCCI1_IN200100UVD1.xsd YPORR_ING49016UV[rYconfrolActProcess[@classCode='"CACT'|[@moo
dCode="EVN')/subject[@typeCode="SUBJ[1]investigationEvent{@classCode='INVSTG|[@moodCo
de="EVN'[/component[@typeCode='COMP][adverseEventAssaessmenti[1 JadverseEventAssessment
[@classCode="INVSTGlI@moodCode="EVN')/subject1[@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@lypeCode="§BJ][observation/code[@code="5[@codeSystem=2.16.84
0.1.113883.3.989.2.1.1.197)[1 Yobservation[@classCode='0BS'[@mood Code="EVNYoutboundRelat
lonship2]@typeCode='DRIV']|[observation/code[@code="8"f@codeSystem="2.16.840.1.113883.3.98
9.2.1.1.197)

e D.94.r.1a

BRIz & AFEE O MedDRA
n—vaw

4AN

Coded With
Equivalents {GE)

codeSystemVersion=
Character String {ST)

MCGI_IN200100UVe1[@ITSVersion="XML_1.07[@xsi.schemaLocation="urn:hi7-org:v3
MCCI_IN200100UVD1. xsd'/PORR _IN049016UV[r)/controlActProcess[@classCode="CACT|[@moo
dCode="EVN')subject[@typeCode="SUBJ'|[1}investigation Event{@classCode=INVSTG|[@moodCo
de="EVNcomponent@typeCode='COMP'|[adverseEventAssessment][1)fadverseEventAssessment
[@classCode="INVSTG'[@moodCode='EVN'Y/subject1 [@typeCode="SBJ'[[1)/primaryRole[@classC
ode="INVSBJ}/subjectOf2[@typeCode="SB.J |[observation/code[@code="5"[@codeSystem="2,16.84
0.1.113883.3.989.2.1.1.19|[1)/observation[@classCode='"OBS'[@moodCode="EVNToutboundRelat
ionship2[@typeCode='"DRIV[observation/code]@code='8"|[@codeSystem="2,16,840.1,113883.3.98
9.2.1.1.197[r)/observation[@classCode='"0BS[@moodCode="EVNvalue][@xsitype="CE][@codeS
ystem='2.16.840.1.113883.6.163'][1)/@codeSystemVersion
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e D.94.r1b

iwmlc L SFE (MedDRA
a—=Fr

BN

Coded With
Equivalents (CE)

code=Character
String (ST)

(BE3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN209100UV01 . xsdYPORR_IN048016UV[r]/controlActProcess[@¢classCode='CACT|[@moo
dCode='EVN')/subject[@typeCode="SUBJ'|[1}investigation Event{@classCode=NVSTG[@moodCo
de="EVN)/component{@typeCode="COMP'|[adverseEventAssessment][1}/adverseEventAssessment
[@classCode=TNVSTG [@moodCode="EVN')/subject! [@typeCode='SBJ][1)/primaryRole[@classC
ode="INVSBJ)fsubjectOf2[@typeCode="SBJ][observation/cadef@code="§][@codeSystem="2.16.84
0.1.113883.3.989.2.1.1.19"]{1)/observation[@classCode="0BS'[[@moodCode="EVNJ/outboundRelat
ionship2[@typeCode='"DRIV'[{ebservation/code]@code="8j@cudeSystem="2.16.840.1.113883.3.98
9.2.1.1.19]|[r//observation{@classCade='088"[@moodCode="EVNJvalug[@xsi:type='CE][@codeS
ystem='2,16.840.1.113883.6.163[1)/@code

e Dg4r2

HgIc & HEA (BEiEK)

250AN

Coded With
Equivalents (CE)

originalText =
Encapsulated Data
{ED)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0}@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01 xsd'/PORR_IN049016UVr)/controfActProcess[@classCode="CACT |[@moo
dCode="EVNisubject{@typeCode="SUBJ|[1)finvestigationEvent[@classCode="INVSTG][@moodCo
de='EVN'/component@typeCode='COMP'l[adverseEventAssessment]{1)/adverseEventAssassment
[@classCode="INVSTG|[@moodCode="EVN/subject [@typeCode="SBJ'|[1)/primaryRole[@classC
ode='INVSB.J'//subjectOf2[@typeCode='SBJJ[observation/cade[@code="5T[@codeSystem="2.16.84
0.1.113883.3.980.2.1.1.197][1 Jobservation[@classCode='0BS'[@moodCode="EVNjJ/outboundRelat
ionship2[@typeCode="DRIV'|[observation/code[@code="8'[@codeSystem="2.16.840.1.113863.3.98
9.2.1.1.19Y|[rfobservation]@classCode="OBS|{@moodCode='EVNJivalue[@xsitype="CE][@codeS
ystem='2.16.840,1.113883.6.163[1foriginalText/text()

B-F-RERSICEITS.
HICHET 5N

e DA

BRI

60AN

Entity Name (EN}) .

name=Entity Name
Part (ENXP)

IMCCI_IN2001060UVO1[@ITSVersion=XML_1.0][@xsi:schemaLacation="urn:hl7-org:v3
MCCIL_IN200100UV01 .xsd'VPORR_IN049016UV[r)/controlActProcess[@classCode='CACT[[@moo
dCode='EVNYisubject{@typeCode="SUBJ[1}investigationEvent{@classCode=INVSTG'[@moadCo
de='EVN'J/component@typeCode='"COMP'][adverseEventAssessment][1}/adverseEventAssessment
[@classCode=INVSTG'[[@moodCode=EVN]/subject1[@typeCode="SBJ][1}primaryRole]@classC
ade="INVSBJ)/playeri[@classCode=PSN][@determinerCode='INSTANCE |/role[@classCode="FR
$Y[1)/associatedPerson[@classCode='PSN[@determinerCode="INSTANCE/name[1]/text()

NullFlaver

IMCCI_IN200100UV01[@ITSVersion="XML_1.0[@xsi:schemaLocation="um:hl7-org:v3 -
MCCI_IN200100UVE1 . xsd'VPORR_IND48016UV[r)/contralActProcess(@classCode="CACTT[@moo
dCode="EVN'|/subjec{@typeCode="SUBJ|[1])investigationEvent{@classCode="INVS TG [@moodCo
de="EVN')/component[@iypeCode="COMP'|fadverseEventAssessmen][1)/adverseEventAssessment
[@classCode='INVSTG[@moodGCode="EVN'l/subject1[@typeCode="SBJ[1]/primaryRole[@classC
ode="INVSBJY/playeri[@classCode='"PSN[@determinerCode='INSTANCE Jrole[@classCode="PR
S{1)/associated Person[@classCode="PSN[@determinerCode='INSTANCE Yname{ 1)/@nullFlavor

h D.10.2

HAOERRE

e D.10.2.4

Hox&ERB

=0 g

Paointin Time (FS)

MICCI_IN200100UVD1[@ITSVersion="XML_1.0)[@xsi:schemalLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[/controlActProcess[@classCode="CACT@moo
dCode="EVN/subject[@typeCode="SUBJ[1]investigationEvent[@classCode=INVSTGJ[@mocdCo
de="EVN'J/icomponent{@typeCode="COMP"[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN'|/subject! [@typeCode="SBJ[1)/primaryRole[@classC
ode='INVSEJ)/player1 [@classCode='"PSN[@determinerCode="INSTANCEJrale[@classCode=FR

. §'l[1)/associatedPerson[@classCode='"PSN'[@determinerCode="INSTANCE/birthTime/@value
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NullFlavor’

BIES)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'{@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd/PORR_ING49016UVr)/controlActProcess@classCode="CACT][@moo
dCode="EVN/subject{@typeCode="SUBJ|[1)finvestigationEvent[@classCode=INVSTG][@moodCo
de="EVN'Vcomponent[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode='EVNsubjectt[@typeCode="SBJ'{[1}/primaryRole[@classC
ode="INVSBJ)/player1 [@classCode="PSN[@determinerCode="INSTANCE Jrole[@classCode="PR
$'[1lfassociatedPerson[@classCode="PSN[@determinerCode="INSTANCE/bithTime/@nullFlavor

e D.10.2.2a

ADER (B0

3N

Physical Quantity
(FQ)

value=Real Number
(REAL) ~.

MCCI_IN200100UVO1 [@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVO1.xsd YPORR _IN049016UV[iYcontrolActProcess[@classCode="CACT][@moo
dCade="EVN'/subject[@typeCode="SUBJ[1}/investigationEventi@classCode="INVSTG'[@moodCo
de="EVN'//component{@typeCode="COMP"[adverseEventAssessment]{1)/adverseEventAssessment
[@classCede="INVSTG|[@moodCode="EVN/subject1[@iypeCode="SBJ'][1}/primaryRole[@classC
ode='INVSBJ)/player1[@classCode="PSN'[@determinerCode=INSTANCE'/role[@classCode='PR
S )/subjectOf2[@typeCode="SBJT[observation/code{@code="3][@codeSystem='2,16.640.1.113588
3.3.989.2.1.1.19'|[1}/observation[@classCode="OBS'|[@moodCode="EVN Tivalue{@xsi:type="PQ1[1]
f@value

e D.10.2.2b

BOER (H{)

S0AN

Physical Quantity
PQ)

unit=Coded Simple
Value (CS)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemaLocation="um:hl7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN048016UV[r)/controlActProcess[@classCode="CACT |[(@moo
dCode="EVNTsubject[@typeCode="SUBJ'|[1)/investigationEven{{@classCode="INVSTG][(@moodCo
de='EVNYcomponent[@typeCode="COMP'|[adverseEventAssessment]{1}/adverseEventAssessment
[@ctassCode=INVSTG)[@moodCode='EVN subject [@typeCode="SBJ'[1¥/primaryRole[@classC
ode='INVSBJ/playert[@classCode="PSN[@determinerCode="INSTANCEJ/role[@classCode="PR
S[1¥subjectOf2[@typeCode="SB. fobservation/code[@code="3][@codeSystem="2.16.640,1.11388
3.3.980.2.1.1.197|[1Vobservation[@classCode="0BS'l[@moodCode="EVN'j/value[@xsi:type="PQT[1]
J@unit

e D.10.3

HoRkALEB

Bt B

Point in Time (TS)

IMCCI_IN200100UVO1[@IT SVersion="XML_1.0'][@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UVO1 . xsd WPORR_IND49016 UV[rY/controlActProcess[@classCode="CACT|[@moo
dCode="EVN'//subject{@typeCode="SUBJ[1)investigationEvent[@classCode="INVSTG[@moodCo
de="EVNT/component{@typeCode='"COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@mcodCode="EVN/subject! [@typeCode="SBJj[1)primaryRolef[@classC
ode="INVSBJ/player1{@classCode='PSN'][@delerminerCode="INSTANCE )/role[@¢lassCode='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[@moodCade="EVN Yvalue[@xsi:type=TS 1
V@value ,

NullFlavor

MCCI_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemaLacation="urn:hl7-org.v3
MCCI_IN200100UV01.xsd FPORR_IND49016UV{r)/controlActProcess[@classCode="CACT[@moo
dCode='EVNT/subject{@typeCode="SUBJ][1}investigationEvent[@classCode="INVSTG]{@®moodCo
de="EVN'//component[@typeCode="COMP'|fadverseEventAssessment]f1)/adverseEventAssessment
[@classCode='INVSTG'[@moodCode="EVN'Ysubjecti[@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJ)/player1j@classCode="PSN[@determinerCode="NSTANCE/rolej@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='0BSj[@mocdCode="EVN'/value[@xsi:type="TS][1
J@nullFlavor
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e D.10.4

ROGE (ko)

&N

Physical Quantity
(PQ)

value=Real Number -

(REAL)

(B#E3)

MCCI_IN206100UVO [@ITSVersion="XML_t.0]{@xsi:schemalocation="urn:hl7-org.v3
MCCI_IN200100UV0 1. xsd /PORR_IN0O43016UVrlicontrolActProcess[@classCade="CACT |[@moo
dCode="EVN'|/subjectf@typeCode="SUBJ|[1)/investigationEventj@classCode=INVSTG'][@moodCo
de="EVN'Jicomponent{@typeCode="COMP'|[adverseEventAssessment][1}/adverseEventAssessment
[@classCode=TINVSTG' [@moodGode="EVN')/subject[@typeCode="SBJ'[1 [/primaryRole[@classC
ode='INVSBJ)/playert[@classCode="PSN'|[@determinerCode="INSTANCE J/role{@classCode=FR
§1)subjectOf2[@typeCode="SB.J"|[observation/code[@code='7 {@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.19[1/fobservation{@classCode="0BS"[@mocdCode="EVNJvalue[@xsi:type="PQ][
@unit="kg'|[1}/@value

e D.10.5

fosE (cm)

3N

Physical Guantity

{FQ)

value=Real Number
{REAL}

IMCCI_INZ0D100UVO [@ITSVersion="XML_1.0'l[@xsi:schemalocation="um:hl7-arg:v3
MCCI_IN200100UV01.xsd'[/PORR_IN049016UV[rjcontrolActProcess[@classCode='CACT [@moo
dCode="EVN'/subject[@typeCode="SUBJ|[1]finvestigationEventj@classCode="INVSTG'j[@moodCo
de='"EVNTJ/component{@typeCode="COMP'[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@meodCode='"EVN)subject {@typeCode="SBJ"[1)/primaryRole[@classC
ode="INVSBJ)playeri[@ctassCode="PSN]{@determinerCode="INSTANCE]/rolef@classCode="PR
S'[1)/subjectOf2[@typeCode="SB.J][observation/code[@code="17'|[@codeSystem="2.16.840.1.1138
83.3.989.2.1.1.19j[1)/observation[@classCode='"0OBS j[@mocdCode="EVN'l/value[@xsi type="PQ'][
@unit="cm'[1)/@value B ;

e D.10.6

HOHES

iN

Coded With
Equivalents (CE)

code=Character
String (ST)

/MCCI_IN200100UVO1 [@I1TSVersion="XML_1.0[@xsi:schemal.ocation="urm:hl7-org:v3
MCCI_IN200100UV01.xsd'VPORR_INC49018UVr)/controlActProcess[@classCode="CACT][@moo
dCode="EVN/subjecti@typeCode="SUBJ[1]/investigationEventj@classCode=INVSTG'l[@moodCo
de="EVN'J/component{@typeCode='"COMP|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode='"EVN')/subject1[@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJ)/player1[@classCode='"PSN[@determinerCade='INSTANCETrole[@classCode='PR
8'[1)/associatedPerson[@classCode="PSN'[@determinerCode='INSTANCE J/administrativeGender
Code[@codeSystem='1.0.5218"/@code

NullFlavor

/MCCI_INZ00100UVO1[@ITSVersion="XML_1.01[@xsi:schemal.ocation="urn:hl7-crg:va
MCCI_IN200100UV01 xsd'YPORR_IN049016UVr)/controlActProcessf@classCode="CAGT][@moo
dCode="EVN'//subject[@typeCade="SUBJ'|[1}investigationEvent{@classCode=NVSTG][@moodCo
de="EVNT/component{@typeCode="COMP][adverseEventAssessment][1)/adverseEventAssessment
[@classCode='|NVSTG'[@moodCode="EVNT/subject1[@typeCode="SBJ'|{1)/primaryRole[@classC
ode="INVSBJYplayer1@classCode='PSN'|[@determinerCode="INSTANCE Vrole{@classCode=PR
ST[1)/associatedPerson]@classCode="PSN}[@determinerCode="INSTANCEJadministrativeGender
Code[@codeSystem="1.0.5218'{/@nullFlavor ’

h D.10.7

HOMET 5aMER VR
ik

h D.10.7.1.r

BOMBLEhIRE (BE
2R C# YRS

IMCCI_INZ00100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="um:hl7-org:v3
MCCL_IN200100UV01.xsd VPORR_IN049¢16UV[r¥controlActProcess[@classCode='CACT][@moo
dCode="EVN')isubject{@typeCode="SUB.][1)investigationEvent[@classCode="INVSTG[@moodCo
de='EVN'Jecomponent[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG@meodCode="EVN)/subject1 [@typeCode="SBJ'[1)/primaryRole[@classC
ode="INVSBJ)/player[@classCode="PSN[@determinerCode="INSTANCE')/role[@classCode="PR
S1VsubjectOf2[@typeCode="SBJ[organizerfcodef@code="1"][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20|[1J/organizer[@classCode="CATEGORY[@moodCode="EVN')/component[@typeC
ode="COMP[observation/code[@codeSystern="2.16.840.1.113883.6,163"]-
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-] D.10.7.1.n.1a

HoMET 3 ARERUE
KD MedDRA /i—2 3

by

4AN

Concept Descriptor
(CD)

codeSystemVersion=
Character String (ST)

(AIEs 3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="um:h|7-org:v3
MCCI_IN200100UV01.xsd V/PORR_IND49016UV[rl/controtActProcess[@classCode="CACT{[@moo
dCode="EVNY/subject[@typeCode="SUBJ'|[1¥investigationEven@classCode='INVS TG l[@imcodCo
de="EVN')/component{@typeCode='COMPJ[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVST G [@moodCode="EVN')subject! [@typeCode="SBJ][1)primaryRole[@classC
ode="INVSBJ'Vplayerij@classCode="PSN[@determinerCode="INSTANCE)/role[@classCode=PR
Si1YsubjectOf2[@typeCode="SBJ'|[organizer/code[@code="1|[@codeSystem="2.156.840.1,113883.
3.989.2.1.1.207][1}/organizesr[@classCode="CATEGORY[@moodCode="EVN')/component@typeC
ode="COMP'][observation/code[@codeSystem="2,16.840.1.113883.6.163"]][r)fobservation[@classCo
de="0BS'I[@moodCode="EVN'J/code/@codeSystemVersion

e D.10.7.1.r.10

HOMET SERER UM
Hmik RH - FHRE ST

D)

(MedDRA 3—F)

8N

Concept Descriptor
(cno}

code=Character
String (8T)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn;hl7-org:v3
MCCI_INZ00100UV01 . xsd)/PORR_IN049016UV[r)/controlActProcess[@classCode="CACT| [@moo
dCode='EVN' Vsubject{@typeCode="SUBJT[1)/investigationEvent{@classCode="|NVSTG[@moodCo
de="EVN')/component[@typeCode="COMP[adverseEveniAssessment][1)/adverseEventAssassment
[@classCode="INVSTG[@moodCode="EVN'Jsubject [@typeCode="SBJ[t}//primaryRole{@classC
ode="INVSBJ)/player1[@classCode="PSN[@determinerCode="INSTANCEJrolef@classCode="PR
S[1)subjectOf2[@typeCode="SBJ[organizer/code[@code="1[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.207[1)/organizer@classCode="CATEGORY[@moodCade="EVN']/component{@typeC
ode="COMP'Jlobservation/code[@codeSystem="2,16,840.1.113883.6.163][r)/observation[@classCo
de='"OBS'[@moodCode='"EVN]/code/@code

e D.10.7.1.r.2

BB

Bit. B

Interval of Point in
Time (VL<TS>)

low=Interval
Boundary (IVXB)

iMcct _IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN0490168UV[r¥controlActiProcessf@classCode='CACT|[@moo
dCode=‘EVN']Isubject[@typeCode='SUBJ'][1}flnvestigationEvent[@classCode='lNVSTG'][@moodCo
de="EVN’)/companent{@typeCode="COMP}[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG[[@moodCode="EVN)/subject1[@ftypeCode="SBJ'[[1)/primaryRole[@classC
ode=INVSBJ)player1[@classCode='PSNT[@determinerCode="INSTANCEJ/frole[@classCode="PR
S[1/subjectOR[@typeCode='SBJ][crganizer/code[@code="1l@codeSystem='2.16.840.1.113883.
3.988.2.1.1.207][1}/organizer{@classCode='CATEGORY'[[@moodCode="EVN'{component[@typeC
ode='"COMP"][cbservation/code[@codeSystem='2.16.840.1.113883.6. 163']][r]lobservat:on[@classCo
de="0BS][@moodCode="EVNYeffectiveTime[@xsitype="IVL_TSVow/@valug

NullFlavor

/MCCI_IN200100UVD1[@ITSVersion="XML_1.0")[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UVD1.xsd'YPCORR_IN048016UV[r/f/controlActProcess[@classCode="CACT|[@moo
dCode="EVNT/subjecti@typeCode='SUBJ][1}finvestigationEvent[@classCode=INVSTG[@moodCo
de='EVN']loomponent[@typeCode='COMP |[adverseEventAssessment][1j/adverseEventAssessment
[@classCode='INVSTG'[@moodCode="EVN)/subject1{@typeCode="SB.'][1)/primaryRole[@classC
ode="INVSB.J')/player1 [@classCode="PSN'][@delerminerCode="INSTANCE role]@classCode='"PR
S'[1)/subjectOf2@typeCode="SBJ)[organizer/code[@code="1"][@codeSystem='2,16.640.1.113883.
3.989.2.1.1.207[1Yorganizer|@classCode="CATEGORY[@moodCode="EVN')/component{@iypeC
ode='COMP"fobservation/code{@codeSystem="2,16.840.1.113883.6. 163]][r[/observationf@classCo
de="0BS[@moodCode=EVN'YeffectiveTime[@xsi:type='IVL_TSMow/@nullFlavor
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P 1)

Boolean (BL)

()DJIJ JI“ 3 )

MCCL_IN200100UVO1[@ITSVersion="XML_1.01[@xsi:schemal ocation="urn:hi7-org:v3
MCCI_IN200100UV01 . xsd YPORR_IN049018UV[rlfcontralActProcess[@classCode="CGACTI{@moo
dCode='EVN'Ysubject{@typeCode="SUBJ{1]investigationEven{@classCode="TNVSTG[@moodCo
de="EVN'//component{@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN/subjecti[@typeCode="SBJ|[1}/primaryRole[@classC
ode='INVSBJ)/playeri[@classCode="PSN[@determinerCode="INSTANCE')/role[@classCode="PR

SM)subjectOr2[@typeCode="SBJ|[organizer/code[@code="1'j[@codeSystem="2.16.840.1.113883,
3.989.2.1.1.207]{1Vorganizer[@classCode='"CATEGORY[@meodCode="EVN']/component[@typeC
ode="COMP[ubservation/code[@codeSystem="2.16.840.1.113883.6. 163"|['Jobservation[@classCo
de="0BS"[@moodCode="EVN/inboundRelationship[@typeCode="REFR'|[observation/code[@code
='13'[@codeSystem="2.16.840,1.113883,3,889.2.1.1.19"]][1[/observation[@classCode="OBS[@mo
odCode="EVN'|/valuej@xsi:type='BL[1}@value

Bt~ B

Interval of Point in
Time ((VL<TS>}

/MCC1_IN200100UVO 1 [@ITSVersion="XML_1.07[@xsi:schemal.ocation="um:hl7-org:va
MCCI_IN200100UV01.xsd'YPORR_IND49018UV[r)/controlActProcess[@classCode="CACTT[@moo
dCode='"EVN/subject[@typeCode="SUBJ[1}investigationEvent@classCode="NVSTG[@moodCo-
de="EVN'/component[@typeCode="C OMP[adverseEventAssessment][1)//adverseEventAssessment
[@classCode="INVSTGl[@mocdCode="EVN'[subject1[@typeCode="SBJ'|[1}/primaryRole[@classC
ode="INVSB.')/player1 [@classCode="PSN][@determinerCode="INSTANCE/role[@classCode=PR
S[1VsubjectOf2[@typeCode='SBJ[organizer/code[@code="1[@uodeSystem="2.16.840.1.113883,
3.989.2.1.1.207[1)organizer[@classCode="CATEGORY][@moodCode="EVN'Jcomponent@typeC
ode="COMPT[observation/code[@codeSystem="2.16.840.1.113883.6.16 3JJfr)/vbservation[@classCo
de="0BS[@moodCode='EVN)ieffectiveTime[@xsitype="IVL_TSThigh/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0')[@xsi:schemalocation="um:hi7-org:v3
MGG “IN200100UV01 xsdYPORR_IN048016UV[r)/controlActProcess[@classCode="CACT'|[@moo
dCode="EVN/subject[@typeCode="SUBJ[1}investigationEvent[@dlassCode="INVSTGT@moodCo
de='"EVNT/component[@typeCode='"COMP'|[adverseEventAssessment][1)/fadverseEventAssessment
[@classCode='INVSTG[@meodCode="EVN)/subject1 [@typeCode="SBJ|[1}/primaryRole[@classC
ode="INVSBJ)/playeri[@classCode="PSN'|[@determinerCode='INSTANCE Jrole[@classCode='PR -
81)subjectOr2[@typeCode="SBJ[organizer/code[@code="1"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.207|[1forganizer[@classCode='CATEGORY'|[@maodCode="EVN/compenent@typeC
ode='"COMP[obsetvation/code[@codeSystem='2.16.840.1.113883.6.163|[*/observationf@classCo
de="0BS|[@moodCode="EVN'/effectiveTime[@xsi:type="IVL_TS)/high/@nuliFlavor

- DAOTACS | Ml
& D.10.7.1.r4 'm' B
e

e D.10.7.1.1.5 #HE

2000AN

Encapsulated Data
(FD)

E

it L
NullFlavor
&

MGCGI_IN200100UV01[@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hl7-org:va
MCGI_IN200100UV01.xsd /PORR_IN049016UV[r)/controfActProcess[@classCode="CACT][@moo
dCode="EVN'[/subject{@typeCode="SUBJ[1)investigationEvent[@classCode="INVSTG'[[@mocdCo
de="EVNY/component[@typeCode="COMF |[adverseEventAssessment][1)/adverseEventAssessment
[@ciassCode="INVSTG |[@moodCade="EVN)subject1[@typeCode="SBJ][1}/primaryRole[@classC
ode="|NVSBJ}player1[@classCode="PSN][@determinerCode='INSTANCE')/role{@classCode='PR
S t)/subjectOf[@typeCode="SBJT[organizer/code[@code="1"][@codeSystem='2,16.840.1,113883.
3.989.2.1.1 .207|[1)/organizer@classCode='CATEGORY[[@moodCode="EVN')/component[@typeC
ode="COMP][observation/code[@codeSystem='2.16.840.1.113883.6.1631][r)/observation[@classCo
de= 'OBS][@moodCode-'EVN']IoutboundRelatmnshlp2[@typeCode—'COMP‘][observahom’code[@co
de="10'[@codeSystern="2.16.840.1.113883,3.989.2.1.1. 19']][1]Iobservauon[@classCode“'OBS @
moodCode="EVN]value[@xsitype="ED}[1]1text(}
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(BlEs 3)

/MCCI_IN200100UVD1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hl7-org:v3
MCC!_IN200100UV01.xsd'VPORR_IN049018UV[r)controlActProcess(@classCode="CACT][@moo
dCode="EVNT/subject[@typeCode="SUBJT{1}/investigationEvent{@classCode=INVS TG [@moodCo
- B de="EVNT/component{@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment .
Encapsulated Data {E [@classCode="INVSTG')[@moodCode="EVNT/subject! [@typeCode="SBJ'|[1)/ptimaryRole[@classC
(ED) ode='INVSBJ/player1[@classCode='PSN][@determinerCode="INSTANCE)frole[@classCode="PR
S[1)subjectOf2[@typeCode="SBJ"|[organizer/code[@code="1"[@codeSystem="2,16.840.1.113883.
3.989.2.1.1.20T][1{/organizer@classCode="CATEGORY'][@moodCode="EVNJicomponeni{@typeC
ode='"COMP|[observation/code[@code="18T[@codeSystem='2,16,840,1,113883.3.989.2.1.1.15T)[1}
observation[@classCode="OBS[@moodCode='EVNivalue{@xsi:type="ED'|[1ext()

BROBET HERERUVHE

PERORRIER TODODAN

e D.10.7.2

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0')[@xsi:schemal ocation="um:hl7-org:v3
MCC1_IN200100UV01.xsd'YPORR_IN045018UV[r)/controfActProcess[@classCode="CACT[@moo
dCode='EVN')/subject[@typeCode="SUBJ|[1]/investigationEvent{@classCode="INVS TG [@moodCo

’ HOMBET LREOERS # & L | de=EVNlcomponent[@typeCode='COMP[adverseEventAssessment][1fadverseEventAssessment
h D108 HHE (BDEICRCRYE ' J— [@classCode="INVSTG'l[@moodCode="EVNsubjecti [@typeCode="SBJ'[1)/primaryRole[@classC

+) ode="INVSBJ)/playeri[@classCode='"PSN'][@determinerCode="INSTANCEJ/role[@classCode='PR

S[MVsubjectOf2[@typeCode="SBMforganizer/code]@code="2[@codeSystem="2.16.840:1.113883.
38.989.2.1.1.207)[1)/organizer[@classCode="CATEGORY[@moodCode="EVN]/component/@typeC
ode="COMP'][substanceAdminisiration]

/MCCI_IN200100UVO [@ITSVersion="XML_1.07[@xsi:schematocation="urn:hl7-org:v3
MCCI_IN209100UV01 xsd YPORR_IN049016UVri/controlActProcess[@classCode="CACT|[@moo
dCode="EVN')/subject{@typeCode="SUBJ[1)investigationEvent{@classCode="INVSTGT{@moodCo
de="EVN')/component{@typeCode='"COMP"|[adverseEventAssessment][1)adverseEventAssessment
, name=Entity Name [@classCode=INVSTG'[[@mocdCode="EVN')/subjecti [@typeCode="SBJ'[1}/primaryRole[@classC
e D.10.8.r.1 EXSS (BEhiX|) | 250AN Entity Name {EN) Part (ENXP) & ode="INVSBJj/player[@classCode="PSN'|[@determinerCode='INSTANCE/role[@classCode="PR
: S[1)subjectOfR2j@typeCode="SBJ"[organizer/code[@code='"2"[@codeSystem="2,15,840.1.113883.

3.989.2.1.1.207][1]/organizer@classCode="CATEGORY][@moodCode="EVN'//componen@typeC

ode='COMP)[substanceAdministration][r}/substanceAdministration|@classCode="SBADM][@mood

Code='"EVN/consumable[@typeCode="CSM1[1]/instanceOfKind[@classCode="INST'/kindOfProduc
- fi@classCode="MMAT][@determinerCode="KIND [fname[1)fext{)

MCCIL_IN200100UVD1[@ITSVersion="XML_1.0')[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd')/PORR_ING49016UV[r/controlActProcess[@classCode="CACT[@moo
dCode="EVN')/subject[@typeCode="SUBJ[1)investigationEvent[@classCode=NVS TG [@moodCo

. de="EVN'//component{@typeCode="COMP[adverseEventAssessment][1]/adverseEventAssessment
M5 #Hq K Coded Wi s v [?cl?Is;\s:odefINVST({;g@;mugdgode='E\§Pg.§ulhject1I%tygéec?g;ﬁﬁ.é]n]IpﬁTéwlRoleg%classc

o amon = o~ oded With codeSystemVersion= cde='INVSBJV/player1{@classCode='PSN' eterminerCode=* ANCE'Jrolef@classCode="PR

e D.108r2a | MPID/N—2 32BN 8S | 51 YES | £ icients (CE) Character String (sT) | & ST[1)isubjectOf2f@typeCode="SBJ jorganizer/code]@code="2](@codeSystem="2.16,840.1.1 13883,
3.989.2.1.1.207][1]/organizer|@classCode="CATEGORY][@moodCode="EVN/component[@typeC
ode='COMP[substanceAdministration][r}/substanceAdministration[@classCode="SBADM][@mood
Code="EVN/consumable[@typeCode="C5MT[1)instance OfKind[@classCode=INST)kindOfPraduc
i@classCode="MMAT][@determinerCode=~"KIND'Vcode[@codeSystem="TBD-MP ID')/@codeSyste
mVersion
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e D.10.8.r.2b

B 58 SIEHT (MPID)

M5 A F
SAEE
i3}

Coded With
Equivalents (CE)

code=Character
String (ST)

(BI#E3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0f[@xsi:schemab.ocation="urn:hl7-org:v3
MCCI_IN200100UV01 xsd'YPORR_IN049016UV{r]/controlActProcess{@ciassCode="CACT|[@mao
dCode="EVN}subject[@typeCode="SUBJ[1}investigationEvent[@classCode="INVS TG [@mocdCo
de="EVN/component{@typeCode="COMP'|[adverseEventAssessment][ 1)/adverseEventAssessment

[@classCode="INVSTG'[@moodCode='EVNlisubject1 [@typeCode='SBJ'][1}/primaryRole[@classC

ode='INVSBJY/playeri[@classCode='"PSN[@determinerCode= INSTANCE Jrolef@classCode="PR
S[1)subjectOf2[@typeCode='SBJjorganizer/code[@code='2][@codeSystem="2.16.840.1.113883.
3,989.2.1.1.207)[1]/organizer[@classCode="CATEGORY{@moodCode="EVN'J/component{ @typeC
ode="COMP'|[substanceAdministration]{r]/substanceAdministration[@classCode='SBADM][@mood
Code="EVN'}consumable[@typeCade="CSM][1)/instanceOfKind[@classCode="INST'VkindOfProduc

_ t[@classGodg=‘MMAT‘][@de!erminerCode='KIND‘].’code[@codeSystem='TBD-MPID']I@code

e D.10.8.r.3a

PhPID =S 3Bt/
2

Coded With
Equivalents (CE})

codeSystemVersion=
Character String (5T)

{MCCI_INZ001 00UV [@ITSVersion="XML_1.0{@xsi:schemalocation="um:hl7-org:v3
MCCI_IN200100UV01 xsd VPORR_IN049018UVirl/controlActProcess[@classCode="CACT ) [@moo
dCode=EVN//subject{@typeCode='SUBJ[1)/investigationEven{{@ctassCode="INVSTG|[@moodCo
de="EVN'Jicomponent{@typeCode='COMP|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="TNVS TG [@mocdCode="EVN]/subject1 [@typeCode="SBJ][1}/primaryRole[@classC
ode=INVSB.J)/playert[@classCode="PSN][@determinerCode="INSTANCE)/role[@classCode='PR
SN[)/subjectOf2[@typeCode="SBJ[organizer/code[@code="2][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.2071 ]Iorganizer[@classCo&e='CATEGORY’][@moodCode='EVN']fcomponent[@typec
ode="COMP'}{substanceAdministration][r}’substanceAdministrationj@classCode="SBADM][@mood
Code="EVN'j/consumable[@typeCode="CSM][1}instanceOfKind[@classCode="INST/kindOfPraduc
f{@classCode="MMAT[[@determinerCode="KIND'Vcode[@codeSystem="TED-PhP|D@codeSyste
miersion

e D.10.8.r.3b

BIFERAF (PhPID)

Coded With
Equivalents (CE)

code=Character
String (ST)

MMCCI_IN200100UV01{@ITSVersion="XML_1.0')[@xsi.schemal.ocation="urn:hI7-org:v3 .
MCCL_IN200100UV01 xsd//PORR_IN049018UV(rlicontrolActPracess[@classCode='CACT [@moo
dCode="EVN'/subject{@typeCode="SUBJ[1)/investigationEventi@classCode="INVSTG [[@moodCo
de='EVN'//component{@typeCode="COMP'lladverseEventassessment][1)/adverseEventAssessment
[@classCode="INVSTG j[@moodCode="EVN)/subject[@typeCode="SBJ'][1)/primaryRole[@classC
ode='INVSBJ)player1[@classCode='PSN']|@determinerCode="INSTANCE}role[@classCode=PR
S )/subjectOR2[@typeCode="SBJ[organizer/codel@code="2"[@codeSystem='2,16,840,1.113883.
3.989.2.1.1.207[1J/organizer@classCode="CATEGORY|[@moodGade="EVN /componeni{@typeC
ode='COMP[substanceAdministration][f)/substanceAdministration|@classCode="SBADM][@mood
Code="EVN'/consumable[@typeCode='CSM{ 1)/instanceOfKind[@classCode=1NST|/kindOfProduc

1 {@classCode="MMAT][@determinerCode="KINDJ/code[@codeSystem=TBD-PhPID)}@code

e D.10.8.r.4

MwE

Bt/

Interval of Point in
Time (WL<TS>)

low=Interval
Boundary (IVXB)

/MCCL_IN200100UVO1[@ITSVersion="XML_1.0')[@xsi:schemalocation='um:hl7-crg:v3 .
MCCI_IN200100UVD1 xsd'IPORR_IND49016UVIrl/icontrolActProcess{@classCode='"CACT[@moo
dCode="EVN'}/subjec@typeCode="SUBJ'|[1}investigationEveni@ciassCode=INVSTG{@moodCo
de="EVN}icomponent[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN}isubject1{@typeCode="SBJ'][1 VprimaryRole[@classC
ode="INVSBJ}/player1[@classCode='"PSN'[@determinerCode=1NSTANCE Yrole[@classCode="PR
S'[1}/subjectOf2[@typeCode="SBJ][organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.089.2.1.1.20')[1)/organizer[@classCode="CATEGORY'Jf@moodCode="EVN'|/component[@lypeC
ode='COMP'|[substanceAdministration] [rl/substanceAdministration]@classCode="SBADM]|@mood

) Gode="EVN')/effectiveTime[@xsi:type="IVL_TSViow/@value
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NullFlavor

(Bl 3)

MMCCI_INZ00100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:h|7-org:v3.
MCCI_IN200100UVD1.xsd YPORR_IN049016UV[ri/controlActProcess{@classCode="CACT[@moo
dCode="EVN'l/subject{@typeCode="SUBJ|[1}investigationEventi@classCode="INVSTG[@moadCo
de="EVNJ/component[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=NVSTG'[[@moodCode="EVN}fsubjecti[@typeCode="SBJ[1)/primaryRole[@classC
ode=‘lNVSBJ']IpIayer1[@classCode='PSN'][@determinerCode:'INSTANCE‘]IroIe[@classCode='PR
SH]/subjectOf2[@typeCode="SBJ[arganizer/code[@code="2[@codeSystem="2.16.840.1.113883.
3.589.2.1.1.207]{1)/organizer{@classCode="CATEGORY'|[@moodCode="EVN'{icomponent{@typeC
ode='COMP‘][substanceAdmln|stratlon][r]lsubsianceAdmmls!ratlon[@classCode-‘SBADM']I@mood
Code="EVN'/effectiveTime[@xsi:type=1V1_TSow/@nullFlavor

e D.10.8.r.5

#71d

Bt HH

Interval of Paint in
Time (IVL<TS>)

high=Interval
Boundary (IVX8)

IMCCI_IN200100UVD1 [@ITSVersion="XML_1.0T[@xsi:schemalocation="urn; hl?-org v3
MCCI_IN200100UVD1 xsd/PORR_INO49016UVIrl/controlActProcess[@classCode='"CACT][@moo
dCode="EVN' Vsubject{@typeCode="SUBJ][1)/investigationEvent{@classCade="INVSTG'[@moodCo
de="EVNT/componentf@typeCode="COMP|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'[@mocdCode='"EVN/subject! [@typeCode="SBJ'|[1}/primaryRale[@classC
ode="INVSBJ/playert[@classCode="PSN'[@determinerCode="INSTANCE'Vrole[@classCode="PR
S[1)subjectOfz{@typeCode="SB.T[organizer/code{@code="2[@codeSystem="2,16.840.1.1 13883.
8.8890.2.1.1.20][1Vorganizer] @classCode='"CATEGORY l[@moodCode="EVN}compenenii@typeC
ode="COMP"|fsubstanceAdministration]{f[/substanceAdministration[@classCode="S BADM][@mood
Code="EVN'JieffectiveTime[@xsi:type="IVL_TSVhigh/@value

NullFlavor

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0][@xsi:schemat ocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd' YPORR_IN0O49018UV[r)/controlActProcess[@classCode="CACT][@moc
dCode='EVNY/subject{@typeCode="SUBJ][1)investigationEvent{@classCode="INVSTG[@meodCo
de='EVN'J/component[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG[@moodCode="EVN)/subject1 [@typeCode="SBJ"[1}/primaryRole[@classC
ode='INVSB.[")/player1[@classCode="FSN'][@determinerCode=INSTANCE/role[@classCode="PR
S[1¥subjectOf2[@typeCode="SBJorganizer/code[@code="2[@codeSystem='2.16.840.1.113883,
3.989.2.1.1.207][1)/organizer{@classCode="CATEGORY[@moodCode='EVN')/icomponent[@typeC
ode="COMP")[substanceAdministration][r}/substanceAdministration[@classCode="SBADMY[@mood
Code="EVN'/leffectiveTime[@xsi:type='IVL_TS'high/@nullFlavor

e D.10.8.r.6a

#ABBEO MedDRA /{—
“aw

4AN

Coded With
Equivalents (CE)

codeSystemVersion=
Character String (ST)

MCCI_IN200 100UV [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'PORR_IND48018UV[r]/controlActProcess[@classCode='CACT[@moo
dCude="EVN/subject{@typeCode="SUBJ'[1)investigationEvent[@classCode=NVSTG[@mocdCo
de="EVN/component{@typeCode='COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN/subject![{@typeCode="SBJ][1/primaryRole[@classC
ode="INVSBJ/player1[@classCode="PSN][@determinerCode="INSTANCEJrole[@classCode="PR
S5[1)/subjectOf2[@typeCode="SBJ'][organizer/code[@code="2'[[@codeSystem='2.16.840.1.113883.
3.989.2.1.1.20][1)organizerf@classCode='"CATEGORY][@moodCode="EVN [/component@typeC
ode="COMP[substanceAdministration]{r})/substanceAdministration[@classCode="SBADM[[@mood
Code="EVNY/outboundRelationship2[@typeCode="RSON'][observation/code[@code="19][@codeSy
stem='2,16.840.1.113883.2.989.2.1.1.19'][1)fobservation[@classCode='0BS'|[@mocdCode="EVN'Y
value[@xsitype='"CEJ[@codeSystem='2.16.840.1.113883.6.163[1)/@codeSystemVersion
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e D.10.8.r.6b

{#HMAEH (MedDRA o—F)

8N

Coded With
Equivalents (CE)

code=Character
String (ST)

(BI#R 3)

/MCCI_IN200100UVE [@ITSVersion="XML_1.07[@xsi:schemalocation="umn:hl7-org.v3
MCCI_IN200100UV01 xsd'YPORR_IN049018UV{r)/controlActProcess[@classCode="CACT][@moo
dCode="EVN'|/subject[@typeCode="SUBJ'[1]/investigationEvent{@classCode=INVSTG'|[@moodCo
de="EVN')/componen{@typeCode='COMP"[adverseEventAssessment]{1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCade=EVN/subject1[@typeCode="SBJ[1]/primaryRole[@classC
ode="INVSBJ')playar1]@classCode='PSN)[@determinerCode="INSTANCE)frole[@classCode="PR
SN[)/subjectOf2[@typeCode="SBJorganizericode[@code="2[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.207)[1)organizer{@classCode="CATEGORY][@moodCode="EVNJicompanent@typeC
ode='"COMP'|[substanceAdministration][r)/substanceAdministration]@classCode="SBADM)[@mood
Code="EVNY/outboundRelationship2[@typeCode="RSON|[observation/code[@code="19{@code Sy
stem='2.16.840.1.113883.3.989,2.1.1.19])[1/observation[@classCode="OBS'[[@mocdCode="EVNY/
value[@xsi:type="CEi@codeSystem="2.16.840.1.113883.6.163[1¥@code

e D.10.8.r.7a

F{EA® MedDRA /i—3%2 3

4AN

Coded With
Equivalents (CE}

codeSystemVersion=
Character String (ST)

IMCCI_IN200100UVD1 [@ITSVersion="XML_1.0[@xsi:schemal.ocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN049016UV[r)/controlActProcess[@classCode="CACT][@moo
dCode='EVN/subjectj@typeCode="SUBJ][1}finvestigationEvent{@classCode=1NVSTG'[@moodCo
de="EVN'J/componeni{@typeCode="COMP|[adverseEventAssessmen][1]/adverseEventAssessment
[@classCode='INVSTG (@moodCode="EVN'Vsubject1 (@typeCode="SBJ'[[1}/primaryRole[@classC
ode="INVSBJ)iplayeri[@classCode="PSN'|[@determinerCode="INSTANCE Vrolef@classCode=FPR

-§[1)/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][substanceAdministration][r//substanceAdministration[@classCode="SBADM][@mood
Code='EVN'//outboundRelationshipZ[@typeCode="CAUS Jjobservation/code[@code="29'[@codeSy
stem='2.16.840.1.113863.3.989.2.1.1.19%][1)/cbservation|@classCode="0OBS [[@moodCode="EVNY
value[@xsi:type='CE'[@codeSystem="2.16.840.1.113883.6.163[1/@codeSystem\ersion

e D.10.8.r.7b

BIERA (MedDRA O—F)

B8N

Codad With
Equivalents (CE)

code=Character
String (ST}

MMCCI_INZ00100UVO1[@ITSVersion="XML_1.0'[@xsi:schemabkocation="urn:hi7-org:v3
MCCI_IN200100UV01 xsd'J/PORR_IND49016UV[r)/controlActProcess@classCode='"CACT|[@moo
dCode="EVN'subject[@typeCode="SUBJ[1}/investigationEventj@classCode="INVSTG'{@moodCo
de="EVN'[/component[@typeCode="COMP"|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG[@moodCode="EVNY/subject1 [@typeCode="SBJ][1}/primaryRole[@classC
ode="INVSBJ/playeri[@classCode="PSN][@determinerCode="INSTANCEJrole[@classCade="PR
S'[1¥subjectOf2]@typeCode="SBJjorganizer/code{@code="2[@codeSystem="2.16.840.1.113883.
3,989.2.1.1.207][1/organizer| @classCode='CATEGORY'l[@moodCode="EVNJicomponent @typeC
ode="COMP'|[substanceAdministration][r}/substanceAdministrationf@classCode='"SBADM][@mood
Code="EVNVouthoundRelationship2(@typeCode="CAUS J[observation/code[@code="29[@codeSy
stem='2.16.840.1.113883.3.989.2.1.1.19"][1)/observation[@classGode="OBS [[@moodCode="EVNY/
value[@xsi:type='"CE'[[@codeSystem='2.16.840.1.113883.6. 1631 )}/@code

iR AEFER (BEITH

C#ET)

~ %
|
T

MCCLIN200100UVH [@ITSVersion="XML_1.0T[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'PORR_IN049016UV]r]/controlActProcess{@classCode="CACT |[@moo
dCode="EVN')/subject[@iypeCode='SUBJ][1}investigationEvent[@classCode="INVSTG[@mocdCo
de='EVN/component{@typeCode='COMP'|[adverseEventAssessment][1VadverseEventAssessment
[@classCode=INVSTG|[@moodCode="EVN }/subject1[@typeCode="SBJ][1)/primaryRolej@classC
ode="INVSBJ)subjectOf2[@typeCode="SBJ|[observation[id)fcode[@code="29[@cadeSystem="2.1
6.840.1.113883.3.989.2.1.1.19]) .
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e E.i1.1a

BEECERILE. E—R
HRFECLVREZhEER
R/ HEER

250AN

Coded With
Equivalents (CE)

originalText =
Encapsulated Data
(ED)

(A& 3)

MCCI_INZ00100UVO1 @I TSVersion="XML_1.0i@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN048016UVr)/controlActProcess[@classCode='"CACT|[@moo
dCode="EVN/subject{@typeCode="SUBJ{1)/investigationEvent[@classCade="NVSTGT[@moodCo
de="EVN'lcomponent{@typeCode="COMPJ[adverseEventAssessment)[1])/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVNYsubjecti[@typeCode="SBJ|[1VprimaryRole[@ctassC
ode="INVSBJ'J/subjectOi2[@typeCode="SBJ[observation[id][code]@code="29][@codeSystem="2.1
£.840.1.113883.3.989.2.1.1.197][[Vobservaticn[@classCode="0BS T[@mood Code="EVN/value[@x
si: type-"CE‘][@codeSystem-‘z 16,840,1.113883.6.163[1}/original Text/text()

e E.i.1.1b

~RABRRI-LYBEE
Hhi-BfEH AEESOE
iE

3A

Coded With
Equivalents (CE)

originalTextAanguage
=Coded Simple Value
(C©3)

MCCI_IN200100UVD 1[@ITSVersion=XML_1.07[@xsi:schemalogation="urn:hi7-org:v3
MCCI_INZ00100UVD1.xsd'VPORR_IND49016UV[}/controlActProcess[@classCode="CACT][@moo
dCode="EVN')/subjecti@typeCode="SUBJ[1)/investigationEvent{@classCode="INVSTG[@moodCo
de="EVN'l/component[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[(@moodCode="EVN'/subjecti[@typeCode="SBJ]{1)/primaryRole[@classC
ode="INVSBJJ/subjectOf2[@typeCode="SBJF][observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883 3.989.2.1.1.197][[i)/ observationj@classCode='0BS|[@meadCode="EVNivalue[@x
si:type="CE'[@codeSysiemn='2.16.840.1.113883.6.163'|[1)/original Text/@language

e Eilt.2

BEREhL, BRI
s UREEThERIFAAH
TER

250AN

Encapsulated Data
ED

IMCCI_INZ00100UVR1[@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hI7-org:v3 :
MCCI_IN200100UV01 xsd')/PORR_IND42018UV([rl/control ActProcess[@classCode='CACT[@moao
dCode="EVN')/subjectj@typeCode="SUBJ|[1]/investigationEveni[@classCode='INVSTG][@moodCo
de="EVN'/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@mocdCode="EVN'Vsubject1[@typeCode="SBJ][1)/primaryRole[@classC
ode="INVSBJ VsubjectO2[@typeCode='SBJ'l[observation[id][code[@code="29[@codeSystern="2.1
6.840.1.113883.3.980.2.1.1.197]][iJ/observation|@classCode="0BS'|[@moodCode="EVNYoutbound
Relationship2[@typeCode='"PERT'|[observation/code{@code="30'][@codeSystem="2,16.840.1,11388
3.3.988.2.1,1.19'}[1]/observation[@classCode="OBS][(@moodCode='"EVN)value[@xsi.type="EDY[1]
ftext()

e E.iz2ia

BER " AEERO
MedDRA /13— 3 v

4AN

Coded With
Equivalents (CE}

codeSystemVersion=
Character String (ST)

MCCI_IN200100UVD {@ITSVersion="XML_1.0)[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN048016UV[r}/controlActProcess[@classCode='CACT[@moo
dCode="EVN/subject{@typeCode="SUBJY[1)/investigationEvent{@classCode=INVSTG[@moodCo
de="EVN'J/compenent[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[[@moodCode="EVN')subject1[@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJ}/subjectOf2[@typeCode="SBJ][chservationlid][code[@code="29[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19" ]]][l]lobservahon{@c!asst:ode:'oBS'][@moodCode—‘EVN']IvaIue[@x
si:type="CE[@codeSystem='2,16.840.1.113883.6.163'|[1)/@codeSystemVersicn

e E.i21b"

Bl ®ER (MedDRA
o= F)

8N

Coded With
Equivalents (CE)

code=Character
String (ST)

MCCI_IN200100UVOH [@ITSVarsion="XML_1.0[@xsi:schemal.ocation="urn:hi7-org:va
MCCI_IN200100LV01.xsd'VPORR_ING49016UV[rl/controlActProcessj@classCode="CACT][@moo
dCode="EVN')/subject[@typeCode="SUBJ][1)investigationEvent{@classCode="INVSTG[@moodCo
de="EVN/component[{@typeCode='"COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVNYsubject! [@typeCode="SBJ'[1)primaryRole[@classC
ode="INVSBJ)/subjectOi2[@typeCode="SBJfobservation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113683.3.989.2.1.1.197]|[[fobservation[@classCode='0BS T@mood Code="EVN/value[@x
si:type='"CE'j[@codeSystem="2.16.840.1.113883.6.163[1)/@code

ICH ICSR. HEfffBO&E £}
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201411 108




e E.L3.1

BEBLL > THEL SR
1-BifE R BEER

iN

Coded With
Equivalents (CE)

code=Character
String {(ST)

(B 3)

MCGI_IN200100UV01[@ITSVersion=XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3
MGCCI_IN200100UVD1.xsd'PORR_IN049016UV]r)/contral ActProcess[@classCode="CACT [[@moo
dCode=EVNYsubjecti@typeCode="SUBJ|[1}finvestigationEvent[@classCode='INVSTG[@moodCo
de="EVN'Jcomponent{@typeCode="COMP'}[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN}/subject1[@typeCode="SB.J|[1)/primaryRole[@classC
ode=fiNVSBJ'].fsubjectOfZ[@typeCode=’SBJ'][ubservation[id][code[@code=‘29"j[@codeSystem='2.1
6.840.1.113883.3.089.2.1.1.19']|][i//observation[@classCode="0BST[@mood Code="EVN Jfoutbound
Relationship2[@typeCode="PERT|[observation/code[@code="37"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.197][1}fobservation[@classCode="0BS' j@moodCode="EVNvalue[@xsi.type='CE) @
codeSystem='2.16.840:1.113883.3.989.2.1.1.10{1/@code

BEBIZL->TEELZH
HEIER AESRICET
% ICH o= FUR FOs—
DM

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'})[@xsi:schemal.ocation="urn:h17-org:v3
MCCI_IN200100UV01.xsd"VPORR_IN049018UV[rHcontrolActProcess[@classCode="CACT [@moo
dCode="EVN'/subject[@typeCode="SUBJ[}finvestigationEvent[@classCode="INVETGl[@moodCo
de="EVNT/componen]@typeCode='"COMP"][adverseEventAssessment][1)/adverseEventAssessment
[@classCode=TNVSTG[@moodCode=EVNY/subject] [@typeCode="SBJ[ 1}/primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="SB.][observation]idjcode[@code="29)[@codeSystem="2.1
6.840.1.113883.3.989.2,1.1.197)|filf/observation[@classCode="0BS J[@moodCode="EVNJfoutbound
Relationship2[@typeCode="PERT {[observation/code[@code=371[@codeSystem="2.16.840.1.1138
£3.3.989.2.1.1.197)[1}observation[@classCode="0BS T[@moodCode="EVNl/value[@xsi:type="CE'll
@codeSystem="2,16.840.1.113883.3.989.2.1.1.10[ 1} @codeSystemVersion

h Ei32

HEBRECLOEREOE
%

e E.i.3.2a

FEIZEDHD

T—nE

Boolean (BL)

IMCCI_INZO0100UNVO1[@ITSVersion="XML_1.0}[@xsi:schemalocation="urn:hi7-org:va
MCCI_IN200100UV01.xsd YPORR_IN049016UV[rifcontrolActProcess[@classCode="CACT][@moo
dCode='EVN'}/subject[@typeCode="SUB.J[1¥investigationEvent[@classCode=INVSTG[(@moodCa
de="EVN/componeni{@typeCode='COMP[adverseEventAssessment)[1)/adverseEventAssessment
[@classCode=INVSTG'|[@moodCode="EVN]/subject1[@typeCode="SB.J|[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBF][observation[id][code[@code="29][@codeSystem=2.1
6.840.1.113883.3.989.2.1.1.19]Jfi)fobservation[@classCode="0BS[@mood Code="EVNJ/outbound
Relationship2[@typeCode="PERT][observation/code[@code="34"|[@codeSystem='2.16,840.1.11388
4.2,889.2.1.1.19')][1/observation[@classCode="0BS'|[@moodCode="EVN /value[@xsitype="BLI1V
@value '

NuliFlavor

MCCI_INZ0M 00UVO1[@ITSVersion="XML_1.0'][@xsi:schemaLocalion="urn: hi7-org:v3
MGCI_IN200100UV01 xsd'/PORR_IND49016UV[rl/controlActProcess[@classCode='CACT|[@moo -
dCode="EVN')/subject[@typeCode="SUBJ[1}investigationEvent{@classCode="INVSTG[@moodCo
de='EVN'Jcomponent[@typeCode='COMP[adverseEventAssessment][1)/adverseEventAssessment

‘[@classCode='INVSTGj@moodCode='EVNT/subject1 [@typeCode="5B.'][1)/primaryRole[@classC

ode="INVSB.J)/subjectOf2[@typeCode="SBJ[observation[id][code[@code~'29][@codeSystemn="2.1
6.840.1.113883.3.989.2.1.1.19])|ifobservation[@classCode="0BS'[[@mocdCode="EVN/outhound
Relationship2[@typeCode="PERT[observation/code[@code='34'|[@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.19|[1Vobservationf@classCode="OBS'l@moodCode="EVNvalue[@xsi:type="BL][1}
@nullFlavor
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EHERMTEO

F—ni

Boolean (BL}

(MFE3)

/MCCI_IN200100UVDO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hI7-org:va
MCCI_IN200100UVQ1.xsd [/PORR_IN048016UV[r)/controlActProcess[@classCode='CACT|[@moo
dCode="EVN'/subject{@typeCode="SUBJ[1}/investigationEventj@classCode=INVS TG [@moodCo
de='EVN’//component[@typeCode='"COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode='INVSTG'l[@moodCade="EVN')/subjecti [@typeCode="SBJ|[1)primaryRole[@classC
ode="INVSBJYsubjectOf2{@typeCode="SBJ][observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3,989.2,1.1.18'f][)/observation[@classCode="0OBS[@moodCode="EVN/outhiound
Relationship2[@typeCode="PERT][observation/code[@code="21"[@codeSystem="2.16.840.1.11388
3.3.889.2.1.1.19" ]][1]Iobservauon[@classCode-'OBS‘][@moodCode ="EVN'|value{@xsi:type='BL|[1)/
@value

NullFlavor

/MCCI_IN200100UVO[@ITSVersion="XML_1.0f@xsi:schemaLocation="um:hl7-org:v3
MCCILiIN200100UV01.xsd J/PORR_ING49016UV]r)/controlActProcess[@classCode="CACT|[@moo
dCode="EVN/subject{@typeCode="SUBJ{1]investigationEveni[@classCode="INVSTG|[@moodCo
de="EVN'J/component{@typeCode='"COMP")[adverseEventAssessment][1 VadverseEventAssessment
[@classCode=INVSTG"[@moodCode="EVN)/subject’ [(@typeCode='SBJ[1}/primaryRole[@classC
ode='INVEBJYsubjectOf2[@typeCode="SBJ][observationlidl{code[@code='29"[@codeSystem="2.1
6.840,1,113884.3.980.2.1.1.197)][ifobservation[@classCode="OBS'|[@mood Code="EVN)outbound
Relationship2[@typeCode="PERT][observation/code[@cade="21][@codeSystem="2,16.840.1.11388
3.3.989.2.1.1.197[1Vobservation[@classCode="0BS'|[@moodCode="EVNYvalue[@xsi:lype="BL[1}/
@nullFlavor

BAEOLHDARIIGAR
PMOEENHETHLE
o

F—nE

Boolean (BL)

MCCI_IN200100UVD1{@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hI7-org:v3 _
MCCI_IN200100UV01.xsd'/PORR_ING49018UVrl/controlActProcess[@ciassCode="CACTf@moo
dCode='EVN)/subjec{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG[@moodCo
de="EVN'//component[@typeCode="COMP'|ladverseEventAssessment][1]fadverseEventAssessment
[@classCode="INVSTG'[@mocdCode='"EVN')/subject1[@typeCode="SBJ'|[1}primaryRole[@classC
ode="INVSBJ)/subjectOfz[@typeCode="SBJ'l[observation(id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.980.2.1.1.19||i)fobservation|@classCode='0OBS | [@mood Cade='"EVNYoutbound
Relationship2[@typeCode=PERT][observation/code[@code="33'|[@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197][1]//observation[@classCode="0BS')[@moodCode="EVN')value[@xsi:type="BL][1}/
@value

NullFlaver

/MCCI_IN200100UVD1[@ITSVersion="XML_1.0[@xsi:schemalLocation="urn:hi7-org:v3
MCCI_IN200180UV01.xsd /PORR_IND49016UV([r)/controlActProcess[@classCode="CACT[@moo
dCode="EVN')subject[@typeCode="SUBJ|[1}/investigationEvent@classCode="INVSTG]{@moodCo
de="EVN‘)/component[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG'|[@moodCode="EVNfsubject! [@typeCode="SBJ][1]/iprimaryRole[@classC
ode="INVSBJVsubjectOf2[@typeCode="SBJ][observation(id]fcodel[@code="29[@codeSystem='2,1
6.840.1.113883.3.989.2,1.1.197]|[/observation|@classCode="0BS@macdCode="EVNfoutbound
Relationship2[@typeCode='"PERT'|[observation/code[@code="33"[@codeSystem='2.16.840.1.11388
3.3.988.2.1.1.197]{1Jfobservation[@classCode='"0BS'[@moodCode="EVNT/value[@xsi:type="BL'[1}/
@nullFlavor

e . E.i3.2b
e
e E.i3.2¢
e
e E.i3.2d

SRR R IR R - e
TR L0

F—nE

Boolean {BL}

5

IMCCL_IN200100UVD1[@ITSVersion="XML_t.07[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IND49016UNV(r//controlActProcess[@classCode="CACT][@moo
dCode="EVN/subject[@typeCode="SUBJ][1)finvestigationEvent[@classCode=INVSTG'[@moodCo
de='EVN'//component|@typeCode='COMP"][adverseEventAssessmenfi[1}adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVNT/subject! [@typeCode="SBJ'[[1)/primaryRole[@classC
ode="INV3BJV/subjectOf2[@typeCode="SBJ[observation[id][code[@code="29'[@codeSystem='2.1
6.840.1,113883.3.989.2.1.1.197]]lil/fobservation[@classCode='OBS[{@moodCode="EVN})/outbound
Relationship2[@typeCode='PERT'|[cbservation/code[@code="35"[@codeSystem="2.16,840.1, 11388
3.3.989.2,1.1.187[1J/observation[@classCode="0BS'[[@moodCode="EVN'Jvalue[@xsi:type="BL'[1)/
@value
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NuliFlavor

(BIER 3)

/MCCI_IN200100UVO1 [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:h|7-org:v3
MCCI_IN200100UVE1 . xsd VPORR_IN049016UVrlicontrolActProcess[@classCode="CACT][@mao
dCode="EVN')/subject[@typeCode="SUBJ][1)finvestigationEvent[@classCode="INVSTG'|[@mocdCo
de="EVNJ/component{@typeCode="COMP'|[adverseEventAssessment][1/adverseEventAssessment
[@classCode='INVSTG [@moodCade="EVN/subject! [@typeCode="SBJ[1}primaryRole[@classC
ode='INVSBJY/subjectOf2[@typeCode="SBJ |[observation[id)[code[@code="2¢[@codeSystem="2.1
6.840.1,113883.3.980.2.1.1.19'|fifobservation[@classCode="0BS @moodCode="EVN'Youtbound
Relationship2[@typeCode="PERT][observation/code[@code="35"][@codeSystem="2.16.840.1.11388
3,3.989.2.1.1.197)[1Vobservation[@classCode="0BS fi@moodCode="EVNvalue[@xsi:type="BL|[ 1}
@nullFlavor

e E.i.3.2e

EXREERT IO

F—iLA

Boolean {BL}

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01 xsd YPORR_IN049016UV[1]/controlActProcess[@classCode="CACT][@moo
dCode="EVNT/subject{@typeCode="SUB.J[1}investigationEveni{@classCode=INVSTGTj@moodCo
de="EVN'Jcomponent[@typeCode="COMP"[adverseEventAssessment][1)/adversekEventAssessment
[@clastCode='INVSTG[@moodCode="EVN/subject1 [@typeCode="SBJ|[1}/primaryRole[@classC
ode='INVSBJVsubjectOf2[@1ypeCade="SBJ{observation]id][code[@code="29'[@codeSystem="2.1
5.840.1.113883.3.9689.2.1.1.197]|[ifobservation[@classCode="OBRS'[@moodCode="EVNoutbound
Relationship2[@typeCode="PERT [[observation/code[@code="12"][@codeSystem="2.16.840.1. 11388
3.3.989.2.1.1.197 t)/observation[@classCode='"0OBS'|[@moodCode="EVN'/value[@xsi:type="BL][1)/
@value

NuliFtavor

/MCCI_IN200100UVO01[@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsdYPORR_IN049016UV[r/controlActProcess[@classCode='CACT [[@moo
dCode="EVN'Vsubject[@typeCode="SUBJ[1 YinvestigationEvenf{@classCode="INVSTG'|[@moocdCo
de="EVN/component[@typeCode="COMP"|[adverseEventAssessment][1/adverseEventAssessment
[@classCode="INVSTG'[@moodCade="EVNVsubject! [@typeCode="SB+][1)/primaryRole[@classC
ode='INVSBJVsubjectOf2[@typeCode= SB.J'[observation[idl[code[@code="29][@codeSystem="2.1
6.540.1.113883.3.989.2.1.1,197)][ifobservation[@classCode="0BS'|[@mood Code="EVNoutbound
Relationship2[@typeCode='PERT|[observation/cade[@code="12][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197]M1 ]fobservati0n[@cIassCode='0BS‘][@moodCode=‘EVN']IvaIue[@xsi:typé=‘BL'][1]I
@nuliFlavor

e Ei3.2f

TOOBEFMI-ERLR
& .

= H

Boolean (BL}

MGCI_IN200100UVO1[@ITSVersion="XML_1.07[@xst.schemaLocation="urn:hl7-org:v3
MCCI_IN200100UVD1 xsd'VPORR_IN049016UV(r]/controlActProcess[@classCode="CACT ][@moo
dCode='EVN/subjeci{@typeCode="SUB.J[1}investigationEvent(@classCode=TNVSTGJ[@moodCo
de='EVN'Jcompenenti@typeCode='"COMP"|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=NVSTG[@meodCode="EVNlsubjecti[@typeCode="SBJ|[1)/primaryRole[@classC
ode='INVSBJ}/subjectOf2{@typeCode='SBJ[observationid][code{@code="28"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19]]][iVobservation[@classCode="OBS|[@mood Code="EVNVoutbound
Relationship2[@typeCode='"PERT}[observation/code[@code='26'[[@codeSystem="2,16,840.1.11388
3.3.989.2.1.1.19'}[1//observation[@classCode='0BS'| [@moodCode="EVN Wvalue[@xsi.type="BL[ 1)
@vaiue '

NullFlavor

MECT IN200100UVO1[@ITSVersion="XML_1.0)[@xsi:schemabocation="urn:hl7-org:v3
MCCI_IN200100UV01 . xsd'YPORR_ING49016UV[r)controlActProcess[@classCode="CACT][@moo
dCode="EVN}/subject[@typeCode='SUBJY[1)linvestigationEvent{@classCode="INVSTG{@moodCo
de='EVN']Icornponent[@lypeCode=’COMP'][adverseEvenmséessment]H]IadverseEventAssessment
[@classCode="INVSTG[@moodCode="EVNsubject! [@typeCode="SBJ][1)/primaryRole[@classC
ode="INVSBJ')subjectOf2[@typeCode="SBJJjobservation[id][code[@code="29"l[@codeSystem="2. 1
6.840.1.113883.3.989.2.1.1.19]}Jlil/observation[@classCode="0OBS|[@moodCode="EVN')/outbound
Relationshipz[@typeCode="PERT[observation/code[@code="26"@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197][1}observation[@classCode="0BS||[@meodCode="EVN Jivalue[@xsi:type="BL{1}/
@nullFlavor :
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(Bl#E3)

LEL4. ELSBU | ei) bisRUELS - o .y
E.i6 @F~TOHE OFATORENE /MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn:hi7-org:va
MERShings | 2 PN MCCI_IN200100UV01.xsd [/PORR_IN049016UV([r)/controlActProcess[@classCode="CACT][@moo
TENLLES dCode="EVNsubject{@typeCode="SUB.I[1}investigationEvent[@classCode='INVSTG@moodCo
. - de="EVN7/component[@typeCode="COMP'"|[adverseEventAssessment][1)adverseEventAssessment
e Eid BER HAERRORRE | BF/HE | o7 a8 low=Interval e [@classCode="INVSTG[@moodCode=EVNT/subject! [@typeCode="SBJT1 VorimaryRole[@classC
Interval of Point in Boundary (IVXB) ode="INVSBJVsubjectOf2[@typeCode="SBJ][observation(idj[code[@code="29[@codeSystem="2.1
Time (VL<TS>} 6.840.1.113883.3.989.2.1.1.197]][[fobservation[@classCode='0OBST[@moodCode="EVNVeffectiveTi
me[@xsi:type="IVL_TS)/low/@value
IMCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn:hI7-org:v3
MCCI_IN200100UVD1.xsd'YPORR_ING49018UVr)/controlActProcess[@classCode="CACT][@moo
dCede="EVN')/subject[@typeCode="SUBJ][1/investigationEvent[@classCode="INVSTG[[@mocdCo
& ) NullFlavor de="EVN/componeni{@typeCode="COMP"|[adverseEventAssessment][1 [fadverseEventAssessment
{@classCode="INVETG'[@moodCode="EVNV/subject! [@typeCode='SBJ'|[1)/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode="SBJ[observationfid][code[@code='29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19'}]|[Jobservation[@classCode="0OBS {@moodCode="EVN|/effectiveTi
me[@xsi:type='VL_TSVow/@nullFlavor
2.Ei4, Ei5 BWF
BISOT XTORE | ok i4,Ei5 RUELS . . -
METETIIGS DFATOEE AE MCCH_IN200100UVD1{@IT SVersion="XML_1.0'[[@xsi:schemaLocation="urn:hi7-org.v3
- - MCCI_IN200100UV01.xsd'/PORR_INO48016UV[r)/controlActProcess[@classCode='CACT)[@moo
o | REh NS dCode~'EVNYsubject|@typeCode="SUB.|[1}investigationEvent@classCode=NVSTG[@moodCo
'{'_5‘ B SXPR =R de='"EVN'Jcomponen{@typeCode='"COMP'][adverseEventAssessment][1}/adverseEventAssessment
e 5 WD comp WE F—4% SXPR 28 | & [@classCode=INVSTG'][@moodCode="EVNT/subject! (@typeCode="SBJ[1 /primaryRolef@classC
5D comp HE ode="INVSBJ/subjectOf2[@typeCode="SBJ'][observation(id][code[@code="29'[@codeSystem='2.1
HL7 F—4 8t 6.840.1.113883,3.988.2.1.1.1¢7]](i//observation[@classCode="OBS[@moodCode="EVNYeifectiveTi
P thetic S t me[@xsi:type="SXPR_TS'J/comp[@xsi.type="IVL_TSVow/@value
- Careninelic set compflow=Interval .
Expression of Point Boundary (IVXB)
in Time
(SXPR<TS>)
IMCCI_IN200100UV01[@ITSVersion="XML_1.0)[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsdYPORR_IN048018UV[r)controlActProcess[@classCode='CACT |[@moo
dCode="EVN']/subject{@typeCode="SUBJ[1}finvestigationEventi@classCode="INVSTG|[@moodCo
de="EVN'//component{@typeCode="COMP"|[adverseEventAssessmen{][1]fadverseEventAssessment
& NullFlavor | [@classCode='INVSTG'[@moodCode="EVN)/subjecti[@typeCode="SBJ[1}primaryRole[@classC

ode='INVSBJ/subjectOf2[@typeCode="SBJ][observation[id][code[@code="2%"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][febservation[@classCode="OBS[@mood Code="EVN')effectiveTi
me{@xsl:type="SXPR_TST/comp[@xsi:type="IVL_TSMow/@nullFlaver

ICH ICSR #HFR0iE R

-44.

20144118108




3.E.i.4‘ Ei5 RV
Ei& DF~TORA
BT ENDRE

F—52 4 SXPR #1§
32&FHO comp R

3Ei4.Ei5RIEIS
DTATOREBHR
RENDERE

F—2 3 SXPR {4

(AR 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0][@xsi:schemaLocation="urn:hi7-org:v3 .
MCCI_IN200100UVO1.xsd /PORR_IN049018UV[rl/controlActProcess|@classCode='CACT [@moo
dCode="EVN/subject{@typeCode="SUBJ[1)investigationEventi@classCode="INVSTG|[@moodCo
de="EVN'Jcomponent[@typeCode="COMP'][adverseEventAssessment][1)/adverseEventAssessment

B ! i [@classCode='INVSTG'[@moocdCode="EVN'Jsubject1 [@typeCode="SBJ][1)/primaryRole[@classC
‘ 5 2&H & comp HHA ode="INVSB.J]/subjectOf2[@typeCode="5BJ][observation[idj[code[@code="29T[@codeSystem="2.1
HL? F—2 3 6.840.1,113883.3.989.2. 1.1.1 9']]]1i]fnb.f‘.ervation[@classCode='OBS'][@mnodCode='EVN']!effectiveTi
Parenthetic Set compflow=Interval me[@xsitype='"SXPR_TScompl@xsitype="IVL_TS[@operator="AMlow/@value
Expression of Point | Boundary {(IVXB}
In Time
(SXPR<TS>) .
/MCCI_IN200100UVD1 [@ITSVersion="XML_1.0'[{@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_INQ49016UV[]/controlActProcess[@classCode="CACT [@moo
dCode='"EVN')isubject[@typeCode="SUBJ[1}investigationEventj@classCode="INVSTG'[@moodCo
NullElavor de="EVN')/component[@typeCode="COMP"][adverseEventAssessmen{][1}adverseEventAssessment
[@classCode="INVSTGT[@moodCode="EVN)/subject! [@typeCode="SBJ][1}/primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="SBJ|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3,989.2.1.1.197]][i|#observation[@classCode='0BS@moodCode="EVNJfeffeciiveTi
mej@xsitype='SXPR_TS"Ycomp[@xsi:type="IVL_TS'][@operator='A}low/@nullFlavor
1Eid4, Eis BU : :
~ i i i .
5;;;3 ;- m ,;S La\)i?g :D?i_? c;;;g;s;s /MCGI_IN200100UVO 1 [@ITSVersion="XML_1.0[@xsi:schematocation="urn:hl7-org:v3
‘ FEANEE MCCI_IN200100UV01 . xsd'FPORR_IN049018UV[r)/controlActProcess[@classCode="CACT|[@moo0
. = SVEE dCode="EVN')/subject{@typeCode="SUBJ][1)investigationEvent[@classCode="INVSTG'[@moodCo
. - HL? F—4 & de="EVN'J/component[@typeCode='"COMF'|[adverseEventAssessment][1)/adverseEventAssessment
¢ EiS BliER HEERORT B Bt /HH Interval of Point in high=Interval i [@classCGode='INVSTG'[[@moodCode='"EVNVsubjecti [@typeCode="SBJ][1}/primaryRole[@classC
Time (VL<TS>) Boundary (IVXB) -ode="INVSBJ/subjectOf2[@typeCode="SB.J)[observationfid][code[@code="29)[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19]][ifobservation[@classCode="0BS |[@mood Code="EVNeffectiveTi
me[@xsi:type="VL_TSVhigh/@value
MCCI_IN200100UVO 1 [@ITSVersion="XML_1.0T[@xsi:schemalocation="urn:hl7-org:va
MCCI_IN200100UV01.xsdYPORR_IN043016UV[r)/controlActProcess[@classCode='"CACT][@moao
dCode="EVN)/subject{@typeCode="SUB.J[1]investigationEvent{@classCode=INVSTG)[@moodCo
e NullFlavor de="EVN}/component[@typeCode="COMPjadverseEventAssessment][1)/adverseEventAssessment

[@classCode="INVSTG[@moodCode='EVNYsubjecti[@typeCode="SBJ[1)/pimaryRole{@ctassC

0de="INVSBJ|/subjectOf2[@typeCode="SBJJ[observation(id][code[@code="28 [@codeSystem="2.1

6.840.1.113883.3.989.2.1.1.19"]][i)/observation][@classCode="0BS[@moodCode="EVN Jleffective Ti
mef@xsitype=1VL_TSVhigh/g@nullFlavor
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2Ei4. Ei5RU
Eies T A THIRE

2.Ei4.Ei5RUE.LB

(B 3)

—_ Fa
MRTEN WS DT ATOHBINE MCCI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemaLocation="um:hl7-org:v3
RENDBE MCCI_IN200100UV(1.xsd' YPORR_ING49018UVIrlicontrolActProcess{@classCode='"CACT[@moo
F—42 8 SXPR #1{§ dCede="EVN')/subject[@typeCode="SUBJ[1)/investigation Eventj@classCode=TNVSTC'[@moodCo
e S5 \D comp HE 5B SXPRZEE | @ de="EVN/component[@typeCode='COMP")[adverseEventAssessment][1)/adverseEventAssessment
T 3 [@classCode="INVSTG'[@moodCode="EVN/sibjectt[@typeCode="SB.J'|[1VprimaryRole[@classC
_ 5 ®#1D comp HE ode="INVSBJ¥/subjectOf2[@typeCode="SB.J"[observation[id)fcode{@code="29[@codeSystem="2.1
HL7 7—%& 8! - 6.840.1.113883.3.989.2.1.1.19])][[fobservation[@classCode="0BS[@moodCode="EVNfeffectiveTi
E)a(renthtlaﬁc Sfe; it compthigh=Interval me[@xsi:type='"SXPR_TSVcompi@xsi:type='1VL_TShigh'@value
Sxpression oT FoIRL | goundary (IVXB) '
in Time
(SXPR<TS>)
/MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[i@xsi:schemalocation="urn:hi7-org:v3
MCCE_IN200100UV01.xsd'Y/PORR_IN04§016UV[r)/controlActProcess[@classCode='"CACT][@moo
dCode='"EVN/subject{@typeCode="SUBJ[1)investigationEvent[@classCode=INVSTG|[@moodCo
e NuliFtavor de="EVN'/component{@typeCode="COMPJ[adverseEventAssessment][1/adverseEventAssessment
[@classCode='INVSTG|[@moodCode="EVN')/subject! [@typeCode="SBJ{1)/primaryRole[@classC
ode='INVSBJ)/subjectOR2[@typeCode='SBJ [observation[id)[code[@code="29[@codeSystem='2.1
6.840.1.113883,3.989.2.1.1.19Y][iJobservation[@classCode='0BS)[@moodCode="EVNJeffectiveTi
me[@xsi:type="SXPR_T S Jfcomp[@xsi:type='IVL_TShigh/@nullFlavor ‘
3.Ei4., Eis RU
Ei6 DT TOHRERE T
MNERINDES 3.Ei4.Ei5 RUEILG
t OFATORE LR /MCCI_IN200100UVO1{@ITSVersion="XML_1.0|[@xsi:schemaLocation='urn:hi7-org:v3
F— 4% SXPR E rehbiFs MCCI_IN200100UV01.xsd'YFORR_INCG49018UV[rjcontrolActProcess[@classCode="CACT][@moo
’ dCode="EVN/subject[@typeCode="SUBJT[1}investigaticnEveni{@classCode="INVSTG[@moodCo
3 2&H O comp N _ & de="EVNT/component{@typeCode="COMP'j[adverseEventAssessment][1)/adverseEventAssessment
B TS5 SXPR £ [@classCode='INVSTG[@moocdCode='EVNT/subject [@typeCode="SB.|[1}/primaryRole[@classC
3 2% B o comp B ode='INVSEJ YsubjectOr2[@typeCode="SBJ [abservation(id][code[@code="29][@codeSystem="2.1
HL7 F—4a® . 6.840.1.113883.3.989.2.1.1.1 9’]]]ﬁ]!observation{@classCode='OBS'][@muodCode='EVN']leffectiveTi
Parenthelic Set comp/high=Interval me[@xsitype='SXPR_TScomp[@xsi:type=1VL_TST[@operator="AJthigh/@value
Expression of Point | Boundary (IVXB)
in Time
(SXPR<TS>)
/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLlocation="um:hi7-org.v3
MCCI_IN200100UV01.xsd')//PORR_IN049016UV[r)/controlActProcess[@classCode="CACT][@muo
dCode="EVNT/subject{@typeCode="SUBJ][1)/investigationEveni[@classCode="INVSTG'[[@mocdCo
NullFlavor de='"EVNYcomponent{@typeCode='"COMP'][adverseEventAssessment]{1)/adverseEventAssessment

[@classCode="INVSTG|[@moodCode="EVNsubject [@typeCode="SBJ'|[1¥primaryRole[@classC
ode="INVSBJY/subjectORI@typeCode="SBJ JJobservation[idl{code][@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19'])][il/observation[@classCode="0BS [[@moodCode="EVN)/effectiveTi
me[@xsi:type="SXPR_TS)/comp[@xsi:type=1VL_TS'|[@operator="A'J'high/@nullFiavor
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(B 3)

1.Ei4. Ei5 RUF
~ . . .
g;";’ ,]_? : hgﬂ’gg g?iﬁ%?gﬁg's IMCCL_IN200100UVO1[@ITSVersion=XML_1.07[@xsi:schemalocation="um:hi7-org:va
kA MBS MCCI_IN200100UVD1 xsd'//PORR_| IN04901GUV[r].fcontroIActProcess[@classCode-'CAC‘r'][@mou
™ > = dCode="EVN'Wsubject{@typeCode="SUBJ[1}/investigationEventj@classCode='INVS TG [{@moodCo
e E.éa B{ER - HEERO B 5N HL7 F—#% & de="EVN'Jcomponeni@typeCode="COMP"][adverseEventAssessment][1)/adverseEventAssessment
o M &0 Interval of Point in widthfvalue=Real [@classCode="INVSTG'|[@moodCade="EVN')/subject1 [@typeCode="SBJ'][1}primaryRole[@classC
Time (IVL<TS>) Number (REAL) ode="INVS8.J)subjectOf2[@typeCode="SB.J J[observation[id][code[@code="29"[@codeSystem=2.1
i 6.840.1.113883.3.989.2.1.1.19"][[i)/observation@classCode="0BS[[@movdCode="EVN)effectiveTi
me[@xsi:type="IVL_TSwidth/@value -
2Ei4, ELs BT :
i E’;Eggfa 2E4,Ei5 RUELS :
+ = DT ATOHE IR IMCCI_IN200100UVD 1 [@ITSVersion="XML_1.0{@xsi:schemalocation="um:hl7-org:v3
RENABE MCCI_IN2001000/V01 . xsd'YPORR_IND43016UVri/controlActProcess[@classCode="CACT][@moo
F—%2 8 SXPR £ dCode="EVN'//subjecti@typeCode="SUBJ][1)/investigationEvent{@classCode="INVSTG'[@moodCo
e 5 /9O comp EH =_ 5% SXPR £f de="EVN'//component{@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
T [@classCode='INVSTG'[[@moodCode='EVN')/subject1[@typeCode="SBJ"][1)/primaryRole[@classC
L 5 &0 comp HE ede="INVSBJJsubjectOfZ[@typeCodé="SBJjobservationfidjcode[@code="29'|[@codeSystem="2.1
HL7 F—5 3 - 6.840.1.113883.3.989.2.1.1.19j}{i/fobservation[@classCode="0BS' ][@moodCode“‘EVN']IeffectweTl
Earenthgnc Set compiwidthivalue= me[@xsi:type="SXPR_TSYcomp[@xsitype="IVL_TS/widthi@vaive -
xpression of Point Real Number (REAL)
in Time .
(SXPR<TS>}
3.Eid4. Ei5 RU
Eis PTATHHEB
MNERERLBS 3.Ei4.EL5 RUE.LE .
: OFATOHBEMNE /MCCILINZ00100UVO1 [@ITSVersion="XML_1.0')[@xsi:schemalocation="urn:hl7-org:v3
A ® SXPR £ FEhHBE MCCI_IN200100UV01.xsdYPORR_IND49018UVI)/controlActProcess|@classCode='CACT][@moo
- . dCode="EVN)/subject[@typeCode="SUBJ][1}/investigationEvent{@classCode=NVSTG'[[@moodCo
32FEHDcomp B | . de="EVN'//component{@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
= T-2LSXPR EH# [@classCode=NVSTG[@moodCode=EVN'/subject [@typeCode="S BJ[1)/primaryRofe{@classC
. 3 2&B®compRE ode='INVSBJVsubjectOf2[@typeCode="SBJ)[observation[idj[codef@code="297[@codeSystem="2.1
HL7 F—4 % 6.840.1.113883.3.989.2.1.1.19]|li/observation[@classCode="0BST[@mood Code="EVNYeffectiveTi
Parenthetic Set complwidthivalue= me[@xsitype='"SXPR_TS)compl@xsi:type="IVL_TS"[@operator='Alwidth/@value
Expression of Point | Real Number (REAL)
in Time
(SXPR<TS>)
1.Ei4. EiS RU . . R N ' \ersion="XML - Losation="urn:hi7-ora:
Ei6DFATOEE- 1.Ei4.EL5 RUE.i6 MCCI_IN200100UVD1[@ITSVersion= _1.07[@xsi:schemalocation='urn: -org_;.‘va -
o e | OFATOEENE MCCIL_IN200100UV01.xsd YPORR_IN04901 6UV[rYicontrolActProcess[@classCode="CACT|[@moo
FERRSWEVRE | 5 o uge dCode=EVN'J/subject[@typeCode="3UBJ){1)/investigationEvent{@classCode=INVSTG@moodCo
e E.i6b BB AEEROEREN 50AN de="EVN'J/component[@typeCode='"COMP'|[adverseEventAssessment][1)/adverseEventAssessment
- (o) ) ML7 F—4& E: ] ) [@classCade=TNVSTG[@mocdCode="EVN'/subject! [@typeCode="SBJ][1}/primaryRole[@classC
Interval of Pointin | Width/unit=Coded ode='INVSBJJsubjeciOf2{@typeCode="SBJ}[observationfid][code[@code='29][@codeSystem="2.1
Time (IVL<TS>) Simple Valug (CS) 6.840.1.113883.3.989.2,1.1.197]|observationf@classCode="0BS | [@moodCode="EVN JeffectiveTi
me[@xsitype="IVL_TSJwidth/@unit
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(BlI#s 3)

2Ei4. EIS BV
Ei8 DF~TOWE | »ci4 Ei5BIELS /MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urm:hi7-org:v3
PERFSHhLHEE DT ~TOREME MCCI_IN200100UV01.xsdYPORR_IND49016UV[r)/controlActProcess{@classCode="CACT][@moo
F— 2B SXPR % RERDBEF—4 dCode="EVN/subject{@typeCode="SUBJ][1}finvestigationEventf@classCode="INVSTG[@moodCo
e 5 & T comp KB # SXPR "a."?# 584 de="EVNT/component{@typeCode="COMP[adverseEventAssessiment][1/adverseEventAssessment
HL7 F—4 % K [@classCode='INVSTG'[@moodCode="EVN')/subject1 [@typeCode="SBJ|[1}/primaryRole[@classC
Parenthatic Set O comp WE ) ode='INVSBJsubjectOf2[@typeCode="SBJ][observation[id][code[@code="29"[@code System="2.1
Expression of Point | Comp/width/unit=Cad 6.840.1.113883.3.980.2.1.1.197]|[IYobservation[@classCode="0BS [@moodCode="EVN Jieflective Ti
in Time ed Simple Value (CS) me[@xsi:type='SXPR_TSVeompl@xsi:type=1VL_TS'widthi@unit
(SXPR<TS>) ’
3.Ei4. Eis BT
Ei6 DFSTORE | 3¢ 14, E15BUELS
HERTRENEHE DFTATOREIE
FENDBS IMCCI_IN200100UVD [@ITSVersion="XML_1.0'[@xsl:schemaLocation="urn: hi7-org:v3
74 B SXPR %% MCCI_IN200100UV01.xsd'YPORR_ING48018UVr)/controlActProcess[@classCode='"CACT)[@moc
< i dCode="EVNT/subject[@typeCode="SUBJ'][1)investigationEvent[@classCode=INVSTG][@moodCo
3 2 BB D comp 1/ ' de="EVN'component @typeCode="COMPT[adverseEventAssessment][1)/adverseEventAssessment
E F— &% SXPR % [@classCode="INVSTG'|[@moodCode="EVNYsubjecti [@typeCode="SBS|[1}primaryRole[@classC
3 2 BB O compIRE ode="INVSBJ/subjectOf2[@typeCode="SBJ|[observation[id][code[@code="29@codeSystem="2.1
HL7 =4 B . 6.840,1,113883.3.988.2.1.1.191]][i[/observation[@classCode='"0BS|[@mood Code="EVN'VeffectiveTi
Parenthetic Set . me[@xsi:type="SXPR_TS')/comp{@xsi:type=VL_TST[@operator="A'l/width/@unit
Expression of Point comp/width/unit=Cod
b ed Simple Value (CS)
in Time
(SXPR<TS>}
/MCCI_IN200100UV0 1 [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3
MCCI1_IN200100UVD1.xsd/PORR_IN0O48016UV[i)/controlActProcess[@classCode="CACT|[@moo
dCode="EVN'}/subject{@typeCode="SUBJ'|[1}investigationEvent{@ciassCode=INVSTG J[@mocdCo
de="EVN'J/component{@typeCode="COMPTjadverseEventAssessment][1]/adverseEventAssessment
e Ei7 BREREBHORNER/HE N Coded With code=Character [@classCode='INVSTG[@muobdCode="EVN')/subject [@typeCode="SBJ'[[1}/primaryRole[@classC
- EROEM Equivalents (CE) String (ST) ode="INVSBJYsubjectOR2[@typeCode="SBJ[observationfid)fcode[@code="29"|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]](i/observation[@classCode="0OBS'|[@moodCode="EVN'outbound
Relationship2[@typeCode="PERTl[observation/code[@code="27"|[@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.187][1//observalion[@classCode="0BS [@moodCode="EVNJ/value[@xsi:type="CE'|[@
codeSystem="2.16.840,1.113883,3.989.2.1.1. 111V @code
/MCCI_IN200100UVOI [@1TSVersion="XML_1.0)[@xsi:schemalocation="urn:h|7-arg:v3
MCCI_IN200100UV01.xsd YPORR_IN049016UV[rl/controlActProcess[@classCade="CACT[@meo
dCode="EVNT/subject{@typeCode="SUBJ[1)finvestigationEvent[@classCode=INVSTG][@moodCo
BRETRBEOIERBE de="EVN'J/component[@typeCode='"COMP'|[adverseEventAssessmentj[1)/adverseEventAssessment

REDERO ICH =—FY
AbDn—Tay

[@classCade="INVSTG'[@moodCode="EVN/subject1[@typeCode="SBJ[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ[cbservation[id][codel@code="23][@codeSystem="2. 1
6.840.1.113883.3.989.2,1.1.197]|i/observation[@classCode="OBS|[@mood Code="EVNVoutbound
Relationship2[@typeCeode="PERT Tlobservation/code[@code="27"[@codeSystern='2.16.840.1.1138
83.3.989.2.1.1.197][1¥observation[@classCode="CBS[@mocdCode="EVN')/value[@xsi:type='CE]
@codeSystem='2.16.840.1.113883.3.989.2,1.1.11[1)@codeSystemVersion
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EREFEIC & DERNE
=2 .

J—LE

Boolean (BL)

(B 3)

ACCI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemal.ocation="urn:hl7-org:v3
MCCI_IN200100UVD1 xsd YPORR_INOAS018UV[r)/controlActProcess[@classCode="CACT][@moo
dCode="EVN)/subject[@typeCode="SUBJ|[1)/investigationEvent{@classCode=INVSTG)[@moodCo
de="EVN)/component@typeCode='COMP'[[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG[@moodCode="EVN/subject][@typeCode='SB.J|[1)/primaryRole[@classC
ode='INVSBJ'/subjectOf2[@typeCode='SBJ |[observation[id][code{@code="20[@codeSystem="2.1
5.840.1.113883.3.989.2.1.1.19]]](fobservationi@classCode="OBS"[@mood Code="EVN'loutbound
Relationship2[@typeCode="PERT"Jobservation/code{@code="24'][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.19']|{1)/observation[@classCode="0BS'[@moodCode="EVNivalue[@xsi:type="BL/@
value

BB HEESLNERL
-E®lER

Concept Descriptor
(CD)

code=Character
String (ST)

IMCCIL_IN200100UV01[@ITSVersion="XML_1.0")[@xsi:schemaLocation="urn:hI7-org:v3

* MCCI_IN203100UV01.xsd'YPORR_IN049016UV[rl/controlactProcess{@classCode="CACT|[@moo

dCode="EVNJ/subject[@typeCode="SUBJ|[1}investigalionEvent{@classCode="INVSTG][@moodCo
de='EVN}/component{@typeCode="COMP'][adverseEventAssessment][1}adverseEventAssessment
[@classCode="|NVSTG'|[@moodCode="EVN/subject{@typeCode='SBJI[1)/primaryRole[@classC
ode="INVSBJVsubjectOf2[@typeCode='SBJ[observation[id][codef@code="29'][@codeSystem="2.1
5.840.1.113883.3.9809.2.1.1.19Jli/fobservation{@classCode='0BSI[@moodCode="EVN'|/location[
@typeCode="LOC[1)/located Entity[@classCode='LOCE [ocatedPlace{@classCode='COUNTRY'][
@determinerCode="INSTANCEJ/code[@codeSystem="1.0.3166.1.2.2'//@code :

BEOBKICEETIRE
EUCNEORE (BEITEHT
BRYED)

BYUEL

MICCI_INZ00100UVO1 [@ITSVersion="XML_1.0[@xsi:schemalocation="urn: hl7-org:v3
MCCI_IN200100UV01 xsd YPORR_IND49016UV[rcontrolActProcess[@classCode="CACT]{@moo
dCode='EVN)/subjecti@typeCode="SUBJ|[1)/investigationEventj@classCode="INVS TG f@moodCo
de="EVNJicomponentf@typeCode="COMP"[adverseEventAssessment][1/adverseEventAssessment
[@classCode=INVSTG[@moadCode="EVN'Vsubject1[@typeCode="SBJ [t} primaryRole[@classC
ode="INVSBJ)/subjectOf2j@typeCode="SBJ[organizer/code[@code="3"l[@codeSystem="2,16.840.1
.113883.3.980.2.1.1.20][1)/organizer@classCode='"CATEGORY J@moodCode="EVN'/component|
@typeCode="COMP[observation/code[@codeSystem="2.16.840.1.113883.6.163"]

e FrA

Bff (K3

gy

Point in Time {TS)

MCGI_IN200100UV0M[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd/PORR_IN048018UVrl/controlActProcess{@classCode="CACT J[@moc
dCode='EVN}subject{@typeCode="SUBJ|[1)/investigationEvent(@classCode="INVSTG][@moodCa
de=EVN'Jeomponent[@typeCode='"COMPfadverseEventAssassment][1)/adverseEventAssessment
[@classCode="INVS TG T@moodCode="EVN'//subject1[@typeCode="SBJ[1)/primaryRole[@classC

‘ode="INVSBJ')/subjectOf2[@typeCode="SBJ'|[organizer/code[@code='3][@codeSystem="2.16.840.1

.113883.3.989.2.1.1.20"])[1 Jorganizer|@classCode="CATEGORY'][@moodCode="EVN)/component]
@typeCode='"COMP'[observation/code[@codeSystem='2,16.840.1.113863.6.162]][r/observation[@
classCode="0BS[@moodCode="EVN'/effectiveTime/@value

NullFlavor

IMCC1_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urm:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[r]/controtAciProcess[@classCode="CACT][@moo
dCode='EVN}/subject{@typeCode="SUBJ]1 ]ﬁnvestigationEvent[@ciassGode='lNVSTG'][@moodCo
de="EVN'Jcomponent{@typeCode="COMP"|[adverseEventAssessmen{][1/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN)/subjecti [@typeCode="SBJ[1//primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode="SB.J[organizer/code[@code="3"[@code System="2.16.840.1
.113883,3.0890.2.1.1.20"][1]/organizerj@classCode="CATEGORY j[@moodCede="EVN'}/component]
@typeCode='COMP'[[observation/code[@codeSystem='2,16.840.1.113883.6. 163 [r}/observation[@
classCode='0BS"[(@moodCode="EVN')/effectiveTime/@nullFlavor

BES
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e F.r.2.1

BES (B@kR)

250AN

Concept Descriptor
(CD)

originalText=Encapsu -

lated Data (ED)

(AR 3)

IMCCI_INZ200100UVO1{@ITSVersion="XML_1.0]{@xsi:schemalocation="um:hl7-org:v3
MCCI_IN200100UVD1 . xsd VPORR_INO49018UV[rJ/controlActProcess@classCode='CACT][@moo
dCode='EVN']fsub;ect{@typeCode—'SUBJ']H JinvestigationEvent[@classCode='INVSTG[@moodCo
e='"EVN'J/component{@typeCode='COMP")[adverseEventAssessment][1/adverseEventAssessment
[@classCode-'INVSTG'][@moodCode"EVN']lsubjecH [@typeCode="SBJ'}[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ)[organizer/code[@code="3"|[@codeSystem="2,16.840.1
.113883.3.989.2.1.1.20]f1)/organizer[@classCode="CATEGORY[@mocdCode="EVN'Ycomponent]
@typeCode="COMP"|[observation/code[@codeSystem="2,16.840.1.113883.6.163']|[l/observation[@
classCode="0BS"[@mocdCode="EVNT/codefariginalText/text()

e F.r.2.2a

BEZD MedDRA /13— 3

-

peg

4AN

Concept Descriptor

(€D

codeSystemVersion=

Character String (ST)

/MCCI_IN200100UVO 1 [@ITSVersion="XML_1.0'|[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 .xsd/PORR_iND49016UV[r)/controlActProcess[@classCode="CACT][@moo
dCode-‘E\IN']Isubjecl[@typeCude-'SUBJ']U JVinvestigationEvenf{@classCode=INVSTG'{[@moodCo
de="EVN/component{@typeCode="COMP'|[adverseEventAssessmenii[1)/adverseEventAssessmeant
[@classCode="INVSTG'[[@moodCode="EVNsubject! [@typeCode="SBJ[1}/primaryRole[@classC
ode="INVSB.JVsubjectOrR2[@typeCode="SBJ][organizer/code[@code="3"[@codeSystem="2.16,840.1
.113883,3.989.2.1.1.207)[1)/organizer[@classCode="CATEGORY][@meodCode="EVN')/companent]
@typeCode='COMP'][observation/code[@codeSystem="2.16.840,1.113883.8. 163")[r)/observation[@
classCode="OBS|[@moocdCode="EVNT/cede/@codeSystemVersion

e F.r.2.2b

BEE (MedDRA O—F)

B8N

" Concept Pescriptor

o)

code=Character
String (ST)

MCCI_IN200100UVO 1 [@ITSVersion="XML_1.0f@xsi:schemalocation="urn:hi7-org:v3
MCCIL_IN200100UV01.xsd'//PORR_IN042016UV[rl/contralActProcess[@classCode='"CACTH@moo
dCode="EVN'|/subject{@typeCode="SUBJ[ t)investigationEvent[@classCode="INVS TG [@moodCo
de='EVN'//component[@typeCode="COMPJ[adverseEventAssessment][1}/adverseEventAssessment
[@classCode='INVSTG][@moodCode="EVNT/subject! {@typeCode="SBJ|[1}primaryRole[@classC
ode='INVSBJ)/subjectOf2[@typeCode="SBJ][organizer/code[@code="3"|[@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20][1organizer|@classCode="CATEGORY'|[@moodCode="EVN')/componentf
@typeCode="COMP'}[observation/code[@codeSystem='2.16.840.1.113883.6. 1637)[rj/observation[@
classCode="0OBS'|[@mocdCode="EVN')/code/@code

h Fr.3

BREHR

‘e F.r.3.4

BEZE (o—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'YPORR_IN049016UV[r)/controfActProcess[@classCode="CACT'|[@moo
dCode="EVNYsubject{@typeCode="SUB.J[1}investigationEvent{@classCode="INVSTG][@moodCo
de="EVN'/component{@typeCode="COMP[adverseEventAssessment][1]/adverseEventAssessmant
[@classCode="INVSTG|[@moodCode="EVN'//subjecti[@typeCode="SBJ')[1}/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJorganizer/code[@code="3"[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207[1 Vorganizer[@classCode="CATEGORY")[@moodCade="EVN/component]
@typeCode='COMP'|[observation/code[@codeSystem="'2.16.840.1.113883.6. 163")][r)fobservation[@
classCode="0OBS' ][@moodCode“'EVN'].'“lnterpretahonCode{@codeSystem-'z 16.840.1.113883.3.98
8.2.1.1.12]11)/@code

HERER (O—F) IET 3
ICH 3—FUA FDIH—
g

MCCI_iN200100UvH [@lTSVersion='XML_1.0'][@xsi:schemaLocation='urn:hl7-org:v3
MCCI_IN200100UV01.xsdYPORR_IN049016UV[controlActProcess[@classCode="CACT[@moo
dCode="EVN/subject@typeCode="S) BJ[1YinvestigationEvent[@classCode=NVSTG)[@moodCo
de="EVNYcomponent{@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN')/subject1 [@typeCode='SBJ[1}primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJ [organizer/code[@code="3][@codeSysiem="2.16.840.1
.113883.3.989.2.1.1.207])[1)organizer[@classCode="CATEGORY[@mondCode="EVN}component]
@typeCode='"COMP'|[observation/code[@codeSystem="2.16.840.1.113883.6.163"[r)/observation[@
classCode="0BS[@moodCode="EVNfinterpretationCode[@codeSystem="2.16.840.1.113883.3.98
9.2.1.1.12][1}/@codeSystemVersion . ’

ICH ICSR HHffRITSER
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e F.r.3.2

BELR (B BETF)

50N

Interval of Physical
Quantity (IVL<PQ>)

1.EQ -

center=Physical
Quantity (PQ)

(BIF3)

MCCI_IN200100UVO1{@ITSVersion="XML_1.0][@xsi:schemaLocation="urn:hi7-org:v3
MCGI_IN200100UVD1 . xsd [/PORR_IN049016UV[r)/controlActProcess(@classCode='CACT][@moo
dGode="EVN')/subject|{@typeCode="SUBJ|[1)investigationEvent{@classCode="INVSTG'[[@moodCo
de='"EVN'/component[@typeCode="COMP")[adverseEventAssessment][f}/adverseEventAssessment
[@classCode='|NVSTG[@moodCode="EVN}/subjecti [@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJVsubjectOf2[@typeCode="SBJ forganizer/code[@code="3 j[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.201)[1)organizer{@classCode="CATEGORY'[[@moodCode="EVN'[fcomponent]
@typeCode="COMP'|[observation/code[@codeSystem="2.16.840.1.113883.6.163'])[/observation]@
classCode="0BS[@moodCode='"EVNJvalue[@xsitype='IVL_PQ[1/center/@value

2.GT

low=Interval
Boundary (IVXB}

MCCI_IN2001 00UVG [@ITSVersion="XML_1.0'][@xsi:schemakocation="urn;hi7-org:v3
MCCI_IN200100UV01 xsd')/PORR_IN049016UV[r)/controlActProcess[@classCode="CACT J[@moo
dCode="EVN')/subject[@typeCode='SUBJ|[1investigationEvent[@classCode='INVSTG[@moodCo
de="EVNJcomponent@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG'[[@mocdCode='EVNYsubject! [@typeCode="SBJ[1}primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCade="SBJ|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1forganizeri@classCode="CATEGORY'[[@moodCode="EVN'/component]
@typeCede='COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163][r)/observation[@
classCode="0BS'[@moodCode="EVN/value[@xsifype="IVL_PQ'[[high/@nuliFlavor="PINF][1 Jow[
@inclusive="falseJ@value '

3.GE

low=Interval
Boundary {IVXB)

MMCCI_IN200100UVO1 [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn;hl7-org:v3
MCCI_IN200100UV01 . xsd'[/PORR_INO49016UV[r[/controlActProcess{@classCode='CACT |[@moo
dCode=EVNT/subject{@typeCode="SUBJ[1}investigationEventi@classCode="INVS TG f@moodCo
de="EVNYcomponent@typeCode="COMP'fadverseEventAssessment][1)/adverseEventAssessment

-[@classCode="INVSTG[@moodCode="EVN)/subject![@typeCode="SBJ'][1}/primaryRole[@classC

ode="INVSBJ)/subjectOf2[@typeCode='SBJ[organizer/code[@code="3[@codeSystem='2.16.840,1
.113883.3.989.2.1.1.207][1)/organizer]@classCode="CATEGORY'][@movdCode="EVN'fcomponent]
@typeCode="COMP[observaticnicode[@codeSystem="2.16.840,1.113883.6.162|[r/fobservation[@
classCode="0BS'|[@moedCode='EVNvalue[@xsitype=IVL_PQhigh/@nullFlavor="PINF][1]low[
@inclusive="true'/@value -

41T

high=Interval
Boundary (IVXB)

IMCCL_INZ00100UVO1[@ITSVersion="XML_1.0°][@xsi:schemal.ocation="urn;hl7-org:v3
MCCI_IN200100UV01. x50 1/PORR_IN048016UV]YcontrolActProcess[@classCode="CACT [[@moo
dCode="EVN'|/subjectj@typeCode="SUBJ[1)/investigationEvent[@classCode="INVSTG[@moodCo
de="EVN}/component[@typeCode="COMP[adverseEventAssessment]{1])/adverseEventAssessment
[@classCode="INVSTG[[@moodCode="EVNYsubject! (@typeCode="SBJ'][1/primaryRole[@classC
ode="INVSBJJ/subjectOf2[@typeCode="SB.J|[organizerfcode[@code=3[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207|[1)/organizer[@classCode="CATEGORY'|[@moodCode="EVN'component]
@typeCode="COMP'fobservation/code(@codeSystem="2,16.840.1.113883.6.1 83'[rl/observation[@
classCode="0BS[@moodCode="EVNvaluef@xsi:type="VL_PQflow/@nullFlavor="NINF][1]/high(
@inclusive="false’)/@value '

5.LEhigh=Interval
Boundary (IVXB)

/MGCI_IN200100UVE [@ITSVersion="XML_1.07[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_ING49016UV[r)/controlActProcess[@classCode="CACT][@moo
dCode='"EVN/subjectj@typeCode='SUBJT[1}/investigationEvent{@classCode="INVSTG[@moodCo
de="EVN}/component[@typeCode='COMP|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTGj@moodCode="EVN')/subject! [@typeCode="SBJ{1)/primaryRole[@classC
ode="INVSB.}/subjectOf2[@typeCode="SBJ|[organizer/code[@code="3[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207j[1)forganizer @classCode="CATEGOR '] [@mocdCode="EVN'Jicomponent]
@typeCode="COMP[observation/code[@codeSystem="2.16.840.1.113883.6. 163 J|[rYobservation{@
classCode="OBS'[@moodCode="EVN]value[@xsi:type="IVL_PQ7[low/@nuilFlavor="NINF'[1]/high[
@inclusive="true'}y@value B
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e F.r.3.3

BENR (B6D

S0AN

Interval of Physical
Quantity (IVL<PQ>)

1.EQ .

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

(B 3)

/MCCI_IN200100UVO1{@ITSVersion="XML_1.0'{@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd')/PORR_INO4901 BUV[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="EVNVsubjecti[@typeCode="SBJ'|[1}/primaryRole[@classC
ode="INVSBJ/subjectOf2[@fypeCode="SBJ'{[organizer/code{@code='3'[@codeSystem="2.16.840.1
.113883.3,988.2.1.1.207][1)/organizer[@classCode="CATEGORY'|[@mocdCode="EVNYcomponent]
@typeCode="COMP'[observation/code[@codeSystem='2.16.840.1.113883.6.163][//observation[@
classCode="OBS'[@moodCode="EVN)ivalue[@xsitype='IVL_PQ]{1]/center/@unit

26T

lowfvalue/unit=Coded
Simple Value (CS)

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{@typeCode="SUBI[1)investigationEvent{@classCode='INVSTG'[@moodCao
de="EVN'[/component@typeCode='COMP'|[adverseEventAssessment[1)/adverseEventAssessment
[@classCode="INVSTG'|[@moedCode="EVN'//subject1{@typeCode="SBJ|[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2(@typeCode="SBJ[organizer/code[@code="3[@codeSystem="2.16.840.1
.113883,3.989.2.1.1.207)[1Yorganizer{@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode='"COMP'|[jobsarvation/code[@codeSystem='2,16.840.1.113883.6.163"]|[(/observation[@
classCode="0BS'[@moodCode="EVN/value[@xsi:type="IVL_PQ'|[high/@nullFlavor="PINF][1}low]
@Inclusive="false P@unit

3.GE

low/valuefunit=Coded
Simple Value (CS)

MCCI_IN2001 00UV [@ITSVersion="XML_1.0"[@xsl:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01 xsd'/PORR_IND49018UV[/controlActProcess[@classCode='CACTI[@moo
dCode="EVNY/subject{@typeCode="SUBJ][1}finvestigationEvent{@classCode="INVSTG|[@mocdCo
de="EVN]/component{@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN')/subject1 [@typeCode="SBJ'|[1}primaryRole[@classC
ode="INVSBJT/subjectOf2[@typeCode="SBJTlorganizer/code[@code="3"[@codeSystem="2.16.840.1
-113883.3.8890.2.1.1.207][1/forganizer| @classCode="CATEGOR Y'[[@moodCode="EVNJ/component]
@typeCode="COMP][observation/code[@codeSystem="2.16.840.1.113883.6.163'|[1fobservation[@
classCode="0BS[@moodCode="EVNvalue[@xsi:type="IVL_PQ'|[high/@nullFlavor="PINF][1]/lowf
@inclusive="true/@unit

4.LT

high/valuefunit=Code
d Simple Value {CS)

MCCI_IN200100UV01[@ITSVersion="XML_1.07[@xsi:schemaLocation="um:hl7-org;v3
MCCI_IN200100UVD1.xsdT/PORR_IN0490 16UV rl/controlActProcess[@classCode="CACT|[@moo
dCode="EVNY/subjecti@typeCode="SUBJ[1)investigationEventi@classCode='INVSTG[@moodCo
de="EVN'//component[@typeCode="COMP'[adverseEventAssessment][1/adverseEventAssessment
[@classCode="INVSTG)[@moodCode="EVN'//subjecti [@typeCode="SBJ'|[1)/primaryRole[@classC
ode='INVSBJ)/subjectOf2[@typeCoda="SBJ'|[organizer/code[@code="3"][@codeSystem="2,16.840.1
.113883.3.989.2.1.1.20)[1)/organizer@classCode='CATEGORY'J[@moodCode='EVN'/fcomponent[
@typeCode="COMPJlobservation/code[@codeSystem="2,16.840,1.113883.8.163")][r//observation[@
classCode='"0BS'[@moodCode="EVN')/value[@xsi:type="IVL_PQ'|low/@nullFlavor="NINF[1]/highf
@inclusive="Talse'}@unit
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5LE

highivalue/unit=Code
d Simple Value (CS)

(3#3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3
MCCI_INZ200100UV01 . xsd'YPORR_ING49018UVr)/controlActProcess[@classCode='CACT[@moo
ciCode“‘EVN']fsubjeci[@typeCode ='SUBJ][1)finvestigationEvent{@classCode=INVSTG[(@moedCo |
de='"EVN')/componentj@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVNYsubject1[@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="SBJ[organizer/code[@code="3"[@codeSystern="2.16.840.1
113883.3.989.2.1.1.207][1)/organizeri@classCode="CATEGORY'[[@moodCode="EVN/component]
@typeCode="COMP'|[observation/code[@codeSystem='2.16.840.1.113883.6. 163|r)/observation[@
classCode="OBS][(@moodCode="EVNvalus[@xsitype="IVL_PQ'low/@nuliFlaver="NINFT[1}/high[
@inclusive="true’){@unit

e Fr3.4

BREGRCHI SEMAR
F—% (HBiR)

2000AN

Encapsulated Data
(ED)

MMCCI_IN200100UVOT[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd')/FORR_IN049016UV[i/controlActProcess[@classCode='CACT][@moo
dCode=‘EVN']Isubject[@typeCode"‘SUBJ'][1]!mvestlgat:onEvent[@classCode='INVSTG‘][@moodCo |
de=EVN')/component[@typeCode="COMP'|[adverseEventAssessment][1)adverseEventAssessment
[@classCode="INVSTG)[@moodCode="EVN]/subjecti[@typeCode="SBJI[1 [fprimaryRole[@classC
ode="INVSBJVsubjectOf2[@typeCode="SBJ[organizer/code{@code="3")[@codeSystem="2.16.840.1
.113883.3.989.2,1.1.20'[1)/organizer[@classCode="CATEGORY'l[@moodCode="EVN'/component]
@typeCode='COMP")[observation/code[@codeSystem="'2.16.840.1.113883.6.163" ]][r]!observatton{@

.cIassCode*'OBS'][@moodCode-'EVN ]lvalue[@xsu type="ED[1]/text(}

EXREE (B

S0AN

Physical Quantity
PQ)

1 value=Real Number

{REAL)

J’MCCI_ENZUO1DOUVU1[@lTSVersion='XML_1 O)[@xsi:schemaLocation="urn:hi7-org:v3

MCCI_IN200100UV01. xsd WPORR_IN048016UV]rY/controlActProcess[@classCode='CACT[@muo
dCode= 'EVN'].fsubJect[@typeCode—‘SUBJ‘][1]ImvestlgauonEvent[@ctassCode =INVSTG'[[@moodCo
de="EVN'J/component[@typeCode="COMP'|[adverseEventAssessment][1)adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN]/subject1 [(@typeCode="SBJ'[1]/primaryRole[@classC
ode="INVSE)/subjectOf2{@typeCode="SBJ][organizer/code[@code="3'[@codeSystem="2.16.840.1

".113883.3.988.2.1.1.207][1)/organizer{ @classCode='"CATEGORY'|[@moodCode="EVN']/component|

@typeCode="COMP"|[observation/codef@codeSystem='2.16.840.1.113883.6.163])[Jobservation[@
classCode="OBS{@moodCode="EViN'|referenceRange[@typeCode="REFV/'][observationRangeint
erpretationCode[@code="L[[@codeSystem="2.16.840.1.113883.5.83'|[1)//observationRange[@class
Code="0BS'|[@moodCode='EVN.CRT Wvalue[@xsi:type="PQ'/@value

EUWHE wE

G0AN

Physical Quantity
(PQ)

value=Real Number
(REAL)

MCCI_IN200100UVO1 [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 xsd VPORR_IN049018UV[r)/contralActProcess[@classCode="CACT|[@moc
dCode='EVN'}/subjectj@typeCode='"SUBJ][1)investigationEvent{@classCode="INVSTG[@meoodCo
de="EVN)/component[@typeCode="COMPT[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTGJ[@mocdCode="EVNI/subject! [@typeCode="SBJ[1}/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode='SBJ'[organizer/code[@code="3"[@codeSystem='2,16,840.1
.113883.3.989.2.1.1.20)[1)/organizer@classCode="CATEGORY')[@muodCode="EVN'}/compenent]
@typeCode='"COMP][observation/code[@codeSystem="2.16.840.1.113883.6.1637][1fobservation[@
classCode="OBS|[@moodCode="EVN')freferenceRange[@typeCode='REFVT][observationRange/int
erpretationCode[@code="H'|[@codeSystem="2.16.840.1.113883.5.83']][1}/observationRange[@class
Code="0BS"|[@moadCode="EVN.CRT |value[@xsi:type="PQ'}@value
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(BE3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd /PORR_IN049018UV[r)/controlActProcess|@classCode='CAC T [@moo
tCode="EVN/subject[@typeCode="SUBJ[i}/investigationEvent[@classCode=INVS TG [@moodCo
de="EVN/component{@typeCode="COMP|[adverseEventAssessment][1})/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN'/subject1 [@typeCode="SBJ'|[1}/primaryRole[@classC
. Encapsulated Data ode="INVSBJ}/subjectOf2[@typeCode='SB.J"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
e F.r6 W 2000AN (ED) L .113883.3.989.2.1.1.20j[1)organizer|@classCode='CATEGORYj[@moodCode="EVNJcomponent]
. @typeCode='COMP'l{observation/code{@codeSystem='2.16.840.1.113883.6.163"]|[(Vobservation[@
classCode='0BST[@moodCode="EVN')/outboundRelationship2[@typeCode="PER T"][observation/co
de[@code="10[@codeSystem="2.16.840.1.113883,3.989.2.1.1.19'l/fobservation{@classCode='0BS
@moodCode="EVN'}value[@xsi:type="ED'][1]/texi()

/MCGCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemaLocation="um:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV(r//controlActProcess[@classCode='"CACT][@muoo
dCode="EVN'/subject{@typeCode="SUBJ'|[1}investigationEvent[@classCode='INVSTG][@moodCo
de="EVN'//component[@typeCode="COMPJ{adverseEventAssessment][1]/adverseEventAssessment
E [@classCode="INVSTG')[@moodCode='"EVN'Vsubject1 [@typeCode='SB.J'][1)/primaryRole[@classC
T . ode="INVSBJ YsubjectOf2[@typeCode= SBJ[organizer/code[@code="3'|[@codeSystem="2,.16.840.1
e Fr7 . - TOtOESR .| A& | Boolean (BL) : L .113883.3.989.2.1.1.20}{1}organizer|@classCode='CATEGORY'|[@moodCode="EVNTcomponent]
@typeCode=COMP'][observation/code]{@codeSystem="2.16.840.1.113883.5, 163]|r}observation[@
classGode="OBS[@mocdCode="EVN']/outboundRelationship2[(@typeCode="REFR [[observation/co
de[@code="25"[@codeSystem="2.16.840.1.113883.3.989,2,1.1.19"}/observation[@classCode="0BS
Ii@moadCode="EVN'Jvalue{@xsi:type=BL][1}i@value

IMCCI_INZ00100UVO1[@ITSVersion="XML_1.0'l[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVD1.xsd YPORR_IN04S016UV(i]/controlActProcess[@class Code='CACT][@moo
dCode="EVN/subject[@typeCode="SUBJ|[1)investigationEvent[@classCode="INVSTG|[@moodCo
h Gk - EXEMER (BEIZHELRY Y3E L | de='EVNIcomponent@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
’ EY) ’ - [@classCode='INVSTG'|[@moocdCode="EVN')/subject1 [@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode='SBJ|[organizer/code[@code="4][@codeSystem="2.16.840.1
.113883.3.988.2.1.1.207]{ 1 [forganizer[@classCode="CATEGORY'|[@moodCode="EVNl/component]
@typeCode="COMP"|[substanceAdministration/id] '

: : /MCCI_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org:v3
MCCLiIN200100UV01.xsd /PORR_IND49016UV[¥controfActProcess[@classCode='"CACT][@moo
} dCode="EVN')/subject[@typaCode="SUBJ[1)finvestigationEvent{@classCode="INVSTGJ[@moodCo
' Coded With 1 code=Character . de="EVN'|/componenti@typeCode="COMP'|[adverseEventAssessment][1)adverseEventAssessment
e Gk EXMMAEOMEST 1N Equivalents (CE String (S ik [@classCode="INVSTG'[@moodCode="EVNT/component{@typeCode="COMP[causalityAssessme
quivalents (CE) ring (ST) nt/code[@code="20"[@codeSystem=2.16.840.1.113863.3.980.2.1.1.19")/causalityAssessment[@cla
ssCode="0BS'l[@mocdCode="EVN'|[subject2[@typeCode="SUBJ"/productUseReference[@classCo
de="SBADM'|[@moodCode="EVN/id[@root="ULNID : of k-th
drug’value[@xsi:type='"CE[@codeSystem="2,16.840.1.113883.3.989.2.1.1.13)/@code

&
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(BIFR3).

MICGI_IN200100UVO [@I TS Version="XML_1.01[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IND49018UV[]/controlActProcess{@classCode="CACT J[@mao
dCode="EVNsubject{ @typeCode="SUBJ[1}/investigationEveni{@classCode="INVSTG][@moodCo
de="EVNJ/component[@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTGE|[@moodCode="EVN')component[@typeCode="COMP'|[causalityAssessme
ntcode[@code="20')[@codeSystem="2.16.840.1.113883.3.989.2.1.1. 19 /causalityAssessment[@c!
assCode="0BS'|[@moodCode="EVNT[subjectZ[@typeCode="SUBJ)productUseReference{@classC
ode='SBADM[@mocdCode="EVN)/id[@root="UUID of . k-th
drugThvalue[@xsi:type="CE|[@codeSystem="2.16.840.1.113883.3.989.2.1.1.13)/@cocdeSystemVer
sion

h Gk2

EXS ol

h Gk21

EXaOERENF U
OEF#R T

e Gk21.1a

MPID /— 3 > B it/ &2

Ms H4a K
SquER
i)

Coded With
Equivalents (CE)

codeSystemVersion=
Character String (ST}

/MCGI_IN200100UVO1[@ITSVersion="XML_1.0'l[@xsi:schemalocation="urm:hl7-org:v3
MGCCI_IN200100UV01.xsd'PORR_IN049016UV[r)/controlActProcess[@classCode="CACT J[@moo
dCode="EVN/subject{@typeCode="SUBJ)[1}investigationEvent[@classCode=INVSTG[@moodCo
de="EVN'/componentj@typeCode="COMP'[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[[@moodCode="EVN'}subjecti [@typeCode="SBJ|[1}primaryRole[@classC

| ode='INVSBJ)fsubjectOf2[@typeCode='SBJ[organizer/code(@code="4'][@codeSystem="2.16.840.1

.113883.3.989.2.1.1.207)[1)/organizer{ @classCode='"CATEGORY'|[@moodCode="EVN)/componeni]
@typeCode="COMP'|[substanceAdministration/id][k)/substanceAdministration[@classCode='"SBADM
T@moodCode="EVN'Vconsumable[@typeCode="CSM[1)/instanceOfKind[@classCode="INST/kind

L OfProduct{@classCode=MMAT][@determinerCode='KIND'J/code[@codeSystem="TED-MPID'¥@co

deSystemVersion

e Gk21.1b

EXSMREAT (MPID) .

M5 H4F
SAES
i)

Coded With
Equivalents (CE}

code=Character
String (ST)

MMCCI_IN200100UVD1[@ITSVersion="XML_1.0']|@xsi:schemaLocation="urn:hI7-org:v3 )
MCCI_IN200100UV( . xsdYPORR_IN049016UV[r)/controlActProcess|@classCode="CACT'[[@mao
dCode="EVNT/subject{@typeCode='SUBJ|[1)/investigation Event{@classCode="INVSTGH@moodCo
de="EVN'Ycomponent[@typeCode='COMP"[adverseEventAssessment]{1)/adverseEventAssessment
[@classCode=NVSTG[@moocdCode="EVNY]/subject! [@typeCode="SBJ][1]/primaryRole[@classC
ade="INVSBJ)/subjectOf2[@typeCode="SBJ[organizer/code{@code='41[@codeSystem='2.16.840.1
.113883.3.989.2.1.1.207]{1)/organizer[@classCode='CATEGORY'|[@moodCode="EVN/component]
@typeCode='COMP'}{substanceAdminisiration/idj[k)/substanceAdministration[@classCode="SBADM
T@moodCode="EVN')/consumable[@typeCode="CSM[1])/instance OfKind[@classCode='1NST )/kind
OfProduct{@classCode="MMAT|[@determinerCode="KIND')/code[@codeSystem="TBD-MPID'//@co
de

e’ G.k.2.1.2a

PhPID 78— 3 v BN/ &
=

M5 HAF
SAES
i

Coded With
Equivalents {CE)

‘| codeSystemVersion=

Character String (ST}

IMCCI_IN200100UVH[@ITSVersion="XML_1.0T[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.x5d YPORR_IN049016UV[r)icantrolActProcess[@classCode='CACT][@moo
dCode="EVN'/subject[@typeCode="SUBJ[1]finvestigationEveni{@classCode="INVSTG'|[@moodCo
de='EVN/component{@typeCode='COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'subject1[@typeCode="SBJ|[1)/primaryRole[@classC
ode='INVSBJ)/subjectOf2[@typeCode="SB."Jjorganizericode[@code="4[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1 Jforganizer[@¢lassCode="CATEGORY'[@moodCode="EVN'J/component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
T@moodCGode="EVN'Jconsumable[@typeCode="CSM[1)instanceQfind{@classCode="INSTJkind
OfFroduct{@classCode="MMAT|[@determinerCode="KIND'/code]@codeSystem="TBD-PhPID [/@c
odeSyslemVersion ’
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(BER 3)

fMCCI_IN200100UVD1{@ITSVersion="XML_1.0[@xsi:schemalocation="urm:hi7-org:v3
MCCI_IN200100UV01.xsdYPORR_IN049018UV[rlicontrolActProcessf@classCode="CACT[@moo
dCode-'EVN']Isubject[@typeCode"SUBJ'][1IiinvestigaﬁanEvent[@ciassCode =INVSTG)[@moodCo
e="EVVN']/component{@typeCode="COMP|fadverseEventAssessment][1)/adverseEventAssessmant
M5 MK Coded With codesCharacter [@classCode-'INVSTG’][@muodcode-'EVN']fsubjecti[@typeCode-'SBJ 11 )VprimaryRolef@classC
e G.k.2.1.2b HFWEIF (FhPID) FERES Eo ivalents (CE String (ST) i ode="INVSBJfsubjectOf2[@typeCode="SBJ'[organizer/code[@code='4"[@codeSystem="2,16.840.1
W quival } 9 .113888.3.989.2.1.1.207]{1 Jforganizeri@classCode=' CATEGORY'|[@moodCode="EVN]/component[
@typeCode="COMP"[substanceAdministration/id](k]/substanceAdministration[@classCode='SBADM
f@moodCode="EVN/consumable[@typeCode="CSMT[1}/instanceOfKind[@classCode=INST/kind
OfProduct{@classCode="MMAT][@determinarCode="KIND J/code[@codeSystem="TBD-PhP ID}@c
vde '

" IMCCI_IN200100UV01 [@ITSVersion=XML_1.07[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01 . xsd YPORR_IN049016UV([rl/controlActProcess[@classCode="CACT]j@moo
dCode="EVN')/subject[@typeCode="SUBJ[1)/investigationEvent{@classCode=INVSTG[@mocdCo

: de="EVN)/component{@typeCode="COMP'|[adverseEventAssessment][1 fadverseEventAssessment

e Ck22 E-RBBECLVHES 250AN Entity Name (EN) name=Entity Name W [@classCode='INVSTG[@moodCode="EVNJ/subjectt[@typeCode="SBJ'|[1//primaryRole[@ctassC

e hi-EXSE - Part (ENXP) ode="INVSBJ/subjectOf2[@typeCode='SBJ[organizer/code[@code='4"f@codeSystem="2.16.840.1
- .113883.3.980.2.1.1.207]1 Jforganizer{@classCode="CATEGORY'|[@moodCode="EVNYcomponent]

- . @typeCode="COMP'][substanceAdministration/id)[k)/substanceAdministration[@classCode="SBADM

Ji@moodCode='EVN')/consumable[@typeCode='CSM|[1)/i nstanceOmed[@classCode-'INS'l"]fklnd

OfProduct{@classCode="MMAT|[@determinerCode="KIND'}name[1]fext()

MCCI_IN200100UVD1[@ITSVersion="XML_1.07[@xsi:schemal.ocation= 'um:hi7-org:v3
MCCI_IN200100UVD1.xsd )/PORR_| INU4!01SUV[r]!controlActProcess[@classCode='CAC“l"][@moo
dCode='EVN']Isubjact[@typeCode='SUBJ'][1]ﬁnvestigationEvent[@classCade='INVSTG'][@moodCo
de="EVN/componeni[@typeCode="COMP"|[adverseEventAssessment]{1)/adverseEventAssessment
Y& L | [@classCode='INVSTG[@moodCode="EVN'/subject! [@typeCode="SBJ'[1¥primaryRole[@classC
—F ode='|NVSBJ'¥subjectOf2[@typeCode="SBJ][organizer/codel@code="4 j[@codeSystem='2.16.840.1
-113883.3.989.2.1.1.207][1 Jforganizer[@classCode="CATEGORY'[@moodCode="EVN'icomponent]
@typeCode='COMP'|[substanceAdministrationfid][k[/substanceAdministration{@classCode="SBADM
‘J@moodCode="EVN')/consumable[@typeCode="CSM][1}instanceOfKind[@classCode='INST)/kind
OfProduct{@classCode="MMAT)[@determinerCode="KIND'}ingredientf@classCode="ACTI]

/MCCI_IN2001 00UV [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IND48018UVr)/controlActProcess{@classCode="CACT][@moc
dCode="EVN/subjecl{@typeCode="SUBJ'][1)investigationEvent{@classCode="INVSTGf@moodCo
. ’ de='"EVNTYcormponent{@typeCode='COMP'|[adverseEventAssessment][1)fadverseEventAssessment
. name=Entity Narme [@classCode="INVSTG'[@moodCode="EVNYsubject! [@typeCode="SBJ"|[1)/primaryRole[@classC
e G.k.2.3.r.1 R/ HERS B 250AN Trivial Name (TN) Part (ENXP) i ode="INVSBJ)/subjectOf2[@typeCode="SB.J'}[organizer/code[@code="4'|[@codeSystem="2.16.840.1
-113883.3.989.2.1.1.207)[t Forganizer[@classCode="CATEGORY'|[@moodCode="EVN licompanent]
@typeCode="COMP'][substanceAdministration/id][k)/substanceAdministration[@classCode='SBADM
‘[@moodCode="EVN'l/consumable[@typeCode="CSM[1]instanceOfKind[@classCode="INST)/kind
OfProduci{@ciassCode="MMAT|[@determinerCode="KINDJingredient{@classCode="ACT!]ir}fingre
dientSubstance[@classCode="MMAT'|[@determinerCode="KIND /name[1]text()

B/ BERSOWIITF &
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e G.k23r2a

o HERGO ID -
Lavait s ES

Ms A F

Coded With
Equivalents {CE}

codeSystemVersion= i
Character String {(ST)

(BIE3)

IMCCI_INZ00100UVO1 [@ITSVersion="XML_1.0][@xsi:schemal.ocation="urn:hl7-org:v3
MCCI_IN200100UV91.xsd'/PORR_IN049016UVrlcontrolActProcess[@classCode='"CACT[@moo
dCode="EVN}/subject[@typeCode="SUBJ[1)investigationEvent[g@classCode="INVS TG [{@moodCo
de="EVN')/component@fypeCode='COMP(adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG[@meodCode="EVNY/subjecti[@typeCode="SBJ)[1)/primaryRole{@classC
ode="INV5BJ)/subjectOf2l@typeCode="SBJjorganizer/code[@code='4'l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207|[1/organizer[@classCode='CATEGORY J[@moodCode="EVN'Ycomponent]
@typsCode="COMP"[substanceAdministration/id)[k)/substanceAdministration[@classCode="SBADM
@moodCode="EVN'Jiconsumable[@typeCode='CSM][1]/instanceOfKind[(@classCode='INST)/kind
OfProduct[@classCode="MMAT|[@determinerCode="KIND'|/ingredient{@classCode="ACT!][f}/ingre
dientSubstance[@classCode="MMATj@determinerCode="KIND[/code[@codeSystem="TBD-Substa
nce')/{@codeSystemVearsion

e Gk.2.3.r2b

R HEHSD ID

M HAF
A ES
]

Coded With
Equivalents {CE)

code=Character m
String {ST)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn:hl7-org:v3
MCCL_IN200100UVD1 . xsd YPORR._ING48016UV[rYcontrolAciProcess[@classCode="CACT li@moo
dCode="EVNisubject{@lypeCode="SUBJ{1}/investigationEvent[@classCode="INVETG][@moodCo
de='"EVN')//componeni[@typeCode="COMP"|[adverseEventAssessment][1//adverseEventAssassment
[@classCode='INVSTG'@moodCode="EVN')/subject [@typeCode="SBJ[1/primaryRole[@classC
ode="INVSBJY/subjectOf2[@typeCode="SBJ[organizer/code[@code="4'l[(@codeSystem="2.16.840.1
.113883.3.989:2.1.1.201][1/organizeri@classCode='"CATEGORY'|[@moodCode="EVN'/component]
@typeCode='COMP‘][substanceAdministrationIid][k]fsubstanceAdministration[@classCode=‘SBADM
@moodCede="EVN'|/consumable[@typeCode="CSM[1)/instanceOfkindj@classCode="INST')/kind
Offroduct{@classCode="MMAT][@determinerCode="KIND}ingredient[@classCode="ACTI][r}ingre
dientSubstance[@classCode="MMAT|[@determinerCode="KIND'}/code[@codeSystem="TBD-Substa
nce'l/@code '

e G.k.2.3.r3a

=R (3

10N

Physical Quantity
(PQ)

value=Real Number I
{REAL) :

MCCI_IN200100UVH [@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01 xsd'VPFORR_IND49018UV(r)/controlActProcess[@classCode="CACT'[[@moo
dCode="EVN//subject[@typeCode="SUBJ[1}investigationEvent[@classCode=INVS TG J[@moodCo
de=EVN'Jicomponent[@typeCode='"COMP'|[adverseEventAssessment][1)/adverseEventAssassmant
[@classCode="INVSTG[{@moodCode='EVNsubject|@typeCode="SBJ[1 JprimaryRole[@ciassC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ][organizer/code[@code='4'|[@codeSystem="2.16.840.1
.113883,3.989.2.1.1.207](t)/organizer|@classCode="CATEGORY"[@moodCode="EVNYcomponent
@typeCode="COMP'][substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
"l@moodCode="EVN'consumable[@typeCode='CSMT[1)instanceOfKind[@classCode="INSTkind
OfProduct{@ctassCode="MMAT [@determinerCode="KINDJ/ingredieni{@classCode="ACT|]{f)/quant
ity[denominater/@value="1 Jinumerator/@value '

e G.k23.r3b

&R (EE)

S50AN

Physical Quantity
FQ)

unit=Coded Simple I
Value {CS)

MCCI_IN20010DUVO [@ITSVersion="XML_1.0'[@xsi:schemaLocation="urr:hl7-org:v3

| MCCI_INZ00100UV01.xsd' YPORR_IN049016UV([r[/controlActProcess{@classCade="CACT][@moo
dCode='EVN/subject{@typeCode="SUBJ{1 JinvestigationEvent{@classCode="INVSTG'[@muodCo

de="EVN/component{@typeCode="COMP[adverseEventAssessment](1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN/subject1 [@typeCode="SBJ[1}/primaryRole[@classC

ode="INVSBJ]/subjectOf2[@typeCode="8BJ'|[organizer/code[@code='4"[@codeSyslem=2.16.840.1
113883.3.989.2.1.1,20'][1)lorganizerj@cldssCode='CATEGORY'|[@moodCode="EVN'/component]
@typeCode='GOMP'][substanceAdministration/id]{k)/substanceAdministration [@classCode="SBADM
T@moodCode="EVN'Yconsumable[@typeCode='CSM][1])/instanceOfKind[@classCode="INST"Jkind
OfProduct[@classCode="MMAT|[@determinerCode="KIND'Jingredient[@classCode="ACTI'|[r/quant
ity[denominator/@value="1")nurmerator/@unit '
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(Bl# 3)

/MCCI_IN200100UVOT[@ITSVersion="XML_1.0')[@xsl.schemalocation="um:hI7-org:v3
MCCI_IN200100UVD1.xsd Y/PORR_IN049018UV[r)/controlActProcess[@classCode="CACT|[@moo
dCode="EVN'isubject{@typeCode="SUBJ1}iinvestigationEvent{@classCode="INVSTG|[@moodCo
de="EVN'}/component[@lypeCode="COMP][adverseEventAssessmentj[1/adverseEventAssessment
[@classCode="INVSTG'[@moodCade="EVN]/subject1 [@typeCode="SBJ|[1)/primaryRole[@classC

' country=Address Parl ode="INVSBJ)/subjectOR[@typeCode="SBJ[organizer/code[@code="4"][@codeSystem="2.16.840.1
e Gk24 EEXZEAFL-BORE 28 Postal Address {(AD) ADXl?; i .113883.3.980.2.1.1.20"][1 /forganizer[@classCode='"CATEGORY'@moodCode='"EVNY/component]

¢ @typeCode="COMP'J[substanceAdministrationfid][K)/substanceAdministration[@classCode="SBADM

i@mocdCode="EVN'Jiconsumable[@typeCode="CSM[1)instanceOfKind{@classCode=INST')/subj
ectOf[@typeCode="SBJ[1}/produciEvent[@classCode="ACT][@moodCode='"EVN]jcode[@code="1"
l[@codeSystern="2.16.840.1,113883,3,889.2.1.1.18)/performer|@typeCode="PRF')/assignedEntityf
@classCode='ASSIGNEDrepresentedOrganization{@classCode="ORG"|[@determinerCode='INST
ANCEaddricountry[1]text()

IMCCI_INZ200100UVO[@ITSVersion="XML_1.0"[@xsi:schemal.ocation="urn: hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IND48016UV[r)/controlActProcess[@classCode="CACTH@moo
dCode="EVN)subjecti@typeCode="SUBJ][1)/investigationEvent[@classCode="INVSTG[@moodCo
de="EVN')/component[@typeCode="COMP’"][adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTGE[@moodCode='EVN)Ysubjectt [@typeCode="SBJ][1)/primaryRole[@classC
e Gkz2s BREOFERR F=n8 Boolean (BL) ir1 ode="INVSBJ}fsubjectOf2{@typeCode="SB."|[organizer/codef@caode="4'|[@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20][1)forganizer]@classCode='CATEGORY][@moodCode="EVN'/component]
@typeCode=~'COMP"|[substanceAdministration/fid]jk)/substanceAdministration[@classCode='SBADM
i@mocdCade='EVN'J/outboundRelationship2[@typeCode="PERT"][observation/code[@code="6'][@
' codeSystem="2,16,840.1.113883.3.989.2.1.1.19][1}/observation[@classCode="OBS[@moodCode
. ='EVNYvalue{@xsi:type='BL|[1)/@value

EXSOREONRELY
2 HER

MMCCI_IN200100UV01[@ITSVersion="XML_1.0[@xsi:schemalocation="urn;hi7-org:v3
MCCI_IN200100UV01 xsd[/PORR_ING49016UV(r)/controlActProcess(@classCode="CACTj[@moo
dCode="EVN)/subjecti@typeCode="SUBJ[t)/investigationEvent[@classCode="|NVSTG|[@moodCo
de="EVN')/component[@typeCode="COMP"|[adverseEventAssessment][1)/adverseEventAssessment
{@classCode="INVSTG)[@moodCode="EVNYsubject! [@typeCode="SBJ][1)/primaryRole[@classC
e G.KA1 &1, ARES 35AN Instance ldentifier extension=Character i ode="INVSBJsubjectOf2l@typeCode='SBJ[organizer/code[@code="4"][@codeSystem="2,16,840.1
e = (n String (ST) .113883,3.989.2.1.1.207)[1//organizer|@classCode="CATEGORY'J[@moodCode='"EVN'/component]
@typeCode="COMP'}[substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
T@moodCode="EVNeansumable]@typeCode="CSM'|[1)finstanceOfKind[@classCode='INS Ttkind
OfProduci{@classCode="MMAT'|[@determinerCode="KIN D')/asManufacturedProduct{@classCode='
; MANU'|/subjectOfi@typeCode="SBJ[1)/approvalj@classCode='"CNTRCT][@moodCode="EVNid]
4 @root="2.16.840.1.113883.3.989.2.1.3.4'V@extension
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e Gk3az

iR/ PIRE

Coded With
Equivalents {CE)

code=Character
String (ST)

(BUHR3)

MCGI_IN200100UVD 1 [@ITSVersion="XML_1.0[@xsi:schemal.ocation=urn:hi7-org:va :
MCGCI_IN200100UV01.xsd'/PORR_IN049016UVrlicontrolActProcess{@classCode="CACT [@moo
dCode="EVN'/subject[@typeCode="SUBJ][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de='EVN')/companent{@typeCode="COMP][adverseEveniAssessment][1)adverseEventAssessment
[@classCode="INVSTG'[[@moodCode='EVN')/subject1[@typeCode="SBJT[1)/primaryRole{@classC
ode="INVSB.)'}/subjectOf2[ @typeCode='SBJ'|[organizer/code[@code="4'|[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20][1Jorganizer@classCode="CATEGORY'|[@mocdCode="EVN'//componentf
@typeCode="COMP'|[substanceAdministration/id][k)/substanceAdministration[(@classCode="SBADM
[@moodCode="EVNT/consumable[@typeCode="CSM"[1]/instanceOfKind [@classCode="INST [/kind
OfProductj@classCode="MMAT|j@determinerCode="KIND'asManufacturedProduci{@classCode="
MANUY/subjectOf[@typeCode="SBJ][1)approvai[@classCode='CNTRCT][@moodCode="EVNaut
hor{@typeCode="AUT territorialAuthority[@classCode=TERR']terditory[@classCode="NAT|[@dete
rminerGode="INSTANCE']/code[@codeSysien="1.0.3166.1.2.2])/@code

e G.k33

REAOCH@E " RWENS
¥

G60AN

Organization Name
(ON)

name=Entity Name
Part (ENXP)

MICCI_IN200100UVO1 [@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hi7-org.v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[//controlActProcess[@classCode="CACT [[@moo
dCode="EVN'lfsubject{@typeCode="SUBJ][1)investigationEveni[@classCode="INVSTG'[[@moodCo
de='EVN'[/component[@typeCode="COMP'|[adverseEventAssessment][1])/adverseEventAssessment
[@classCode="INVSTG i@moodCode="EVN'Vsubjectt[@typeCode="SB.J|[1VprimaryRole[@classC .
ode='INVSBJY/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4][@codeSystem='2,16.840.1
.113883.3.989.2.1.1.207][1ferganizer{@classCode='"CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'[[substanceAdministration/idi[k}/substanceAdministration[@classCode="SBADM
M@moodCode="EVN'}/consumable[@typeCode="C5M1[1 YVinstanceOfKind[@classCode="INST Vkind
OfProduct[@ciassCode="MMAT][@determinerCode="KIND'VasManufactured Product[@classCode="
MANUVsubjectOff@typeCode='SBJ[1)approval|@classCade='CNTRCT)[@moodCode="EVN/hol
der{@typeCode="HLD')[1)/role[@classCode="HLD'}/playingOrganization{@classCode="ORG[@dete
rminerCode='INSTANCE/nameftext() ’

h GkAr

Ho R UERIRE (BEC
HLRYVIET)

/MCGI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemalocation="um:hi7-org:v3
MCCI_IN200100UV01 xsd'VPORR_IN049016UV]i//controlActProcess[@classCode="CACT [{@moo
dCode='EVNY/subjectf@typeCode='SUBJ|[1}investigationEvent{@classCode=NVSTG]|@meodCo
de='"EVNYcomponent[@typeCode="COMP'|{adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@mocdCode="EVN'subject1[@typeCode='SBJ[1}/primaryRole[@classC
ode="{NVSBJ/subjectOf2[@typeCode="SBJ[organizer/code[@code="4'[@codeSystem="2,16.840.1
.113883.3.989.2.1.1.20][1)/organizer@classCode="CATEGORY'][@mocdCode="EVNT/component]
@typeCode="COMP{substanceAdministration/id][kl/substanceAdministration [@classCode="SBADM
@moodCode="EVN'JoutboundRelationship2[@typeCode="COMP"](substanceAdministration]

e G.k.4.r.1a

e ()

N

Physical Quantity
P

value=Real Number
(REAL)

/MCCI_IN200100UVD1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd VPORR_IN049016UV[r/controlActProcess[@classCode="CACT[@moo
dCode="EVN'Ysubject{@typeCode='SUBJ[1)/investigationEvent{@ciassCode=INVS TG [@moodCo
de="EVN/component[@typeCode="COMP"|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN'|/subject![@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ[organizer/code[@code~'4][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20)[1)/organizer[@classCode="CATEGORY'|[@moodCode="EVNT/component]
@typeCode='COMP'][substanceAdministration/id]{kl/substanceAdministration[@classCode="SBADM
Ti@mocdCode="EVN'Joutbound Relationship2[@typeCode="COMP'"[substanceAdministration][r}//subr
stanceAdministration[@classCode="SBADM |[@moodCode="EVN/doseQuantity/@value
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Gkdr3 ORfLE
HOBE :
Physical Cuantity

(PQ}

value=Real Number
{REAL)

(BlER 3)

/MCCI_IN2G0100UV01[@ITSVersion="XML_1.0']{@xsi:schemalocation="urm:hl7-org:v3
MCCI_IN200100UV01. xsd')/PORR_IN049016UVr]/controlActProcess[@classCode="CACT"|[@moo
dCode="EVN'[/subjectf@typeCode="SUBJ][1}investigationEvent[@classCode=INVSTG'|[@moodCo
de="EVN'{/companent[@typeCode="COMP"|[adverseEventissessment][1)/adverseEventAssessment
[@classCode="INVSTG[@meodCode="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][1)organizeri@classCode="CATEGORY'][@maodCode="EVNT/component]
@typeCode='"COMP"|[substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
‘[@moodCode="EVN/outboundRelationship2[@typeCode='"COMP[substanceAdministration][r}/sub
stanceAdministration[@classCode= 'SBADM][@moodCode—'EVN']IdoseCheckQuanhty[denommator
[@xsitype="PQ[@nullFlavor="UNK])/numerator{@xsi:type="PQ'V@value

e G.k4.r.1b

feR (#a)

SDAN

Physical Quantity
FPQ)

unit=Coded Simple
Value (CS) :

IMCCI_IN2001 00LVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urmn:hl7-org:v3
MCCI_IN200100UV01.xsd /PORR_IN049016UV]r)/controlActProcess[@classCode="CACT'|[@moo
dCode='EVNY/subject{@typeCode="SUBJ][1}/investigationEventj@classCode=INVSTG'|{@moodCo
de="EVN'/component{@typeCode="COMP'|[adverseEventAssessmentj[1VadverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN/subject! {@typeCode="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)/organizer@classCode='"CATEGORY'|[@moodCode="EVN'//component|
@typeCode="COMP'][substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
'J[@moodCode="EVN")/outboundRelationship2{@1ypeCode="COMP'|[substanceAdministration][r}/sub
stanceAdministration[@classCode="SBADM|[@mood Code="EVN')/doseQuantity/@unit

G.k4r3 @H-fiﬁ“"
Ha)j*n H

Physical Quantity
(FQ)

unit=Coded Simple
Value (CS)

MCCI_IN200100UV01[@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN048016UV(r)/controfActProcess[@classCode="CACT|[@moo
dCode="EVNVsubject[@typeCode="SUBJ'][1}/investigationEvent[@classCode=INVSTG[@moodCo
de="EVN'}/component[@typeCcde="COMP"|[adverseEventAssessment)[1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN'//subject! [@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)/organizef{@classCode="CATEGORY'|[@moocdCode="EVN'J/component]
@typeCode='COMP'|[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
N@moedCede="EVN')outboundRelationship2[@typeCode="COMP'|[substanceAdministration}[r)/sub
slanceAdmlnlstration[@classCode='SBADM'][@moodCode='EVN']!doseCheckQuantlty[denommator
[@xsi:type="PQ|[@nullFlavor="UNK'Inumerator[@xsi.type="PQ)/@unit
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e . G.k4.r2

R SRR

4N

1. FTOF—42RA

O 2 2EEA HEM

EREhIHEE

) Gk4r2,
Gk4.r3

2} G.k4.rd

3) Gk4r5

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

F—4 8 SXPR ##

SRHD comp HE

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

pertodfvalue=Real
Number (REAL)

(B¥R3)

/MCCIL_IN200100UVD1[@ITSVersion="XML_1.0'{@xsi:schemalocation="urn:hl7-org.v3
MCCI_IN200100UV01 xsd')/PORR_IN0480168UV[r)/controlActProcess[@classCode="CACT][@moo
dCode="EVN']/subjectj@typeCode="SUBJ]{1])investigationEven{@classCode="INVS TG j@moodCo
de="EVNJcomponent@typeCode='COMP|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN')subject1 [@typeCode="SBJ'|[1)/primaryRole[@classC
ode="iINVSBJ)/subjectOf2[@typeCode="SBJ'l[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.201][1}/organizerj@classCode="CATEGOR Y J[@moodCode="EVN Ycomponent]
@typeCode="COMP'|[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
Ni@moedCode="EVN'JouiboundRelationship2{@typeCode='COMP'][substanceAdministration][r)/sub
stanceAdministrationf@classCode="SBADM][@moodCode="EVNJeffectiveTime[@xsi:type="SXPR_
TSYcomp[@xsi:type="PIVL_TS}period/@value

ZRTOT—42EE
D2 OEBIOHED
EREhDEE

1) Gka.r2.
G.kA.r3

2) Gk4r4

3) G.kA.r5

) G k.4.r.6a,
- GkA4reb

F—4 8 SXPR =4
5 2 #B M comp A
B

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

MCCI_IN200100UVO1[@ITSVersion="XML_1.0l[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100Uv01.xsd YPORR_IN048016UV[r)/controlActProcess[@classCode="CACT|[@moo
dCode="EVN/subject[@typeCode="SUBJ[1)/investigationEvent[@classCode="INVSTG'[[@moodCo
de="EVN'}fcomponent[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN]/subject1 [@typeCode="SBJI[1)/primaryRolef@classC
ode='INVSBJ/subjectOf2[@typeCode='SBJ][organizer/code]@code="4][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20)[1}organizef @classCode="CATEGORY J[@moodCode="EVN'/component]
@typeCode="COMP'|[substanceAdministration/id]{k]/substanceAdministration[@classCode="SBADM
Ti@moodCode="EVN/outboundRelationship2[@typeCode="COMP'|{substanceAdministration][r]/sub
stanceAdministration]@ctassCode="SBADM |[@moodCode="EVN'//effective Time[@xsi:type="SXPR_
TS)comp[@xsi:type="PIVL_TST@operator="A"/period/@value '
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| 3ETOT—2RE

@1 2ORGHHEK

(BER 3)

IMCCL_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemal.ocation="urn:hi7-org:v3

| mEhaEE
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[rl/controlActProcess[@classCode="CACT|[@moo
dCode="EVN')/subject{@typeCode="SUBJ[1)investigationEveni{@ciassCode="INVS TG [@moodCo
1) Gk4r2, de="EVN/)/component[@typeCode='"COMP[adverseEventAssessment][1/adverseEventAssessment
G.k4r3 eriodivalue=Real [@classCode='INVSTG'|[@moodCode="EVN)/subject! [@typeCode="SBJT{1)/primaryRole[@classC
e 2)Gk4rd lelumber (REAL) ode="INVSBJ'YsubjectOf2[@typeCode="SBJjorganizer/code]@code="4"l[(@codeSystem='2.16.840.1
3) Gkars . -113883.3.989.2,1,1,20')[1)organizer[@classCode="CATEGORY'[[@moodCode="EVN}/component]
@typeCode='"COMP'|[substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
4 G.k4r8a, @moodCode="EVNJoutboundRelationship2[@typeCode='COMP"[substanceAdministration][ri/sub
G.k4.r.6b stanceAdministration[@classCode="SBADMi@moodCode="EVNYeffectiveTimel@xsi:type="PIVL_T
S')perod/@value
Periodic Interval of
Time (PIVL_TS)
LU TOT—2KE
@ 2 2OEARTE
haigs
1} G.k4r2,
Gk4r3 /MCCI_IN200100UV01[@ITSVersion=XML_1.0')[@xsi:schemaLccation="urn:hi7-org:v3
2) Gk4dr4d MCCI_IN200100UV01.xsdWVPORR_IN049016UV(r)/controlActProcess(@classCode="CACT[@moo
3) GkArS dCode="EVN')/subject{@typeCode="SUBJ|[1]/investigationEvent{@ctassCode=INVSTG'|[@mocdCo
4)Gkarga de="EVN')/component{@typeCode="COMP'|[adverseEventassessment][1)/adverseEventAssessment
G k 4 r éb N eriod/unit=Coded [@classCode="INVSTG'|@moodCode="EVN/subject [@typeCode="SBJ{1)/primaryRole[@classC
e G.k4.r.3 BEMBOES S0AN e gimpl e Value (CS) ode='|NVSBJ)/subjectOf2[@typeCode="SBJ|[organizer/codef@code='4'[@codeSystem="2.16.840.1

F—52 % SXPR &{
5 &40 comp IRE

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

.113883.3.989.2.1.1. 201 Jforganizer[@classCode="CATEGORY'[@moodCode="EVN [fcomponent]
@typeCode="COMP'][substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
li@moodCode="EVN'JoutboundRelaticnship2[@typeCode='COMP"|[substanceAdministration][r¥sub
stanceAdministration[@ciassCode="SBADM][@moodCode='EVNT/effectiveTime[@xsi:type="SXPR_
TS'Jcompl@xsi:type="PIVL_TSVperiod/@unit
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2HUTOT—4IA8
2 OFBR SHEH
Frahdas :
1) G.kA4r.2,
G.k4.r3
2)Gkdard
3)Gk4rs
4} G.k.4r.6a.
G.k4.r.6b

F—S 5 SXPR %
3 2B M comp i
B

Parenthetic Set
Expression of Time
(SXPR_TS)

[Periodic Interval  of
Time (PIVL_TS)]

(BIHF3)

/MCGI_IN200100UVO1[@ITSVersion="XMI__1.07[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVD1 . xsd'YPORR_IN0490168UVIr)/controlActProcess[@classCode="CACT'[@moo
dCode="EVN)/subject{@typeCade="SUBJ'|[1}finvestigationEvent{@classCode='INVSTG|[@moadCo
de="EVN')/componertf @typeCode='"COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moadCode="EVNI/subjecti[@typeCode='SBJ'][ 1VprimaryRole[@classC -
ode='INVSB.J'fsubjectOfRj@typeCode='SBJforganizer/code[@code="4'][@codeSystem="2.16.840.1
.113863.3.989.2.1.1.20][1)/organizer[@classCode="CATEGORY'|[@moodCode="EVN'fcomponent]
@ftypeCode="COMP'|[substanceAdministration/id][Ki/substanceAdministration[@classCode="SBADM |
@mocdCode='"EVN'/outboundRelationship2[@typeCode='COMP][substanceAdministrationj[rl/sub
stanceAdministration[@classCode="SBADM|[@moodCode="EVN|/effectiveTime[@xsi:type="SXPR _
TS'Veomp[@xsi:type="PIVL_TS'|[@operator='A")/period/@uni{ :

3UTFOT—5EA
@ 1 DDEOHHF
TRehdBE

1) Gk4r2,
G.k4r3

2)Gk4rd
3)G.k4rs

4) G.k4a.rsa.
G.k.4.r.6b

Periodic Interval of
Time (PIVL_TS)

period/unit=Coded
Simple Value (CS)

MCCI_INZOM1 00UVO 1 [@ITSVersion="XML_1.0"[@xsi:schemalocation="um:hl7-org:v3 .
MCCI_IN200100UV01 . xsd YPORR_ING48016UVr]icontrolActProcess[@classCode='"CACT l[@moo
dCode='EVN')/subject[@typeCode="SUBJ][1]/investigationEvent@classCode="INVSTG[@moodCo
de="EVN')/componen{@typeCode='"COMP'|[adverseEventAssassmeni][1}adverseEventAssessment
[@¢lassCode=INVSTG'[[@moodCode='EVN')/subject! [@typeCode="SBJ[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJlorganizer/code[@code="4)[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1Yorganizer@classCode="CATEGORY'][@moodCode="EVN[fcomponent]
@typeCode="COMP'|[substanceAdministration/fid][k}/substanceAdministration[@classCode='SBADM
Ni@moodCode="EVN]/outhoundRelationship2{@typeCode='"COMP'[[substanceAdministration]{r{/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVN'|/effectiveTime[@xsi.type="PIVL_T
S')/period/@unit
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1LUTOT—2RE

(B 3)

D2 OFBADHEM
RrEh 388 : .
1) G.k4.r2,
Gk4rs3 MCCI_IN200100UVO1[@ITSVersion="XML_1,07@xsi:schemalocation="ur:hi7-org:v3
2)Gk4.r4d MCCI_IN200100UVO1 xsd')/PORR_INQ42016UV[r)/contralActProcess[@classCode="CACT[@moo
3) G.k4.r5 dCode='EVN/subject{@typeCode="SUBJ[1]/investigationEvent{@classCode="INVSTG|[@moodCo
4) Gk.4r6a de='EVN']!component[@typeCode=‘COMP'][adver;eEventAssessment]U]n’adverlseEventAssessment
G k4 ' éb ~ low=Interval [@classCode='lN\{STG'][@mnodCode=‘EVN‘]IsubJe_ct1 [@typeCode='SBJ|[1)primaryRole[@classC
e G.k4.r4 EXIOBRSMEE BB/ el Boundary (IVXB) & ode="INVSBJ)/subjectOf2[@typeCode="SBJ[organizer/code]@code='4[@codeSystem='2.16.840.1
Ty .113883.5.989.2.1.1.207)[1Jorganizer]@classCode="CATEGORY'|[@moodCode="EVN'//component]
F—H& B SXPR & @typeCode="COMP"|[substanceAdministration/id]{k]/substanceAdministration[@¢lassCode="SBADM
5 &y comp 1K B [@moodCode="EVN'loutboundRelationship2[@typeCode="COMP[substanceAdministration]{r)/sub
stanceAdministration[@classCode="SBADMj[@moodCode="EVN')/effective Time[@xsi:type='SXPR_
TSVcomp[@xsitype="IVL_TSVow/@value
Parenthetic Set
Expression of Time
{SXPR_TS)
[Intervale of Point in
Time (IVL_TS)]
IMCCI_IN200100UVe1 [@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVa1.xsd'[/PORR_INC490168UV(r)/controlActProcess[@classCode='"CACT[j@moo
dCode="EVN'}/subject[@typeCode="SUBJT[1)investigationEvent{@classCode="INVSTG][(@moodCo
de="EVN/component{@typeCode="COMP][adverseEventAssessment]f1)/adverseEventhssessment
[@classCode="INVSTG'|[@moodCode="EVN/subject1 [@typeCode="SBJ'][1)/primaryRole[@classC -
e NullFlaver | ode="INVSB.J¥/subjectOf2[@typeCode="SB.JT[organizer/code{@code="4'][@codeSystem="2.16.840.1

-113883.3.989.2.1.1.20'][* [forganizer|@classCode='CATEG ORY'[@moodCode="EVN'l/component]
@typeCode="COMP'|[substanceAdministration/id][k)/substanceAdminisiration|@classCode="SBADM
'@moodCode="EVN'VoutboundRelationship2[@typeCode='COMP"[substanceAdministration][r)/sulb
stanceAdministration[@classCode="SBADMTi@moodCode='EVN'Jeffective Time[@xsi:type="SXPR _
TSY/comp[@xsi:type="VL_TS'Vlow/@nullFlavor
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2B TFOF—2IEE
M2 SEMER HEA
ERENBHE :

1) Gk.4r.2,
G.k4r3

2)Gkara

3)Gk4rs

4) G.karsa.
GXk4rsb

F—R B SXPR £
5 2%Bocomp IR
B

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

(¥ 3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemal-ocation="urn:hi7-org:v3
MCCI_IN200100UV01 xsd YPORR_IN04SD 18UVrlicontrolActProcess[@classCode="CACT][@moco
dCode='EVNT]/subject@typeCode="SUBJ{1}investigationEvent[@classCode="INVSTG'[@moodCo
de='EVN'{/component[@typeCode="COMP[adverseEventAssassment][1)/adverseEventAssessment
[@ctassCode="INVSTG|[@moodCode="EVN/subject1[@typeCode='SBJ'][1}/primaryRole[@classC
ode='INVSBJF)/subjectOf2[@typeCode='SBJ][organizet/code[@code="4"[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.201](1 Vorganizer{@classCode="CATEGORY'][@mocodCode="EVN'//component]
@typeCode='"COMP"|[substanceAdministration/id][k})/substanceAdministration[@classCode='SBADM
i@moodCode="EVN'JoutboundRelationship2{@typeCode='"COMP'JsubstanceAdministration][r}/sub
stanceAdministrationf@classCode="SBADM[@maoodCode="EVN/effectiveTime[@xsi:type="SXPR _
TSJcompl@xsi:type='IVL_TS'[@operator="Alow/@value

NullFlavor

IMCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hi7-org:v3
MCGCI_IN200100UV01 xsdPORR_IN048016UV[r)/controfActProcess[@classCode="CACT][@moo
dCode='EVN']/subject[@typeCode='SURJ][1}investigationEvent[@classCode="INVSTG[@moodCo
de="EVN}component{@typeCode="COMP'JladverseEventAssessmenf][ 1 JadverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN)/subject1[@typeCode="SB.J'][1)/primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode='SBJ'|[organizer/code[@code="4' [@codeSystem=2.16.840.1
.113883.3.989.2.1.1.20][1Vorganizer@classCode="CATEGORY'|{@moodCode="EVN'J/componeni
@iypeCode="COMP'|[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
"@moodCode="EVN')/outboundRelationship2[@typeCode="COMP'[substanceAdministration]{f//sub
stanceAdministration[@classCode="SBADMj[@moodCode="EVNTeffective Time[@xsi:type="SXPR_
TS'/fcomp[@xsi:type="IVL_TS|[@operator="AJlow/@nullFlavor
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(37 3)

LLUTHTFT—4EE
D1 DOEDHA R IMCCI_IN200100UVO1[@ITSVersion="XML_1.0{@xsi:schemaLocation="urn:hi7-org:v3
FEnSRE MCCI_IN200100UVO1.xst"/PORR_IND49016UV[rfcontrolActProcess[@classCode="CACT|[@moo
1) Gk4r2, dCode='EVNV/subjec{@typeCode="SUBJ][1]/investigationEvent]@classCode=INVSTG[@mocdCo
G.kd.r.3 ) de='EVN'//component{@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
2 Gk Ard tow=Interval [@classCode="INVSTG|[@moodCode='EVN/subjectt[@typeCode="SBJ[1)/primaryRole[@classC
e e Boundary (IVX8) -4 ode="INVSBJ)/subjectOf2[@typeCode="SBJ'|[organizer/'code]@code="4'[@codeSystem="2.16.840.1
3) G.kdrs Y .113883.3.989.2.1,1,207)[1Jlerganizer[@classCode='CATEGORY][@moodCade="EVNT/component]
4) G.X.4.r.B6a. @typeCode='COMP"lsubstanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
G.k.4.r.6b Ti@moodCede="EVNfoutboundRefationship2[@typeCode="COMP'l[substanceAdministration][r}//sub
stanceAdministration[@classCode='SBADM[@moodCode="EVN)/effectiveTime[@xsi:type="IVL_TS
e Tow/@value
Interval of Point in
Time (IVL_TS)
/MCCI_IN200 100UV [@ITSVersion="XML_1.0'[@xsi:schemalocation='um:h7-org:v3
"MCCI_IN200100UV01 xsd V/PORR_IN04901BUV[r)/contralActProcess[@classCode='CACT}[@moo
dCode="EVN')/subjecti@typeCode="SUBJY[1]investigationEvent[@classCode=INVSTG[@moodCo
de="EVN'}/component[@typeCode='"COMP)[adverseEventAssessment]f1)/adverseEventAssessmant
[@classCode="INVSTG[@moodCade="EVN'/subject! [@typeCode="SBJ{1}primaryRole{@classC
e . NuliFlaver | ode="INVSBJ/subjectOf2{@typeCode="SBJ|[organizer/code[@cade="4'][@codeSystem="2.16.840.1
’ -113883.3.980.2.1.1.207)[1)forganize:[@classCode="CATEGORY'][@moodCode="EVN')/componentf
@typeCode='COMP'][substanceAdministration/id][k)/substanceAdministration[@classCode='SBADM
li@moodCode="EVNJoutboundRelationship2[@typeCode='COMP|[substanceAdministration][r)/sub
stanceAdministralion[@classCode='SBADM][@moodCode="EVNJ/effective Time[@xsitype="IVL_TS
Newi@nullFlavor
1L FOT—421RE
D2 DEEAHWH -
ErRshbBE
1) G.k4r2, .
Gk4.r3 .
2) G.kArd MMCCI_IN200100UV01[@ITSVersion="XML_1.0'|[@xsi:schemal ocation="urn:hl7-org.v3
3) GALS MCCI_IN200100UV01.xsd'/PORR_IN049016UV([r)/controlActProcess[@classCode='CACT][@moo
B dCode='EVN'}Ysubject{@typeCode="SUB.J'|[1}investigationEvent[@classCode=TNVSTG][@moodCo
4) G.k4.r8a. de="EVN'J/component[@typeCode='COMP[adverseEventAssessment][1)/adverseEventAssessment
G.k4.reb high=Interval [@classCode="INVETG[@moodCode="EVN')/subject! [@typeCode="SBJ'|[1}/primaryRole[@classC
e Gk4rs EXRAORSHETAH B+~ BRI BEun dary {IVXB) i ode="INVSB.J}/subjectOf2[@typeCode="SBJjorganizer/code[@code="4"T[@codeSystem='2.16,840. 1
F_ &R SXPR 24 | ry -113883,3.989.2.1.1.207][1)/organizer[@classCode="CATEGORY'|[@moodCode="EVN'Ycomponent]
z ' N @typeCode="COMP'|substanceAdministration/idj[k]/s ubstanceAdministration]@classCode='"SBADM
3 B|HO comp HE J[@moodCode='EVN/outboundRetationship2[@typeCode="COMP"|[substanceAdministration][r}/sub
stanceAdministration[@classCode='SBADM|[@moodCode="EVN/effective Time[@xsi:type='"SXPR_
Parenthetic Set TSTcompi@xsi:type="IVL_TSTthigh/@value
Expression of Time
{(SXPR_TS)
[intervale of Point in
Time (IVL_TS))
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NullFlaver

(B 3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hl7-org:v3
MCCL_IN200100UVO1 xsd VPORR_IN049018UV[r)/controlActProcess[@classCode='CACT | [@moo
dCode="EVNJfsubjecti@typeCode="SUBJI{1)finvestigationEvent[@classCode="NVSTG [@moodCo
de='EVN/component@typeCode="COMP"|[adverseEventAssessmeant][1)/adverseEventAssessment
[@classCode=INVS TG [@moodCode="EVN')/subject1[@typeCode="SBJ"[1}primaryRole]@classC
ode="INVSB.)'|/subjectOf2[@typeCode="SBJ'[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989,2,1,1,207)[1/forganizer{@classCode='CATEGORY'|[@moodCode="EVN]/component]
@typeCode='COMP[substanceAdministrationfid)[K]/substanceAdministration[@classCode="SBADM
J@moodCode="EVNToutboundRelationship2[@typeCode='COMP'|[substanceAdministration][r//sub
stanceAdministration[@classCode="SBADM[@moodCode="EVNJ/effective Time{@xsi:type="SXPR_
TS comp{@xsi:type="IVL_TSVhigh/@nuilFlavor -

ZEUTFOF—2KE
D2 IEBXDHMEM
ERIhHEE:

1) Gk4r2,
Gk4.r.3

2) G414
3) G.kdrs

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

fMCCI_IN200100UVO1[@ITSVersion="XML_1.0l@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd YPORR_INQ4901 sUVirl/controlActProcess[@classCode="CACT][@moo
dCode='EVNfsubjecti@typeCode='SUBJ][1])investigationEvent[@classCode=NVSTG [[@moodCo
de='EVN/component{@typeCade='COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN'/subject1 [@typeCode="SBJ][1VprimaryRole[@classC

il odé="INVSBJ)/subjectOf2[@typeCode="SBJ'][organizer/codef@code="4'[[@codeSystem="2.16.840.1
F—42 3 SXPR 4 .113883.3.989.2.1.1.201][1 forganizer[@classCode="CATEGORY'|[@moodCode='EVN'/component]
5 2&B® comp I @typeCode="COMP'|[substanceAdministration/id]k)/substanceAdministration[@classCode="SBADM
B N@meoodCode="EVN'JouthoundRelationship2[@typeCode="COMP }[substanceAdministration][r}/sub
stanceAdministration[@¢lassCode='SBADM][@moodCode=EVNJeifectiveTime[@xsi:type="SXPR_
- TSYcomp[@xsi:type="IVL_TS'||@operator='A'Vhigh/@value ’
Parenthetic Set
Expression of Time
(SXPR_TS}
[Intervale of Point in
Time (IVL_TS)]
MCCI_IN200100UV01[@ITSVersion=XML_1.0[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01 xsd PPORR_IND48016UV[r)controlActiProcess[@classCode="CACT|[@moo
dCade="EVNT/subject{@typeCode="SUBJ[1}/investigationEvent{ @classCode="INVSTG[@moodCo
de='EVN')/component]@typeCode='"COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTGj@mondCade="EVNsubjecti[@typeCode="SBJ{1)/primaryRole[@classC
NullFlaver | ode="INVSBJ')/subjectOr2[@typeCode='SBJ][organizer/code[@code="4"[@codeSystem="2.16.840.1

.113883.3.989.2.1.1.20][1 Jorganizer@classCode="CATEGORY [[@moodCode="EVN'}component]
@typeCode="COMP"|[substanceAdministration/id)[k}/substanceAdministrationf@classCode="SBADM

“fi@moodCode='EVNToutboundRelationship2[@typeCode='"COMP|[substanceAdministration]{r}/sub
stanceAdministration[@¢classCode='SBADM|[@moodCode="EVN'JeffectiveTime[@xsi:type="SXPR_
TS Jcomp[@xsitype='IVL_TS[@operator="A)high/@nullFlavor
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(Bl#EE3)

LETFOTF—421RE

D1 2OEOHHE )

TENDES /MCCI_IN2001 00UV [@ITSVersion="XML_1.0)[@xsi:schemalacation="um:hI7-org.v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[ricontrolActProcess[@classCode="CACT@moo
dCode='EVN)fsubject{@typeCode="SUBJ}[1)investigationEven{@classCode=1NVSTG|[@moodCo

1} Gk4r2, de="EVNJ/component@typeCode="COMP[[adverseEventAssessment][1)/adverseEventAssessment

Gk4.r.3 high=Interval [@classCode=INVSTG][@moodCode="EVN/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC

e 2) Gk4rd Bogundary (IVXB) i 1 ode='INVSBJ}subjectOf2[@typeCode='SBJ [organizer/code[@code="4'l[@codeSystem="2,16.840.1
3)Gk4rs .113883.3.989.2.1.1.20')[1)/organizer]@classCode='"CATEGORY'l[@mocdCode="EVN')fcomponentf
: @typeCode="COMP'|[substanceAdministration/id][k]/substanceAdministration[@classCode='"SBADM
4) GkA.r.a, Ti@moodCode="EVNJoutboundRelationship2[@typeCode='COMP'|[substanceAdministration][ff/sub
G.k4.red slanceAdministrationf@classCode="SEADM])[@moodCode="EVN'|ieffectiveTime[@xsitype="VL._ TS

"fnighi@value

Interval of Point in -

Time (IVL_TS)

- /MCCI_IN200100UVO1[@ITSVersion="XML_1.0%[@xsi:schematocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd Y/PORR_IN04980 t6UVr)/controlActProcess{@classCode="CACT|[@moo
dCode="EVN/subject{@typeCode='SUBJ|[1)investigationEvent{@classCode="INVSTG'|[@moodCo
de='"EVNT/component{@typeCode='COMPJ[adverseEventAssessment][t//adverseEventAssessmant
[@classCode="INVSTG'|[@mocdCode='"EVN/subject] [@typeCode="SBJ|[1)/primaryRole[@classC

e NullFlavor | ode=NVSBJ)subjectOf2[@typeCode="SBJforganizer'code{@code="4[@codeSystern="2.16.840.1
.113883.3.989.2.1.1.207)[1)organize@classCode="CATEGORY [@maoodCode="EVN'Vcomponent{
@lypeCode="COMP'][substanceAdministration/id](k}/substanceAdministration[@classCode="SBADM
l@moodCode="EVNloutboundRelationship2[@typeCode="COMP'][substanceAdministration][rl/sub
stanceAdministration{@classCode="SBADM[@moodCode="EVN/effectiveTime[@xsi:type=VL_TS
"Vhigh/@nuliFlavor

LU TOTF—421E

D2 2EHADHEH

BREhHFE:

1) GkAr2,
G.k4.r3 ’
2) GkA.r4 MCCI_IN200100UVO1[@IT SVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3

3) Gkdr.5 MCCI_IN200100UVO1 xsd'/PORR_INQ43016UVr)/controlActProcessf@classCode="CACT][@moo
el dCode="EVN'l/subject[@typeCode="SUBJ[1)/investigationEvent{@classCode='INVSTG'[@moodCo
4) G.k.4.r.6a. de="EVN)/component[@typeCode="COMP"[adverseEventAssessment]f1 VadverseEventAssessment

GXk.4.r6b widtifvalue=Real [@classCode="INVSTG)[@moodCode="EVN/subject![@typeCode="SBJ'|[1)/primaryRale[@classC
e G.k4.r.6a EESIESHE 3% 5N Number (REAL) & ode="INVSBJ/subjectOf2[@typeCode='SBJ][organizer/code{@code="4'][@codeSystem="2.16.840.1
- 7 4% SXPR A .113883.3.989.2.1.1.207][1)/organizer|@classCode='CATEGORY'|[@moodCode="EVN'/component|
- @typeCode="COMP"[substanceAdministration/id](k}/substanceAdministration[@classCode='SBADM
5B comp B Ti@moodCode="EVN'JoutboundRelationship2[@typeCode='COMP[{substanceAdministration][r}fsub
. stanceAdministration[@classCode="SBADM][@moodCode="EVN')feffective Timef@xsi:type="SXPR_

Parenthetic Seat T8 comp[@xsi.type='IVL_TS'Vwidth/@value

Expression of Time

{(SXPR_TS}

[Intervale of Point in

Time (IVL_TS)]
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2L TFOTF—2 %A
02 OFEADEM
REhLHE

1) Gk4r2,
G.k4.r3
2) G.kard
3) G.k4.r.5
4)G.k4.r6a,
G.k4.r.6b

F—5 8 SXPR #{#
5 2&89 comp |
g

Parenthelic Set
Expression of Time
(SXPR_TS)
[Intervale of Peint in
Time (IVL_TS)]

(BIER3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UVE1 xsd /PORR_INO48016UV[r)/controlActProcess[@classCode='CACT [@moo
dCode="EVN'/subject{@typeCode="SUBJ][1]AnvestigationEvent[@classCode="INVSTG'[@moodCo
de="EVN'Jcompenent{@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN/subject1[@typeCode="SBJ][1¥primaryRole[@classC
ode="INVSBJF)/subjectOf2[@typeCode="SBJ[organizer/code]@code="4'[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1¥organizer[@classCode='"CATEGORY'|[@moodCodes"EVN Jfcomponent]
@typeCode="COMP'|[substanceAdministration/id]{k)/substanceAdministration[@classCode='SBADM
T@moocdCode="EVNfoutboundRelationship2[@typeCode="COMP'[substanceAdministrationj[r]/sub
stanceAdministration[@classCode="SBADM|[(@moodCode="EVN'//effective Time[@xsi:type="SXPR__
TS)comp[@xsi:type='IVL_TS[@operator="A'}iwidth/@value

LU TOT—4 8B
1 2OEOANE
REhDHBE

1} G.k4.r2,
- Gk4ar3d

7) G.kdrd
3) GkArS

4) G.k.4.r.6a.
G.k.4.r.6b

Interval of Point in
Time {(IVL_TS)

width/value=Real
Number (REAL)

MACCI_IN200100UVO1[@ITSVersion="XML_1.0'l[@xsi:schemal.ocation="urr:hl7-org:v3
MCCI_IN200100UV01. xsd/PORR_IN0O48016UV[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=TNVSTG{[@moodCode="EVN'|/subject [@typeCode="SBJ{1/primaryRole[@classC
ode="INVSBJ)subjectOf2[@typeCode='SBJforganizer/code[@code="4"[[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20]][1Vorganizer[@classCode="CATEGORY'|[@moodCode='EVN'//component]
@typeCode="COMP'"|[substanceAdministration/id][kV/substanceAdministrationj@classCode="SBADM
Ti@moodCode="EVNfoutboundRelationship2[@typeCode="COMP][substanceAdministration][r}/sub
stanceAdministration[@classCode="SBADM|[@mocdCode="EVN')effective Time[@xsi.type=IVL_TS
'Jwidth/@value '

ICH ICSR. BefifhufEsR
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-] G.k4.r.6b

EMRREHM (D)

'50AN

LEFOTF—45RE8
D2 2EHEZHMEA
ErEhims

1) G.kar2,
Gk4.r3
?) G.k4r4
3) G.kALS
4) Gk4r6a,
G.l4.r.6b

F—4 & SXPR %%
58410 comp IHE

Parenthelic Set
Expression of Time
(SXPR_TS)
[Intervale of Pointin
Time {(IVL_TS)]

width/unit=Coded
Simple Value (CS)

(% 3)

MMCCI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemaLocation="urm:hl7-org:v3
MCCLIN200100UV01.xsd /PORR_IND48016UV]r)//controlActProcess[@classCode="CACT{@moo
dCode="EVN'}/subject{@typeCode="SUBJ[1}/investigationEvent{@classCode="INVSTG[@moodCo
de="EVN'Vcomponent[@typeCode="COMP'{adverseEventAssessment][1/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVNfsubjecti[@typeCode="SBJ[1 YprimaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode="SBJ'|[organizer/code[@code="4'[@codeSysiem="2.16.840.1

.113883.3.982.2.1.1.207][1)/organizer[@classCode="CATEGORY'|[@moodCode="EVN)/component|
@typeCode="COMP"|[substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
‘[@moocdCode="EVN'lfouthoundRelationship2[@typeCode="COMP'][substanceAdministration][f/sub
stanceAdmlnlstratlon[@classcode='SBADM][@mnodCode='EVN']IeffectweTlme[@xsa type="SXPR_
TS'JYeemp[@xsi:type="IVL_TS"Vwidth/@unit

2R TFTOT—21RE

@2 DEEA DN

BRENDEE

1) Gkdr2,
Gk4rs

2) G.k4r4

3) G.k4ars

4) GX.Ar.6a,
G.k.4.r.6b

FT—4 3 SXPR £

5 2B comp

B

Parenthetic Set

Expression of Time

(SXPR_TS)[Interval

e of Point in Time

(IVL_TS)]

/MCCI_IN200100UVe1 [@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn;hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IND49016UV[r)/controlActProcess[@classCode='CACT][(@moo
dCode="EVN'/subject[@typeCade="SUBJ][1]/investigationEvent[@classCode=INVSTG[@moodCo
de="EVN/component[@typeCode='COMP'|[adverseEventAssessment][1)fadverseEventAssessment
{@classCode='INVSTG'|[@moodCode="EVN')/subject! [@typeCode="SBJT[1 /primaryRole[@classC
ode='INVSBJ/subjectOf2[@typeCode='SBJ[organizer/code[@code="41[@codeSystem="2,16.840.1
113883.3.989.2.1.1.207][1/forganizer[@classCode='CATEGORY'l[@moodCode="EVN'l/companent]
@typeCode="COMP'][substanceAdministration/idj[k)/substanceAdministration[@classCode="SBADM
'Ji@moodCode="EVN'J/outboundRelationship2[@typeCode="COMP'|[substanceAdministration][r)/sub
stanceAdministration[@classCode="SBADM'|[@moodCade='EVNJeflectiveTime[@xsi:type="SXPR _
TS)ecompf@xsitype="IVL_TS'l@operator="A"}width/@unit
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LETFOF—2WE
O 1 2OHEQHNE
TEhDHHBE

1) Gk4r2,
GkAr3

2) Gk4r4
3) G.k4r5

4) G.kA.rBa.
G.kA4.r.8b

Interval of Point in
Time {(VL_TS)

width/unit=Coded
Simple Value (CS)

(B 3)

IMCCI_IN200100UV0 1 [@TTSVersion="XML_1.07{@xsi:schemal.ocation='urn:hl7-org.v3
MCCI_IN200100UVO1 . xsd'/PORR_IND48016UV[r/contralActProcess[@classCode='CACT][@moo
dCode="EVN/subject[@fypeCode='SUBJ[f}finvestigationEvent[@classCode="INVSTG'|[@moodCo
de="EVNTYcomponent{@typeCode="COMP'|[adverseEventAssessment][tVadverseEventAssessment
[@classCode="INVSTG'[[@moodCode='"EVN'/subject1[@typeCode="SBJ][1)/primaryRole[@classC
ode="|NVSBJ/subjectOf2[@typeCode="SBJ Jforganizer/code[@code="4j[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20"][1)organizer@classCode="CATEGORY'][@moodCode="EVN'/component
@typeCode='COMP'|[substanceAdministration/id]fk)/substanceAdministration[@classCode='SBADM
'[@moodGode="EVN]/outhoundRelationship2{@typeCade='"COMP'|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVNJeffectiveTime[@xsitype="VL_TS
"fwidth/@unit .

e | | Gk4r7

n"yF0u ER

35AN

Character String
(5T)

{MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCIL_IN200100UV01 . x5d"/PORR_IN048016UV([rl/controlActProcess[@classCode="CACT|[@moo
dCode="EVNVsubject{@typeCode="SUB.J[1]investigationEventj@classCode=INVSTG|[@moodCo
de="EVNY/component{@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[[@mocdCode="EVN/subjecti[@typeCode="SBJ'|[1)/primaryRole[@classC
ode='INVSBJV/subjectOf2[@typeCode="SBJ[organizer/code[@code="4"|[@codeSysten="2.16.840.1
.113883.3.989.2.1.1.20 ][ Jorganizer] @classCode='CATEGORY'][@moodCode="EVN'Jcamponent{
@typeCode="COMP"|[substanceAdministration/id)[k¥substanceAdministration|@classCode="SBEADM
[@moodCode="EVN'VoutboundRelationship2[@typeCode="COMP"|[substanceAdministration]{fl/sub
stanceAdministration[@classCode='SBADM'[[@moodCode="EVN'//consumable[@typeCode="CSMT[
1)instanceQiKind[@classCode="INST)/productinstancelnstancef@classCode="MMAT J[@determine
rCode="INSTANCE MotNumberTextitext()

e Gkars

RERERTRRESE

i

2000AN

Encapsulated Data
(ED)

MCCI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemalLocation="urn:hl7-org:v3
MCCL_IN2060100UV01 xsd'/PORR_IN049018UV[rYcontrolActProcess[@classCode="CACT][@moo
dCode="EVN')/subjectf@typeCode="SUBJ]{1)investigationEvent[@classCode=INVSTG|[@moodCo
de="EVN)/component[@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=NVSTG[@moodCode="EVNT/subject1 [@typeCode="SBJ'][1}/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ[organizer/codef@code="4'[@codeSystem="2.16.840.1
113883.3.989.2.1.1.207[1 Jforganizerj@classCode="CATEGORY'][@moodCade="EVN'l/component]
@typeCode="COMP'[[substanceAdministration/idf[k]/substanceAdministration[@classCode='SBADM
@moodCode="EVNoutboundRelationship2[@typeCode="COMP')[substanceAdministration][rl/sul .
stanceAdministration[@classCode='SBADM][@moodCode="EVNfext/text()

h G.k4.rg

ER R

e G.k4.r9.1

ERMAHE (BHEH)

BOAN

Coded With
Equivalents (CE)

originalText=Encapsu
lated Data (ED)

{MCCIL_IN200100UVD [@ITSVersion="XML_1.0'[@xsi:schermnal.ocation="urn:hl7-org:v3
MCCL_IN200100UVO1. xsd PPORR_IN048016UV{r)/controlActProcess[@classCode="CACT'|[@moo
dCode="EVN'|/subject[@typeCode="SUBJ|[1)/investigationEveni{@classCode="INVSTGT@moodCo
de="EVNY/component{@typeCode='"COMP[adverseEventAssessment]{1VadverseEventAssessment
[@classCode="INVSTG'[[@maodCode="EVN')/subject! [@typeCode="SBJ'[1)/primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="SBJJ[organizer/code[@code="4"[@codeSystem='2.16.840.1 -
.113883.3.989.2.1.1.20)[1)organizer[@classCode="CATEGORY'[@moodCode="EVNT/compenent]
@typeCode="COMP"|{substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
@moodCode="EVN/outboundRelationship2[@typeCode="COMP'][substanceAdministration][rl/sub
stanceAdministration[@classCode='SBADM][@moodCode="EVN/consumable[@typeCode="CSMT][
1}finstanceOfKind[@classCode="INSTJkindOfProduct{@classCode='MMAT'|[@determinerCode="Ki
ND)formCode{@codeSystem="TBD-DoseForm'JoriginalText/text()  °
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NullFlavor

(B 3)

IMCCI_INZ00100UVO1[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01 . xsd WPORR_IN0490 16UV]i)/contralactProcess[@classCode='CACT][@moo
dCode="EVN')/subject[@typeCode="SUBJ'|[1}{investigationEvent[@classCode="INVSTG|[@moodCo
de="EVN'lfcomponent[@typeCode='COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTGT[@moodCode="EVN/subject1[@typeCode="SBJ][1 /primaryRole[@classC
ode="INVSBJ}/subjectOf2[@typeCode='"SB.)'|[organizer/code]@code="4'[@codeSystem="2.16.840.1
.113883.3.988.2.1.1.207][1 }Vorganizer]@classCode="CATEGORY'[@moedCode="EVN')/componentf
@typeCode='"COMP'|[supstanceAdministration/id][k)/substanceAdministrationj@classCode='SBADM
Ti@moodCode="EVN'}outboundRelationship2[@typeCode="COMF|[substanceAdministration]{r}/sub
stanceAdministration[@classCode="SBADM@moodCode="EVN'Yconsumable[@typeCode=CSMY
1]finstanceOfKind[@classCode="INST/kindOfProducti@classCode="MMAT|[@determinerCode='K|
NDTfformCode[@codeSystem="TBD-DoseForm'Yoriginal Text‘@nuliFlavor

a G.k4r9.2a

EXLSHBO ID S—T3

Bt &&

M5 K4 F
FAES

Caoded With
Equivalents {CE)

codeSystemVersion=
Character String (ST)

MCCI_INZ00100UVIM [@ITSVersion="XML_1.0f@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049018UV[r//controlActProcess{@classCode="CACTf[@moo
dCode='EVN/subjecti@typeCode="SUBJ[1)finvestigationEvent{@classCode=INVSTG [@moodCo
de="EVN'}componentj@typeCode='COMP][adverseEventAssessment}{1]/adverseEventAssessment
{@classCode="INVSTG'|@moedCode='"EVN/subject1 {@typeCode="SBJ|[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2{@typeCode="SB.J Jorganizericode[@code="4"][@codeSystem="2,16.840.1
-113883.3.989.2.1.1.20|[1)organizer[@classCode='CATEGORY'[[@moodCode="EVN')/componeni]
@typeCode="COMP"[[substanceAdministration/id][kl/substanceAdministration[@classCode="SBADM
‘I[@mocdCode="EVN']/outboundRelationship2[@typeCode='"COMP'j[substanceAdministration][r}//sub
stanceAdm1mstratlon[@classCode'-'SBADM‘][@moudCode-‘EVN']Iconsumable[@typeCode='CSM'][
1}finstanceOfKind[@classCode="INST'/kindOfProduct{ @classCode="MMAT|[@determinerCade="K!
ND'JformCeode[@codeSystem="TBD-DoseForm'[/{@codeSystemVersion

e G.k.4.r9.2b

EXSHEG D

M5 KA F

Coded With
Equivalents (CE)

code=Character
String (8T)

IMCCI_IN200100UVD1[@ITSVersion="XML__1.07[@xsl:schemalocation="urn: hi7-org:v3
MCCIL_IN200100UVD1 . xsdYPORR_INC480168UV([r)/controlActProcess[@classCode='"CACT][@moo
dCode="EVNY/subject{@typeCode="SUBJ[1]/investigationEvent[@classCode=INVSTG[@moodCo
de='EViN'/component[@fypeCode="COMPJ[adverseEventAssessment][1)/adverseEventAssassment
[@classCode="INVSTG')[@mocdCode="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'|[@moodCade="EVN'/componant]
@typeCode='"COMP')jsubstanceAdministration/id][k)/substanceAdministration[@classCode='"SBADM
Ti@moodCode="EVN')/outboundRelationship2[@typeCode="COMP'|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM|[@moodCode='"EVN'l/consumable[@typeCode="CSM[
1)finstanceOfKind[@classCode="INST1/kindOfProductf@classCode="MMAT|[(@determinerCode="K|
ND'VformCode{@codeSystem="TBD-DoseForm]/@code

h G.k4.r10

e 5#Eg

e Gk4r10.1

e (BHhkEm

G0AN

GCoded With
Equivalents (CE)

originalText=Encapsu
lated Data (ED)

MMCCI_IN200100UV1 [@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn;hI7-org:v3
MCCI_IN200100UV01.xsd"YPORR_IND49016UVr)/contralActProcess[@classCode="CACT][@moo
dCode="EVNJ/isubject{@typeCode="SUBJ][1)/investigationEvent{@classCode='INVSTG[@moodCo
de='EVN'}component{@typeCode="COMPfadverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCede="EVN'|/subjecti[@typeCode='SBJ'][1 /primaryRole[@classC
ade="INVSBJ)/subjectOf2[@lypeCode="SBJ[organizericode[@code=~'4][@codeSystem="2.16,840. 1
-113883,3,988,2.1.1. 2071 Jorganizer[@classCode="CATEGORY')[@muodCode='"EVN'[/component]
@typeCode="COMP"|[substanceAdministration/id]jkl/substanceAdministration[@classCode="'SBADM
Ti@mocdCode="EVN]/outboundRelationship2[@typeCode='"COMP'|[substanceAdministration][s]/sub
stanceAdministration[@classCode='SBADM][@moodCode="EVNJrouteCode[@codeSystem="2.16.
840.1.113883,3.989.2.1.1.14)/originalText/text()
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NuflFlavor

| (A% 3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[[@xsi:schemal.ocation="urn:hi7-org:v3
MCC!_IN200100UV01.xsd')PORR_IN048016UV[r/controlActProcess(@classCode="CACT'[@moo
dCode='"EVN}subject|@typeCode="SUBJ'|[1)investigationEventi@classCode=1NVSTG[[@moodCo
de="EVN'J/component[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTGI@moodCode="EVNT/subjecti[@typeCode="SBJ)[1)/primaryRole[@classC
ode="INVSBJ)/subjectOfZ[@typeCode='SBJ[organizer/code{@code='4"j@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20][1 ferganizer[@classCode="CATEGORY'lj@moodCode="EVN)/component]
@typeCode="COMP'|[substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
Ti@moodCode=EVNJoutboundR elationship2[@typeCode='"COMP [[substanceAdministration][r)/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVNJrouteCode[@codeSystem="2.16,
840,1,113883,3,989,2,1,1.14Joriginal Text/@nuilFlavor

e G.k4.r.10.2a

RE8HO ID -3 B
it &S

Coded With

Equivalents (CE)

codeSystemVersion=
Character String (ST)

/MCCI_IN200 100UV [@ITSVersion="XML_1.0{@xsi:schematocation="um:hi7-org:v3
MCCL_IN200100UV01.xsd'YPORR_IN049016UV[rl/controlActProcess[@classCode='CACTl[@moo
dCode="EVN]/subject[@typeCode="SUBJ1])investigationEvent[@classCode=INVSTGTf@moodCo
de='EVN'Veomponent@typeCode=!COMPT[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN)subjecti[@typeCode="SBJ'|[1}/primaryRole[@classC
ode="INVSB.')/subjectOf2[@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]fk)/substanceAdministration[@classCode="SBADM
Ti@moadCode="EVNYouiboundRelationship2[@typeCode="COMP'|[substanceAdministration][r)/sub
stanceAdministration[@classCode="SBADMH@moodCode="EVN'lrouteCode[@codeSystem='2.16.
840.1.113883.3.989.2.1.1.14'/@codeSystemVersion

e G.k4.r.10.2b

REZBO D

Coded With
Equivalents (CE)

code=Character

- 8tring {8T)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'j@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV0 1, xsd'VPORR_IN0490°16UV[r)/controlActProcess[@classCode="CACT"][@moo
dCode="EVN'}subject{@typeCode="SUBJ]{1)investigationEvent{@classCode="INVSTG[@moodCa
de="EVN'Jeomponent{@typeCode="COMP[adverseEventAssessment]{1)/adverseEventAssessment
[@classCode='INVSTG'|[@moodCode="EVNYsubjecti[@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSEJsubjectOf2{@typeCode='SBJ'|[organizer/code[@code="4][@codeSystem="2.16.840.1
.113883.3.988.2.1.1.20']|[1}/forganizer @classCode='"CATEGORY'|[@rmoodCode='EVN')/component]
@typeCode="COMP'|[substanceAdministration/id](kV/substanceAdministration[@classCode="SBADM
[@mocdCode="EVN'J/outboundRelationship2[@typeCode="COMP'][substanceAdministration]ir)/sub
stanceAdministration[@classCode="SBADM][@moodCode="EVN)routeCode[@codeSystem="2.16.
840.1.113883.3.989.2.1.1.14/@code

h Gk.4.r11

RAOREER (B-F/
RBEDRS)

e Ghk4r11.1

RADRESEE (BHIEHD

G0AN

Coded With
Equivalents (CE)

original Text=Encapsu
lated Data (ED)

{MCCI_IN200100UVO1[@ITSVersion="XML_1.0'|[@xsi.schemaLocation="urn:hl7-org:v3
MCCI_IN200100UVD1.xsd YPORR_IN0490 16UVIrcontrolActProcess[@classCode='CACT [i@moo
dCode="EVN')subject[@typeCode="SUBJ'|[1}investigationEvent[@classCode="INVSTG][@moodCo
de="EVN'/componentj@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=~'INVSTG][@moodCode="EVNY/subjecti[@typeCode="SBJ [ 1)/ primaryRole]@classC
ade="INVSBJ"}/subjectOf2[@typeCode="SBJ|[organizer/code[@code="4'[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.201][1 Jforganizer[@classCode='CATEGORY'[{@moedCode="EVN/component]
@typeCode="COMP'|[substanceAdministration/id][k}fsubstanceAdministration[@classCode="SBADM
@moadCode="EVN'JoutboundRelationship2[@typeCode="C OMP'|[substanceAdministration][}/sub
stanceAdministration[@classCode="SBADM][@moodCode="EVN}inboundRetationship[@typeCode
='REFR'|[observation/code]@code="268'[@codeSystem='2.16.840.1.113683.3.989.2.1.1.18|[1}/obse
rvation]@classCode="0BS' [[@moodCode~'EVNT/value[@xsi:type="CE[@codeSystem='2.16.840.1.
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NullFlavor

(BIER3)

MCCI_IN200100UVD1[@ITSVersion="XML_1.0°][@xsi:schemalocation="urn:hi7-org:v3 -
MCCI_IN200100UV01.xsd')/PORR_IN043016UV[r)/controlActProcess[@classCode="CACT[@moo
dCode="EVN}subject{@typeCode="SUBJ][1}investigationEvent[@classCode="INVSTG'|[@moodCo
de='EVN/component[@typeCode="COMP'][adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVNfsubject1 [@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJ')/subjectOf2{@typeCode="SBJ[organizer/code[@code=~"4][@codeSystem="2.16.840.1
-113883.3.989.2.1.1.20')[1)/forganizer]@classCode="CATEGORY'|[@moodCode="EVN)component]
@typeCode="COMP[substanceAdministrationfid][k]/substanceAdministration[@classCode="SBADM
[@moodCode="EVNYoutboundRelationship2{@typeCode='COMP"|[substanceAdministration][rysub
stanceAdministration[@classCode="SBADM][@moodCode="EVNY/inboundRelationship[@typeCode
=REFRT[observation/code[@code="28"{@codeSystem='2.16.840.1.113883,3,989.2.1.1.197][1)/obse
rvation[@classCode='0BS'|[@moodCode="EVNvalue[@xsi: type-'CE'] [@codeSystem='2.16.840.1.
113883.3.988.2.1.1.14'|[1)/eriginal Text/@nullFlavor

e G.k4r11.2a

H~OREERD D /S—
LarvARER

Ceded With
Equivalents (CE)

codeSystemVersion=
Character String (ST)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0{@xsi:schemaLocation="urn:hl7-org:v3
MGC!_IN200100UV01.xsdYPORR_IN048018UV licontrolActProcess@classCode='CACT|[@moo
cICode-'EVN']Isubject[@typeCode='SUBJ "|[1)/investigationEvent[@classCode="INVSTG[(@moodCo
de="EVN'}component[@typeCode="COMP'[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG'@moodCode='EVN)/subject! [@typeCode="SBJ'][1¥primaryRole[@classC
ode="INVSBJY)/subjectOf2[@typeCode="SBJ"[organizer/code[@code="4"|[@codeSystem="2,16.840.1
.113883.3.988.2.1.1.207I[1)forganizeri@classCode="CATEGORY'[@moodCode="EVN'fsomponent]
@typeCode="COMP'][substanceAdministration/id][ki/substanceAdministration[@classCode="SBADM
[@mocdCode="EVN'JoutboundRelationship2[@typeCode="COMP][substanceAdministration][r)/sub
stanceAdministration[@classCode='SBADM'j[@moodCode=" EVN']hnboundRelatlonshlp[@typeCode
='REFR'][observation/cede[@code="28"@codeSystem="2.16.840,1.113883.3,989.2.1.1.19][1)/obse
rvation[@classCode="0BS[@moodCode="EVN/value[@xsi: type "CEN@codeSystem="2.16.840.1.
113883.3.089.2.1.1.14'{ 1)/@codeSystemVersion

e Gk4ri1.2b

B~ORSEHED ID

(3N

SN
N
R AN

Coded With
Equivalents (CE)

code=Character
String (ST)

MMCCI_IN200100UVOM [@ITSVersion="XML_1 .0'][@x5|:schemaLOcat|un='qm:hI?-org:vs
MCCIL_iN200100UV01.xsd')PORR_IN048016UVr)/controlActProcess[@classCode=CACT[@moo
dCode="EVN/subject[@lypeCode="SUBJ[1)investigationEveni[@classCode=INVSTG[[@moodCo
de="EVN)/component[@typeCode="COMPJ[adverseEventAssessment][1)/adverseEventAssassment
[@classCode="INVSTG[@muodCode="EVN')/subject [@typeCode="SBJ][1)/primaryRole][@classC
ode='INVSB.I)/subjectOf2[@typeCode="SBJ'|[organizer/code[@code="4][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20][1)/organizer{@classCode='"CATEGORY'[[@moodCode="EVN'[/component]
@typeCoda="COMP'|[substanceAdministration/id]fk)/substanceAdministration[@classCode="SBADM
Ni@meoodCode= 'EVN']foutboundRelatlonshlp2[@typeCode-'COMP']{substanceAdmnmstratlon][rysub
stanceAdministration[@classCode="SBADM[@moodCode="EVNJ/inboundRelationship[@typeCode
=REFRT[observation/code[@code="28'|[@codeSystem="2.16.840.1.113883.3.980.2.1.1.19]|[1]/obse
rvation[@classCode="0BS"|[@moodCode="EVNvalue[@xsi: type— CE[@codeSystem="2,16.840.1.
113883.3,989.2,1.1.14[1)/@code

e G.k.5a

EMER  HEERAERET

DOFEMEBRSE (B -

10N

Physical Quantity
(FQ)

value=Real Number
{REAL)

/MCCGI_IN200100UV01[@ITSVersion="XML_1.0'[[@xsi.schemalocation="urn:hi7-org:v3
MCCI_IN200100UVO1.xsd'YPORR_IN049016UV{r)/controlActProcess{@class Code="CACT'|[(@moo
dCode="EVNY/subject[@typeCode="SUBJ][1}investigationEvent{@classCode="INVSTGT(@moodCo
de="EVN')/component{@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG[@moodCode="EVN')subject1[@typeCode="SB.J')[1)/primaryRole[@classC
ode="INVSB.J}/subjectOf2[@typeCode="SBJ[organizer/code][@code='4[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1)/organizer[@classCode='"CATEGORY')[@mood Code="EVNT/component]
@typeCode="COMP[substanceAdministration/id][k}substanceAdministration[@classCode="SBADM
'][@mondCode='EVN']foutboundRelatumsh|p2[@typeCode=’SUMM'][0bservatsonicode[@code=‘14'][
@codeSystemn="2.16.840.1.113883.3.989.2.1.1.18"][1)/observation[@ctassCode='"0BS'[[@moodCod
e='EVN'Yvalue[@xsitype="PQ'[1)/@value
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e G.k.5b

RER/ HERRRRET
DRMEESE (M)

S0AN

Physical Quantity
(PQ)

unit=Coded Simple
Value (CS) .

(B 3)

IMCCI_IN200100UVH [@ITSVersion="XML_1.0][@xst:schemal ocation="umn:hI7-org:v3
MCCLIN200100UVQ1 xsd'VPORR_IN049018UV[r)/controfActProcess[@classCode="CACT][@moo
dCode="EVN'|fsubject[@typeCode='SUBJ}[1)/investigationEvent{@classCode="INVETG|[@moadCo
de="EVN}componeni{@typeCode='COMP][adverseEventAssessment][1]/adverseEventAssessment
[@classCode='INVSTG'[@moodCode="EVN')/subjecti [@typeCode="SBJ')[1}primaryRole[@classC
ode='INVSBJ}/subjectOf2[@typeCode="SBJ'|[organizer/code{@code='4'|[@codeSystem="2.16.840.1
.113883,3.989,2.1.1.207N[1)organizer|@classCode='CATEGORY')[@muodCode="EVN'/component]
@typeCode='COMP{substanceAdministration/id][KisubstanceAdministration[@classCode="SBADM
Ti@moodCode="EVN JoutboundRelationshipZ[@typeCede="SUMM[observation/code[@code="1 4
@codeSystem="2.16.840.1.113883.3.589.2.1.1.19'][1)/observation[@classCode="OBS'|[@moodCod
e="EVNWvalue[@xsitype="PQ[1]/@unit :

e G.k.6a

ERERFOIEERR (30

3N

Physical Quantity
PQ) :

value=Real Number
(REAL)

MCC_IN200100UVD1[@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100Uv01 xsd'//PORR_IN048016UV[r]/controlActProcess[@classCode="CACT)[@moo
dCode="EVN')/subject{@typeCode="SUBJ[1)/investigationEvent{@classCode=INVSTG[@moodCo
de='"EVN')/component[@typeCode='"COMP"|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG[@moodCode="EVN'subject i [@typeCode="SBJ[1)/iprimaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode='SBJ][organizer/code[@code="4[[@codeSystem='2.16.840.1
.113883.3.988.2.1.1.207|(1Jforganizer[@ctassCode='"CATEGORY'[[@moodCode="EVNY/component]
@typeCode="COMP"|[substanceAdministration/idj[k/substanceAdministration[@classCode="SBADM
"[@moodCode="EVN'[foutboundRelationship2[@typeCode=PERT][observation/code[@code="16"[
@codeSystem='2,16.840.1.113883.3.989.2.1.1.197)[1fobservation[@classCode~'OBS'[|@mcodCod
e='EVNvalue[@xsi:type="PQ'[1)/@value -

& G.k.6b

BB SOEEMA (8D

S0AN

Physical Quantity.

(PQ)

unit=Coded Simple
Value (CS)

=

/MCCI_IN200100UVO i [@ITSVersion="XME _1.0'[@xsi:schemalocation='urn:hl7-org:v3
MCCI_IN206100UVe1.xsd'VPORR_IN048018UV[r}/controlActProcess[@classCode="CACT [@moo
dCode="EVN'/subject[@typeCode="SUBJ|[1]/investigationEvent{@classCode='INVSTG'[@moodCo
de="EVN')/component[@typeCode="COMPJ[adverseEventAssessment][1)/adverseEventAssessment
[@ctassCode="INVSTG [[@moodCode="EVNVsubject1[@typeCode="SBJ][1)/primaryRole[@classC
ode='INVSBJ)/subjectOf2[@typeCode="SBJJ[organizer/code[@code="4'[@codeSystern='2,16.840.1
.113883.3.989.2.1.1.20][1Forganizer[@classCode="CATEGORY[@moodCode="EVN'}/component]
@typeCode="COMP'|[substanceAdministration/id][k)/substanceAdministration[@classCode='"SBADM
N@meodCode="EVN'[foutboundRelationship2[@typeCdde="PERT'|[observation/code[@code="16"]
@codeSystem="2.16.840.1.113883.3.089,2.1.1.19])[1)/observation[@classCode="0BS][@moodCod
e='EVNvalue[@xsi:type='"PQ'][1}@unit

h G.k7.r

EXREAER (BBICHL
#YED)

IMCCI_IN200100UVO1 [@ITSVersion="XML_1.0'j[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_INZ0O0100UVO1 xsd'YPORR_ING49016UV[r)/controlActProcess[@classCode='CACT|[{@moo
dCode='EVN')isubject{@typeCode="SUBJ][1)/investigationEvent[@classCode="INVSTG[@moodCo
de="EVN'//componentf@typeCode="COMP'|[adverseEventAssessment][1)fadverseEventAssessment
[@classCode=<'INVSTG'|[@moodCode="EVN')subject1[@typeCode="SBJ[1[/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode="SBJJ[organizericode[@code="4"[@codeSystemn="2.16.840.1
.113883.3.989.2.1.1.207[1lforganizer@classCode='CATEGORY'|[@mood Code="EVN')/component]
@typeCode="COMP'|[substanceAdministration/id][kl/substanceAdministration[@classCode="SBADM
[@moodCade="EVNinboundRelationship[@typeCode="RSONT[observation/code(@code="19"][@c
odeSystem='2.16.840.1.113883.3.9689.2.1.1.19) )
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- RRRIS L UGS
hifEAES

250AN

Coded With
Equivalents (CE)

originalText=Encapsu
lated Data (ED)

(A% 3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UVv01.xsd)/PORR_ING4901 8UV[r//controlActProcess|@classCode="CACT][@moo
dCode="EVN)subject{@typeCode="SURJ[1}finvestigationEveni{@classCode="INVS TG i@moodCo
de~"EVNT/componeni{@typeCode~"COMP|[adverseEventAssessment][1}adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN/subject! [@typeCode="SB.J'][1 JfprimaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode="SBJ|[organizer/code[@code="4"][@codeSystem="2.16.840.1
-113883.3.989.2.1.1.207][1)/organtzér @classCode="CATEGORY'Jj[@moodCode="EVN'Jfcomponent]
@typeCode='"COMP'|{substanceAdministration/id][kl/substanceAdministration[@classCode="SBADM
Ti@moodCade="EVN']finboundRelationship[@typeCode="RSON‘|[chservation/code[@code="107[@c
odeSystem='2.16.840.1.113883.3.989.2.1.1.197][[/observation[@class Code="0BS'[@moodCode="
EVN'fperformer|@typeCode=~"PRF assignedEntity{@classCode='ASSIGNED Voode[@code="3[@c
odeSystemn='2.16,840,1,113883.3.989.2.1.1.21 T[1}valuel@xsi:type="CE[@codeSystem="2.16.840.
1.113883.6.163"[1Voriginal Text/text()

NullFlaver

MCCL_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn:hi7-org:va
MCCI_IN200100UV01.xsd"YPORR_IN049018UV[r//controlactProcess[@classCode="CACT][@moo
dCode="EVN/subject[@typeCode="SUBJ}[1}investigationEvent{@classCode="NVSTG[@moodCo
de="EVNT/componeni[@typeCode="COMP][adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN/subjecti[@typeCode="SBJ|[1}/primaryRole[@classC
cde="NVSBJ)/subjectOf2[@typeCode="SBJT[organizer/code[@code="4"][@codeSystem="2.16.840.1
-113883.3.989.2.1.1.20]][1)organizer[@classCode="CATEGORY'| [@moodCode="EVNVcompenent|
@typeCode="COMP'][substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
f@moodCode="EVN'lfinboundRelationship{@typeCode="RSON|[cbservation/code]@code="19)[@c
odeSystem='2.16.840.1.113883,3.980.2.1.1.197] [ffobservation[@classCode="0BS'|[@moodCode="
EVN[performer[@typeCode="PRF /assignedEniity[@classCode="ASSIGNED/code{@code="3T[@c
odeSystem='2.16,840,1.113883.3.969.2.1.1.27"|][1}value[@xsi:type="CE [[@codeSystem="2.16.840.
1.113883.6.163"[1)original Text/@nullFlavor

e GXk7.r1
e
‘& G.k.7.r.2a

fERABBO MedDRA si—
Caw

4AN

Coded With
Equivalents (CE}

codeSystemVersion=
Character String (ST)

/MCC_IN200500UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049018UV[r//controlActProcess[@classCode='CACT][@moo
dCode="EVNT/subject{@typeCode='SUBJ][1]/investigationEvent[@classCode=INVSTG'|[@moodCo
de=~'EVNT/component{@typeCode="COMP'|[adverseEventAssessment][1YadverseEventAssessment
[@classCode="INVSTG'|[@mocdCode="EVNT/subject1[@typeCode="SBJ[1}/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode="SBJlorganizer/codef@code="4"][@codeSystem="2.16.840.1
-113883.3.980.2.1.1.207)[ /organizer @classCode="CATEGOR Y l[@moocdCode="EVNcomponent]
@typeCode="COMP'|[substanceAdministration/id][k}/substanceAdministration[@classCode='SBADM
‘l@moodCode='EVN'/inboundRelationshipf@typeCode="RSON'jobservation/code[@code="19'][@c
odeSystem='2.16.840,1.113883,3,989.2.1.1.197][f}observation{@classCode="0B S| @moodCode='
EVNT[performer(@typeCode="PRF VassignedEntity[@classCode="ASSIGNED [/codef@code="3T@c
odeSystern='2.16.840.1.113883.3.989.2.1.1.217|[1]value[@xsi:type~'CE'[@codeSystarn="2.16.840,
1.113883.6.163'{1)/@cocdeSystemVersion
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e ' G.k7.r2b

Mm@l (MedDRA 2— )

8N

Coded With
Equivalents (CE)

code=Character
String (ST}

(B 3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0j[@xsi:schemalocation="um:hl7-org:v3
MCCI_IN209100UVO1 xsd /PORR_IN043018UV[r])/controlActProcess[@classCode='CACT][@moo

dGode="EVN/subject[@typeCode='SUB.'|[1}investigationEvent[@classCode="INVSTG'[@moodCo
de="EVNT/component|@typeCode='COMP|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG|[@moodCode="EVN]/subject1 [@typeCode="SBJ1[1}/primaryRole[@classC

ode='INVSBJYsubjectOf2[@typeCode="SEJ][organizer/codef@code="4][@codeSystern="2.16.840.1
.113583.3.989.2 1.1.20][1Jorganizer[@classCode="CATEGORY[@moodCode="EVN'V/component]
@lypeCode='COMP[substanceAdministration/id][k}/substanceAdministration[@classCode~'SBADM
T@moodGode="EVNTinboundRelationship[@typeCode="RSON[observation/codef@code="19][@c
odeSystem='2.16.840.1.113883.3,680.2.1.1.187][f)/observation[@classCode='"0BS[@moodCode="

EVNT[performer[@typeCode='PRF JassignedEntity{@classCode='ASSIGNED)/code[@code="3"@c
odeSystem="2,16.840.1.113883.3.989.2.1.1.21'I[1]/value[@xsi:type='"CE|[@codeSystem="2.16.840.
1.113883.6.163[1]/@code

e Gk3

ERBIZHLTRS AL
i

1N

Concept Descriptor
(€0} '

code=Character
String (8T)

/MCCI_IN200100UV01{@ITSVersion="XML_1.07[@xsi:schemal.ocation="urm:hi7-org:v3 .
MCCI_IN200100UV01.xsdYPORR_IN049016UV[r)/controlActProcess[@classCode="CACT][@moo
dCode="EVN'}/subjecti@typeCode="SUBJ[1}investigationEvent[@classCode='INVSTG][@moodCo
de="EVNT]/componeni{@typeCode="COMPT[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moadCode="EVN}/subject! [@typeCode="SBJ[1 VprimaryRole[@classC
ode='INVSEJJ/subjectOf2[@typeCode="SB.J|[organizer/code[@code="4l[@codeSystem="2.16.840.1
.113583.3.989.2.1.1.20][1 ferganizer@classCode="CATEGORY'][@moodCode="EVN'J/compenent]
@typeCode='COMP'|[substanceAdministration/id][K)/substanceAdministration{@classCode="SBADM
@meodCode="EVN')inboundRelationshipl@typeCode="CAUS[acticode[@codeSystem="2.16.840
.1.113883.3.989.2.1.1.157|[1}/act{@classCode='ACT [{@mocd Code="EVN'licodel@code System="2,

| 16.840.1.113883.3.989.2.1.1.15"/@code

EERIzdLTHRLAR
EBIEA¥ S ICH a— KR
koi—Sa

IMCCL_IN200100UVO1[@I TSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-org:v3
MCCI_iN200100UV01.xsd'YPORR_IN049016UV[rJicontralActProcess[@classCode='"CACT | [@moo
dGode="EVN/subject@typeCode="SUBJ [1}/investigationEvent[@classCode="INVSTG[@moodCo
de="EVN')/component[@typeCode="COMP|[adverseEventAssessment][1)/adverseEventAssessment
{@classCode=NVSTG][@moodCode="EVN/subject1[@typeCode="SBJ][1 VprimaryRole[@classC
ode="INVSBJ¥subjectOf2{@typeCode="SB. Torganizer/code[@code="4][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.201)[1)forganizer{@classCode="CATEGORY"[@moodCode="EVN'/component]
@typeCode="COMP"[substanceAdministration/id][K]/substanceAdministration[@classCode="SBADM
k@mocdCode="EVN')inboundRelationship]@typeCode="CAUS |[act/codef@codeSystem="2.16.840
1.113883.3.989.2.1.1.157|[1)//ac{@classCede="ACT|[@moodCode="EVN'/code[@cedeSystem="2.
16.840.1.113883.3.989.2.1. 1. 15'V@codeSystemVersion

h G.k.9.

EXREEER - HEER
DT Yy PR (BEIEL
#YET)

e G.k.8.i.1

WESROUER  AEE
®

N/A

h | Gkaizr

EXLLEER /- AEER
OEPBE (BEIZELEY
ET)

TRYEL

0

IMCCI_IN200100UVTH [@ITSVersion="XML_1.0' l[@xsi:schemal ocation="urn:hl7-org:v3
MCCI_IN200100UVe1 . xsd')/PORR_ING48018UV[rifcontrolActProcess[@classCode='"CACT][@moo

. dCode="EVN/subject{@typeCode="SUBJ[t}investigationEventi@classCode=NVSTG][@mocodCo

de="EVNT/component{@typeCode="COMP’][adverseEventAssessment]{1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVNJcomponent[@typeCode="COMP][causalityAssessme
nfcode[@code="39"|[@codeSystem="2.16.840.1.113883.3.989.2.1.1.19]][subject! [@typeCode="SU

| BJ)fadverseEifectReferencel@classCode="0BS[@moodCode=EVNTid[@root="UUID  of ith

reaction']][subjeth[@typeCode='SUBJ']IproductUseReference[@classCode=‘SBADM‘][@moodCod
e="EVNid[@root="UUID of k-th drug'j]
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e Gkaeaizr1

R TR -

60AN

Coded With
Equivalents (CE)

originalText=Encapsu
lated Data (ED)

(BU#E3)

MCCI_IN200100UVD [@ITSVersion="XML_1.0" Ji@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd WPORR_IND49018UV[/controlActProcess[@classCode='CACT][@moo
dCode-'EVN']fsthect[@typeCode-‘SUBJ'][1]f|nvest|gal10nEvent[@classCode =TNVETG][@moodCo
de="EVNT/icomponent[@typeCode="COMP'][adverseEventassessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN')//component[@typeCode="COMP[causalityAssessme
nt/codef@code="39"@codeSystem="2.16.840.1.113883.3.989.2.1.1.19')[r)/causalityAssessment[@
classCode='0BS[@mocdCode="EVN][subject [@typeCode="SUBJ )adverseEffectReferance(@cla
ssCode="0BS'[@moodCode="EVNI/idj@root="UUID of i-th
reactionli{subject2{@typeCode="SUBJ/productUseReference[@classCode='SBADM@moodCod
e='"EVNYfidi@root="UUID of k-th
drug'l[fauthor{@typeCode="AUT)[1}/assignedEnlity[@classCode="ASSIGNED Vcode/originaiTexttex
t} :

e Gkgiz2r2

Al

G0AN

Coded With

-Equivalents (CE)

originalText=Encapsu
lated Data (ED)

/MCCI_IN200t00UVO1[@ITSVersion="XML_1.0" J[@xsi:schemaLocation='urn:hl7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN0490168UV[r/controlActProcess[@classCode="CACTI[@moo
dGode="EVN)/subject[@typeCode="SUBJ'|[1)finvestigation Event{@classCode=INVSTG][@moodCo
de="EVN'l/component[@typeCode='COMP'|[adverseEventAssessmen][1)/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN]/component]@typeCode="COMP|[causalityAssessme
nt'code(@code="39[@codeSystem="2.16.840.1,113883.3.989.2.1.1.19'}[)causalityAssessment{@
classCode="0BS[@moodCode="EVN'I[subjectl [@typeCode="SUBJ adverseEffectReference[@cla
ssCode="0BSN@moodCode="EVN']/id[@root="UUID of i-th
reaction’]|[subject2[@typeCode='SUBJ/productUseReference[@classCode='SBADM|[@moodCod
e="EVNTid[@root="UUID of k-th drug’]imethodCode[1]foriginalText/text()

e G.ko.i2r3

FERER

60AN

Character Stnng
(5T

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0" l[@xsi:schemal.ocation='urn:hi7-org:v3
MCCIL_IN200100UV01.xsd'/PORR_INO45016UV[rl/controlActProcess[@classCode="CACT'|[@moo

dCode="EVN)/subject[@typeCode="SUBJT[1]/investigationEvent{@classCode=TNVSTGT[@MmoodCo
de='EVN'//component{@typeCode="COMP'|[adverseEveniAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode='EVNYcomponent{@typeCode="COMP'|[causalityAssessme

ntfcode[@code="39"][@codeSystem='2,16.840.1.113883.3.989.2.1.1.197['YcausalityAssessment[@

classCode="OBS][@moodCode="EVN'][subject1[@typeCode="SUBJ)/adverseEffectReference[@cla
ssCode="0B5'[@moodCode="EVNid[@root='UUID of i-th
reaction]][subject2[@typeCode="SUBJ}preductUseReference[@classCode="SBADM][@moodCod

e='EVNYid[@root="UUID of k-th drug}/value[@xsi:type="ST'/text{()

e G.koi3d.1a

EXZORSHE»SEHE
A EERRRABETOR
MR (30

5N

Physical Quantity
(PQ}

value=Real Number
{REAL)

IMCCI_IN200100UVD[@ITSVersion="XML_1.0[@xsi:schemal.ocation="urn:hi7-org:va
MCCI_IN200100UV01.xsd YPORR_IN0D49018UV[1]/controlActProcess[@classCode='"CACTI[@moo
dCode="EVN')/subjeci[@typeCode="SUBJ'|[1}/investigationEvent[@classCode='INVSTG[@mocdCo
e='EVNY/componenti@typeCode="COMP[adverseEventAssessment][1)adverseEventAssessment
[@classCode='INVSTG'|@moodCode='"EVN'//subject1[@typeCode="SBJ')[1}//primaryRole[@classC
ode="INVSBJVsubjectOf2[@typeCode="SB.J Tforganizer{@classCode="CATEGORY"[@mocdCode="
EVN[code[@code="4][@codeSystem="2,16.840.1.113883.3.989.2.1.1.207|[1)/componeni{@typeCo

- de="COMP"|{substanceAdministrationAd][k}/substanceAdministration[@classCode="SBADM|[@moo

dCode="EVNT/outboundRelationshipi [@typeCode="SAS[actReference[@classCode="0BS'[@moo0
dCode="EVN)fid[@root="UUID of i-th reactionT)/pauseQuantity/@value ,
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e G.k.8.i3.1b

ERSOESHEMSEE

R HEERREETOH
MR (B

50AN

Physical Quantity
(PQ)

unit=Coded Simple I
Value (CS)

(RIE3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemal.ccation='urn:hl7-org:v3
MCCI_IN200100UV01.xsd'[/PORR_IN049016UV[rjficontrolActProcess[@classCode="CACT][@moo
dGode="EVNVsubjecti@typeCode='SUBJ'|[1]/investigationEvent[@classCode="INVSTGj@moodCo
de='EVN'Jcomponent{@typeCode='"COMP'|(adverseEventAssessment][1/adverseEventAssessmant
[@classCode="INVSTG'|[@moodCode=EVN}/subject1 [@typeCode="SBJ|[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode='SB.J Jorganizer[@classCode='CATEGORY'|[@moodCode='
EVN'|[code[@code="4'[@codeSystem="2.16.840.1.113883,3,988.2.1.1.207][1)/companent[@typeCo
de="COMP"|[substanceAdministration/idj[k]/substanceAdministration[@classCode="SBADM][@moo
dCode="EVN'/outboundRelationship1[@typeCode="SAS[actReference[@classCode="0OBS'|[@mop
dCode="EVN'|fid[@root="UUID of i-th reactionTl/pauseQuantity/@unit i

e G.k.8i.3.2a

EXGOBRRIEE M5 I
A AEERRRETOH
R (50

5N

Physical Quantity
(PQ)

value=Real Number i
(REAL)

MCCI_IN200100UVO1[@ITSVersion="XML_.1.0'l[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 . xsd')/PORR_IN049016UV{/controlActProcess[@classCode='CACT[@moo
dCode="EVN'/subject[@typeCode="SUBJ|[1}/investigation Event[@classCode=INVETG[@moodCo
de="EVN'Jcomponen{@typeCode="COMP"|[adverseEventAssessment][1//adverseEventAssessment
[@classCode="INVSTGj@moodCode="EVN)/subject1 [@typeCode="SBJ|[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="'SB.JYorganizer[@classCode="CATEGO RYT[@moodCode="
EVN[code]@code="4[@codeSystem="2.16.840,1.113883.3.989.2.1.1.20]][1/componentf@typeCo
de="COMP"][substanceAdministration/id][k)/substanceAdministration[@classCode="SEADM][@moo
dCode="EVN'/outboundRelationship1[@typeCode='SAE|[actReference[@classCode="0BS [@moo
dCode="EVNTid[@root='"UUID of i-th reaction']//pauseQuantity/@value

e G.k.2.i.3.2h"

EELOEERS D FIF

R/ BERRRBPETOR
MM (ED

S0AN

Physical Quantity
PQ)

unit=Coded Simple I

Value (CS)

IMCC!_IN200100UVD1[@ITSVersion="XML_1.07[@xsi:schemal.ocation="urmn:hl7-org:v3
MCCI_IN200100UV01 xsd' YPORR_IN049016UViri/controlActProcess[@classCode='CACT][@moo
dCode='EVNYsubjecti@typeCode='SUBJ][1}/investigationEvent[@classCode="INVSTG' i @moodCo
de='"EVN'//component[@typeCode="COMP'|{adverseEventAssessment]{1/adverseEventAssessment
[@classCode="INVSTG'[@mooudCode=EVN')/subject1 [@typeCode="SBJY[1)/primaryRolef@classC
ode="INVSBJ)/subjectOfR2[@typeCode="SB.J Jorganizer[@classCade="CATEGORY'|[@mood Code='
EVN'|[code[@code='4"][@codeSystem="2.16.840.1.113883.3.989.2.1,1,207|[1)/component[@typeCo
de="COMP1[substanceAdministrationfid]{k]/substanceAdministration[@classCode="SBADM][@moo
dCode="EVN/outboundRelationship1[@typeCode="SAE[actReference[@classCode="OBS'[[@moco
dCode="EVNT/id[@root="UUID of i-th reaction}}/pauseQuantity/@unit

e G.k9.i4

AR TEMHEREERLE
in

1N

Coded With
Equivatents (CE)

code=Character i
String (ST)

/MCCI_IN200100UVD1[@ITSVarsion='XML_1.0'][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UVE1 xsd')PORR_IN048016UV[r)/controlActProcess[@classCode="CACT j[@mao
dCode="EVNY)/subject[@typeCode="SUBJ[1}investigationEvent{@classCode="INVSTG[@mocdCo
de="EVN/component{@typeCode='COMP'|[adverseEventAssessment][1 VadverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN)/subject! [@typeCode="SBJ][1}primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode="SBJ Jorganizer@classCade='CATEGORY'|[@mood Code='
EVN'[code[@code="4[@codeSystem="2.16.840.1.113883,3,989.2.1.1.20li[1}/component@typeCo
de="COMP'|[substanceAdministration/id[k}/substanceAdministration]@classCode="SBADM)[@moo
dCode="EVN'}outboundRelationship2l@typeCode="PERT'|[observation/code[@code="31'][@codeSy
stem='2.16.840.1.113883.3.989.2.1.1.19'/observation[@classCode="0OBS' [ @moodCode="EVNT]lout
boundRetationship1[@typeCode='REFR'/factReference[@classCode='0BS{@moodCode="EVN/id
[@root='"UUID of i-th
reaction)ivaluel@xsitype='"CE'[@codeSystem="2.16.840,1,113883.3.989.2.1.1.167[1//@code
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BRECIERITIERLE
H2I2BT 5 ICH 23— KV
ARbrDHR—Ua

(BI#s 3)

MMCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemalocaticn="urn:hi7-org:v3
MCCI_IN200100UV01.xsdVPORR_IND49016UV[/controlActProcess[@classCode="CACT|[@moo
dCode="EVNT/subject{@typeCode="SUBJ[1)finvestigationEvent@classCode=NVSTG[(@moodCo
de="EVN'}icomponent]@typeCode="COMP[adverseEventAssessmen([1}/adverseEventAssessment
[@classCode=' 'INVSTGj[@rnoodCode-‘EVN']lsubjeci‘![@typeCode-'SBJ'][1]fpnmaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ Vorganizer[@classCode="CATEGORY]||@moodCode='
EVN'|[code[@code="4T[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.207)[1)/component@typeCo
de="COMP"[substanceAdministration/id][k}/substanceAdministrationj@classCode="SBADM[@moo
dCode="EVN/outboundRelationship2[@typeCode="PERT][cbservation/code[@code="3 1'][@codeSy
stem="2.16.840.1.113883.3.989.2.1.1.197)/cbservation[@classCode="0BS[@moodCode="EVNT[ou
1boundRelanonsh|p1[@typeCode ='REFR)/actReference[@classCode="'OBS'|[@moodCode="EVNT/i
d[@root="ULND of ith
reactionJvalue[@xsitype='CE'[@codeSystem="2.16.840.1.113883.3.989.2.1.1. 16'][1]I@codeSyste
mverison

e G.k.10r

EERIETITOHROMR
#® (o—FE) (BEIZBL
HYET)

2N

Coded With
Equivalents (CE)

code=Character
String (ST)

MCCI_IN200100UV01[@ITSVersion="XML_1.0T{@xsi:schemalocation='"um:hl7-org:v3
MCCI1_IN200100UV01.xsd /PORR_INO48016UV[r}/controlActProcess[@classCode="CACTH@moo
dCode="EVNY/subject[@typeCode="SUBJ'|[1)/investigationEvent{@ciassCode=INVSTG[@moodCo
de="EVN'|/component[@typeCode="COMP"|[adverseEventAssessment][1)adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN'|/subject1[@typeCode="SBJ'|[1)/primaryRole[@classC
ade="|NVSBJ)/subjectOf2[@typeCode="SBJ|[organizer/code[@code="4'][@codeSystem="2.16,840.1
.113883,3,989.2.1.1.207|[1)organizer[@classCode="CATEGORY'|[@mocdCode="EVN)/component|
@typeCode='COMP'}[substanceAdm|n|strat:on.'|d][k]fsuhslanceAdmlnlstratmn[@classCode='SBADM
Ti@meodCode="EVNJfeutboundRetationship2[@typeCode="REFR[observation/code[@code="9[@
codeSystem='2.16.840.1.113883.3.989.2.1.1. 197]ir)/observationj@classCode="0BS][(@moodCode=
'EVN')ivalue[@xsitype=~'CE][@codeSystem='2.16.840.1.113883.3.980.2.1.1.17][1}/@code

EXS BTt otholk
# (o—Fit) (BECEL
BUETETSICHa—
FUR FDI—Sa

MCCI_INZ203100UVO[@ITSVersion="XML_1.0'l[@xsi:schemal.ocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd VPORR_IN04901 6UV[r/ficontrolActProcess{@classCode="CACT | [@mao
dCode='"EVN]/subject[@typeCode="SUBJ|[1)/investigationEvent{@classCode=NVSTG[@mocdCo -
de="EVNT/component|@typeCode='"COMP"[adverseEventAssessmentj[ 1)/adverseEventAssessment
[@classCode="INVSTG@moodCode="EVN/subject! [@typeCode="SBJ'|[ 1}/primaryRole[@classC
ode="INVSBJJ/subjectOf2[@typeCode="SB.J[organizer/code[@code="4][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.207][1forganizer[@classCode="CATEGORY J[@moodCode="EVNlicomponent|
@typeCode="COMP"}[substanceAdministration/id]{k}/substanceAdministration[@classCode="SBADM
‘Ji@moodCode="EVN/outhoundRelationship2|@typeCode='"REFR)[observation/code[@code="9[@
codeSystem="2.16.840.1.113883.3.989.2,1.1.19][[[/observation[@classCode="0BS'[@moodCode=
'EVNTvalus[@xsi:type="CE|[@codeSystem="2.16.840.1.113883.3.989.2.1.1. 17'][1]I@c0deSystemV
ersion

* IMCCI_IN200100UVO1 [@ITSVersion=XML_1.0[@xsi:schemaLocation="urn:hi7-org:v3

MCCI_iN200100UVQ1.xsd'/PORR_IN049016UV[r//controlActProcess[@classCode="CACT|{@moo
dCode= ="EVNT/subject|@typeCode="SUBJ][1]finvestigationEvent[@classCode='INVSTG][@moodCo

‘de="EVN'J/component{@typeCode="COMP'|fadverseEventAssessment][1)/adverseEventAssessment

[@classCode=INVS TG [@moodCode="EVN'Ysubject [@typeCode="SBJ'[1//primaryRolef@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'|[@moodCode="EVN'J/component[
@typeCode="COMP"|[substanceAdministration/id]ik¥/substanceAdministration[@classCode="SBADM
Ti@moosdCode='EVN')/outboundRelationship2[@typeCode="REFR|[cbservation/code{@code="9][@
codeSystem="2.16.840.1.113883. 3.989.2.1.1. 197
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[} G.k11

EXERICHETIEOMOE
# (AHER

2000AN

Character String
(5T}

(BIFR3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3 -
MCCI_iN200100UV01.xsd")/PORR_IN049018UV[1)/controlActProcess[@classCode="CACT'][@moo
dCode="EVN'J/subject{@typeCode="SUBJT[1linvestigationEvent[@classCode='INVSTG{@mooedCo
de='EVNJ/component@typeCode="COMP"[adverseEventAssessment]{1)/adverseEventAssessment
[@classCode= INVS TG [@meadCade="EVNY/subject1[@typeCode="SBJ'|[1}/primaryRole[@classC
ode="INVSBJ)/subjectOf2{@typeCode="SBJ|[organizer/code[@code='4"[@codeSystem='2.16,840.1
.113883.3.988.2.1.1.20"][1 Yforganizer[@classCode="CATEGORY'J[@moodCode="EVNJcompaonenf[
@typeCode="GOMP'j[substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
N[@moodCade="EVN')outboundRelationship2[@typeCode="REFR][observation/code[@code="27[@
codeSystem='2.16,840,1.113883.3.980.2.1.1.197][1)/observationj@classCode='OBS|[@moodCode
='EVNvalue[@xsitype='ST][1]/text()

EFABRERVETOHOEE
DE#

ERFRER. ARALE. TRR
CEOHhOMERRESE
ERD IR

100000AN

Encapsulated Data
(ED)

/MCCI_IN200100UVO1[@ITSVersion='XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 . xsd VPORR_IN049016UV[)/controlActProcess[@classCode="CACT|[@moo
dCode="EVN'/subject{@typeCode="SUBJ]1}i nvestlgatlonEvenf[@classCode-‘INVSTG l@moodCo
de="EVN]/text/text()

BEEORR

20000AN

Encapsulated Data
ED)

MCCI_IN200100UVO 1 [@ITSVersion="XML_1.07[@xsi: schemal.ocation="urn:hi7-org:va

MCCL “IN200100UVE1. xsd'WPORR_IN043016UV[r)/controlActProcess[@classGode='"CACT ][@moo
dCode="EVN)/subject[@typeCode="SUBJT1)investigationEventi@classCode=INVS TG [@moodCo
de="EVN'Jcomponenl[@typeCode="COMP"fadverseEventAssessment][1/adverseEventAssessment
[@classCode='INVSTG'][@mocdCode="EVN}/componenti [@typeCode="COMPJfobservationEvent]
code{@code="10'|[@codeSystem="2.16.840.1.113883.3.989.2.1.1.19][author[@typeCode=AUT Vas
signedEntity(@classCode='ASSIGNED )/code[@code="3[@codeSystem='2,16,840.1.113883.3.980.
2.1.1.21]i[1)/observationEvent[@classCode="0BSJj@moodCode="EVNT/value[@xsi.type="ED Vtext
0

REEIZ L DBWE BEIS
& LAY T

MMCCI_IN200100UVO [@ITSVersion="XML_1.0I@xsi:schemal ocation="urn:hl7-org:v3
MGCI_IN200100UV01 xsd')/PORR_IN04920168UV[r)/controlActProcess[@classCode="CACT Ji@moo

"dCode"'EVN‘]Isubject[@typeCode-'SUBJ i1YinvestigationEvent{@classCode='INVSTG[@moodCa

e="EVNT/component{@typeCode='"COMP[adverseEventAssessment][1//adverseEventAssessment
[@classCode INVSTG'J[@moodCode="EVN'[/component1 [@typeCode="COMP'][observationEvent]
codef@code="15][@codeSystern="2.16.840.1.113683,3,889.2.1.1. 19'}author[@typeCode="AUT /a5
signed Enuty[@classCode='ASSIGNED‘]fcode[@code='1‘][@codeSystem-‘z 16.840.1.113883.3.989.
2.1.1.217]

e H.3.r1a

FEEELIBEHEER
BRU/XZEERHE
BEROBTEO MedDRA

n—Yaw

4AN

Coded With
Equivalents (CE)

codeSystemversion=
Character String (ST)

IMCCI IN2001DUUV01[@lTSVEfSIO[F'XML 1.07[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd')/PORR_IN049018UV[1)/controlActProcess[@classCode='CACT)[@moo |
dCode="EVN/subject(@typeCode="SUBJT[1}investigationEvent[@classCode="INVSTG J@moodCo
de="EVN'Jicomponent[@typeCode='COMP"fadverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN'/component1 [@typeCade="COMP[observationEvent]

| code[@code="i5'[@codeSystem="2.15.840.1.113883,3.989.2.1.1,19'|[author[@typeCode="AUT)as

signedEntity[@classCode='ASSIGNED Jicode[@code="1"[@codeSystern='2,16.840.1.113883.3.989.
2:1.1.21]][r)ffobservationEvent{@classCode="0BS'|[@moodCode='"EVN' ]Ivalue[@x5| type='"CE'[@c
odeSysten='2.16.840,1.113883.6. 163’]!@codeSystemVerS|on
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e . H.3.r.1b

EREIS L ZBNE A ER
BEU/XZEHER/HE
BROBESH (MedDRA O—
K}

8N

Coded With
Equivatents (CE)

code=Character
String (ST)

(AFE 3)

MCCI_IN200100UVO[@ITSVersion="XML_1.07[@xsi:schemalocation="urmn:hi7-org.v3
MCCI_IN200100UVD1.xsd' PORR_IN049016UV[r)/controlActProcess[@classCode="CACT][@moo
dCode="EVN')/subject[@typeCode="SUBJ[1)/investigationEvent[@classCode="INVSTG][@moodCo
de='EVNT/component{@typeCode='COMP'[adverseEventAssessmenf][1]/adverseEventAssessment
[@classCode='INVSTG'[[@moodCode="EVN’/component1[@typeCode="COMP[observationEvent]
code[@code="15[@codeSystem="2.16.840.1.113883,3.989.2.1.1. 197][authori@typeCode="AUT/as
signedEntityf@classCode="ASSIGNED'//code[@code="1"|[@codeSystem='2.16.840.4.113883,3.989.
2.1.1.21'lj][r{/observationEventj@classCode='0BS'[@moodCode="EVN'|value[@xsitype='CE][@c
odeSystem="2.16.840.1.113883,6.163'/@code

EEEOBR

20000AN

Encapsulated Data
(ED)

{MCCI_IN200100UVQ1[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UVD1.xsd /PORR_INC48016UVIrl/controlActProcess[@classCode="CACT][@moo
dCode="EVN')subjecti@typeCode="SUBJ[1)finvestigationEvent[@classCode="INVSTGT[@mocdCo
de='"EViN')component{@typeCode="COMP"|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG[@moodCode="EVN}component1[@typeCode="COMPT[observationEvent|
code[@code="10]f@codeSystem='2.16.840.1.113883.3.989.2.1.1.19][author[@typeCode="AUT)fas
signedEntity[@classCode="ASSIGNED'/code[@code="1"|[@codeSystem="2,16,840,1,113883,3.989.
2.1.1.217]][1)/observationEvent{@classCode="0BS[@moodCode="EVNTivalue[@xsitype="ED')text
0

h H.5.r

BEBRCTREE S h=ERR
ERUBEEOEBR BEIC
HL@YED)

HYEL
s =K

{MCCI_IN200100UVO[@ITSVersion="XML_1. D][@XSI schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsdVPORR_| IN049016UV[r].'controlActProcess[@classCode:‘CACT’][@moo
dCode="EVN" fsubject{@typeCode="SUB.'|[1}linvestigationEvent{@classCode="INVSTG][@moodCo
de="EVNT/compenent{@typeCode='"COMP)[observationEventcode[@code="36][@codeSystem="2.
16.840.1.113883.3.989.2.1.1. 19]][author[@typeCode='AUT‘]Iass|gnedEnhty[@classCode '‘ASSIGN
EDYcode[@code="2"[@codeSystem="2.16.840.1.113863.,3,080.2.1.1.21]

e H.5.r1a

EVHMERUREZOER
(i Y Gt £

100000AN

Encapsulated Data

ED)

MCCI_IN200100UVD1[@IT SVersion="XML_1.0'[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd')/PORR_IN049018UV[r)icontrolActProcess[@classCode="CACT[@moo
dCode="EVNT/subject{@typeCode="SUBJY[1)/investigationEvent{@classCode=INVSTG][@moodCo
de='EVNYcomponent{@typeCode="COMP"][observationEvent[code[@code="36][@codeSystam="2.
16.840.1.113883.3.989.2.1.1.19|[authorf@typeCode="AUT VassignedEntity[@classCode="ASSIGN
EDYecode{@code="2'[@codeSystem="2.16.840.1.113883,3.989.2.1.1.21]J[[fobservationEvent[@ch
assCode="0BS[@moodCode="EVN/value[@xsi:type="ED'//text()

e H.5r.1b

ERABRELUREEDOER
ORWER

3A

Encapsulated Data
(ED)

language=Coded
Simple Value (CS)

IMCCI_IN200100UVO @I TSVersion="XMI._1.0Y)[@xsi:schemal ocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'J/PORR_IND49018UV[JcontrolActProcess[@classCode="CACT|[@moo
dCode="EVNT/subject{@lypeCode="SUB.|[1}investigationEvent[@classCode=INVSTG)[@moodCo
de="EVN'/componeni{@typeCode='COMP'j[observationEvent[code[@code="36"[@codeSystem="2.
16.840.1.113883.3.889.2.1.1.19|[[author[@typeCode="AUT /assignedEnlity[@classCode="ASSIGN
ED')code[@code="2][@codeSystem="2.16.840.1.113863.3.989,2.1.1.21T]][rJ/observationEventi@cl
assCode="0UBS{(@moodCode="EVN)/value[@xsi:type='"ED')/@language

ICH ICSR #iffROfE$R
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. !
L —n

| e L TS

IC6R +* v
w—UIckT
B74=0F
Eiias]

 HL? F—aE

(FBEESR

(BI#R3)

ICH ICSR /% FHERZ
h ACK.M/A BE
. Instance extension=Character IMCCI_IN200101UVO1 [@ITSVersion="XML_1.0[@xsi:schemalLocation="urn:hi7-org:v3
€ ACK.M.1 RRRE v TFES 100AN Identifier (1) String (ST) MCCI_IN200101UV01 xsd Jid[@root="2.16.840.1.113883.3.989.2.1.3.20') @extension
: & ¢« I S _ INMCCI_IN200101 UVD1[@I'TSVersion..='XML 1.0'1[@xsi:schemalocation="urn:hi7-org:v3
= = | -
e ACKM.2 ggﬁ; Ry FRERE | 14 BOAN :'d’:‘;:%‘: o ;’t‘:;"sfs’%c“am‘e' MCCI_IN200101UV01.xsdJsender@typeCode="SNDidevice[@classCode='DEV][@determiner
' 9 Code="INSTANCE'/id[@root='2.16.840.1.113883.3.989.2.1.3.17"[1}/@extension
R A MGCI_IN200101UVO1[@ITSVersion="XML._1.0'[@xsi:schemalocation="urn:hi7-org.v3
e ACKM.3 ggﬁ; RYTRE | N1a GOAN lﬂiﬁﬂai"; ) g’t‘:;“s'(g’}.)c"arac‘e‘ MCCI_IN200101UV01.xsd Jreceiver[@typeCode=RCV]/devicaf@classCode='DEV][@determiner
9 Code="INSTANCEY/id[@root="2.16.840.1.113883.3.989.2.1.3.18'[[1)/@extension
e ACKM.4 Ry FEEORES B8 | Pont in Time {MCCI_INZ03101 VD1 [@IT SVersion="XML_1.0"][@xsi:schemaLocafion="urn:h|7-org:v3
o B fifl (TS) MCCI_IN200101UV01 xsd'fereationTime/@value
: . N : IMCCI_IN200101U\Id1[@lTSVersion='XML_1.D'][@xsi:schemaLocation='um:th—org:va
e ACKA1 | ICSR/SvF&S N2 100AN Instarice " g’l‘r‘i‘f‘"*’g};m‘a’a‘“er MCC1IN200101UV1 xsdJacknowledgementi@typeCodel/targetBatchidi@root="2.16.840.1.113
9 883.3.989.2.1.3.22/@exiension
. MCCI_IN200101UVD1 [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org.v3
e ACKAZ BRESEE A v 100AN Instance extension=Character MCCI_IN200101Uv01.xsd'VattentionLine[keyWordTexi[@code="2"[[@codeSystem="2.16.840.1.11
s E—UEE ‘ Identifier (1) String (ST) 3883.3.989.2.1.1.24]][1)value[@xsitype="1"][@root='2.16.840.1.113883.3.989.2.1.3.21" @extens
. ion
Bt B | Point in Time /MCC1_IN200101UVD 1 [@ITSVersion="XML_1.0f@xsi:schemaleocation="urn:hi7-org:v3
e ACK.A3 ICSR /i F{Ei%H N.1.56 B4 (TS) MCGI_IN200101UV01.xsd)/attentionLine[keyWord Text[@code="3'|{@codeSystem="2.16.840.1.11
3883.3.989.2.1.1.24[1)value[@xsi:type='TS@value
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(Bl#EE 3)

—— e Coded Simple IMCCLIN200101UVD1[@ITSVersion="XML_1.0')[@xsi:schemaLocation="urn:hi7-org:v3
R o I —
& ACKA4 BRAMRBE—F 2A Value {CS) i MCCI_IN200101UV01.xsd)facknowledgement/@typeCode
e ACKAS NyFRYF—3 250AN Encapsulated " MCCI_INZ2001010VO[@ITSVersion="XML_1.0T[@xsi:schemalocation="urn:hl7-org:v3
s wIS— Data (ED) MCCI_IN200101UV01 xsd'lfacknowledgement{@typeCode)acknowledgementDetail[1 [text/text()
h ACKEB.r ICH ICSR A wt—2 #YyE MCCI_IN200101 UVD1[@ITSVersién=‘XM_L_1.D‘][@xsi:schemaLocation='um:hl?-org:vs
o WEREE J—=F MCCI_IN200101UVO1.xsd MCCI_INODOOO2UVO1
A IMCCE_IN200101UVD1[@ITSVersion="XML_1.07[@xsi:schemal.ocation="urn:hi7-org:v3
e ACKBri | ICSRAvt—oms | N2E1 + |gooan | etance 0 g’t‘fi‘fl"s;g'{)‘:“a""c‘er i MCCI_IN200101UV01 xsd/MCCI_IND00A0ZUVO1 [1//acknowledgsmentj@typeCode][1)targetMes
: N g sage/id[@root="2.16.840.1.113883.3,989.2.1.3.1'/@extension
; _ MCCI_IN200101UVO1[@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hl7-org:v3
e ACKBr2 | MS#&ES 100AN pnstance extension=Character | o MCCI_IN200101UV01.xsd YMGCI_INDODOO2UVO1[rl/idi@root='2.16.540.1.113883.3.989.2.1.3.19"
entifier {1} String (ST) i H B
. l@extension
. MMGCLIN200101 UV i@lTSVersion=‘XML_1 {O)[@xsi:schemalocation="um:hi7-org:va
ACKB.r.3 ICSR A wt—T R N.2.r2 S0AN Instance . extension=Character ™ MCCI_IN200101UV01.xsd YMCCILINOO0DR2UVD1[r)/receiver[@typeCode='"RCV)/device[@class
e e HEREE o Identifier (I} String (ST) Code='DEV][@determinerCode='INSTANCEid[@root="2.16.840.1.113883.3.989.2.1.3.16'/@ext
ension :
MCCI_IN2001010V01[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn;hi7-org:v3
ACK.B.rd ICSR A wte—HE N.2.r3 G60AN Instance exiension=Character & MCCIL_IN200101UV01 xsd YMCCI_IN000002UVO1[rVsender@typeCode="SND'Jdevice[@classC
e et SEREE itk Identifier (It) String (ST ode="DEV|[@determinerCode="INS TANCE)id[@roct='2.16.840.1.113883.3.989.2.1.3.15)/@exte
nsion
o dr 2% y C e ! MMCCI_IN200 101 UVO1[@ITSVersion="XML_1.0'][@xsi:schemaLocation="urn:h|7-org;v3
e ACKBr5s | CSR *vi—UfE gf;“ ~ [ BESE 593'”‘ in Time I MCCI_IN200101UV01.xsd'YMCCI_INOTO002UVD1 [f/attentionL inelkeyWordText{@cade="1T@co
e A M ) deSystem="2.16.840.1,113683.3.989.2.1.1.24|[1 Jvalue[@xsitype=T S} @value
ACK B.r6 ICSR A witz—-UDHE 27 Coded Simple i IMCCI_IN200101UV01[@ITSVersion=‘XML__1.0']i@xsi:schemaLocation='um:hl?-org:vs
€ ) BT BEEa—F Value (CS) MCCI_IN200101UVD1.xsd YMCCI_INOO0002UVO1[rlfacknowledgement]1)/@typeCode
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(B 3)

IS5 WE Ay E ated MMCCI_IN200101UVIH [@ITSVersion="XML_1.0[@xsi:schemal.ocation="urn:hl7-org:v3
e ACKBIT | v oS e 250AN Pats (ED) E MCGI_IN200101UV01.xsd/MCCI_INGO0002UVO1 [Jacknowledgement@typeCode}[1}/acknowle
VRIEER a - dgementDetail[1 Jextitext) , ,
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(BI#E3)

2. #¥Eo XML ZRRICET 5 XML WA

ICSR A v E—IZBWT, K45 ® E2R (R3) F—FHE TIL XML @ 1 DTk H
EPAXF— Il LV ERESNLTWAR, —HDF —FHE CIIEROBRFERTIH
TV 5%, ISO/HL7 ICSR EF /B W T E2R (R3) F— A HE OEXIIBAE YL+
P— T 570 EEDO XML a— FIEOFESEEL, 2022 /s LTW 3,
AF I BWWTIRFEER T — A REVESEZER LRdhiER by, flziE, #5
BEH ORRMBOEA (Gk4r3) 121k, leyclical (A#AH) | . lasnecessary (4
BERF) | RO Ttotal (B8 | 123 LT UCUM ET8E UCUM =2 — FOEMRH B, Gkar3
DAER Ttotal (51 | XX OMOBEOEE, #E5E () (Gkirla) BUEREE

(BEAZ) (Gk4rlb) O XML IEEARZ, F—FZEHBOHEZSHLEICETEL3 150
FlE LT, $HREA (Eid) . 8TH (Eis5) RUEEHSE (Bi6) BdHd, 3 05—
FHBDTRTHRRENTWAEESIIHEE L EEBRoLMER SR TV HIE
B BROIHL7T T4 AR UVBENRAF—<I LV ERSNLE, AEIZIZZHALOH
XD XML WA &R, |

2.1 BAtARA. #T B RUEHEHR

EET A FIAEOEBL— L ORI T, 350F - XEED 5 L2 ATTS
HH L,

21.1. Eid4 [BHEB) ROELS RTH] KAATERE, Ei6 & AR LR

<observation classCode="OBS" moodCode="EVN">
<id root="154cb889-958b-452-a02f-42d4d6f46571"/>
<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"/> '
<l-- E.i.5: Date of End of Reaction / Event -->
</effectiveTime>

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

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

<originalText language="E.i.1.1b">E.i.1.1a</original Text>

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

212, Eid [RFEB] (UIEiS THTH) ) RUEi6 NEEHM wAhT

<pbservation classCode="0OBS" moodCode="EVN">
<id root=“154eb889-958b-45Q-a{)Zf-42d4d6f4657f“/>
<code code="29" codeSystem="2.16.840.1.1 13883.3.989.2.1.1.19"

ICHICSR $iHfaOiE ‘ 2014411 510 A
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(BHE3)

displayName="reaction"/>
<effectiveTime xsi:type="TVL_TS">
<low value="20090101"/> ,
<!-- E.i.4 Date of Start of Reaction / Event -->
<width value="24" unit="E.i.6b"/>
<!-- E.i.6a: Duration of Reaction / Event -->
<1- B.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.1.2.1a">

' <l--B.i.2.1a: MedDRA Version for Reaction / Event -->
<!-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<original Text>E.i.0.a</original Text>
<original Text langnage="E.i.1.1b">E.i.1.1a</original Text>

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

</value>

2.1.3. E.id4 (RHA] . Ei5 TH) . BUOEL6 TFEHM) AR T3

<pbservation classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-4512-a02{-42d4d6£f4657f" />

<code 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"/>
<!-- E.i.4 Date of Start of Reaction / Event -->
<high value="20090102"/>
<!-- E.i.5: Date of End of Reaction / Event -->
</comp>
<comp xsi:type="IVL_TS" operator="A">
<width value="24" unit="h"/>
<!-- E.i.6a: Duration of Reaction / Event --> _
<!-- E.i.6b: Duration of Reaction / Event (Duration Unit) -->
</comp>
<feffectiveTime>

<value xsi:type="CE" code="E 1.2, lb" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="E.i.2.1a">

<1-- E.i.2.1a; MedDRA Version for Reaction / Event >

ICH ICSR HifffdsiEsR . 2014411 A 10 B
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(BI#R 3)

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

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

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

<fvalue>

2.1.4. Gkdrd TH#EH] RUGk4rS [BTH] CAHTIN, Gkar6 iz AR LN

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.1.8</text> '
<[-- G.k.4.1.8: Dosage Text ~->
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS§">
<period value="10" unit="G .k.4.r.3"/>
<!-- G.k.4.r.2: Number of Units in the Interval -->
<!-- G.k.4.1.3: Definition of the Time Interval Unit -->
<fcomp>
<comp xsi:type="IVL_TS" operator="A">
<low value="20090101"/> ‘
<!-- G.k.4.r.4: Date and Time of Start of Drug-->
<high value="20090101"/>
<l-- G.k4.1.5: Date and Time of Last Administration-->
</comp> -

</effectiveTime>

215.  Gkdrd TBIEE] (UEGkdrs ETH] ) RO GRAr6 CAHTS

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.1.8</text>
<l-- G.k.4.r.8: Dosage Text -->
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G k.4.r.3"/>
<l-- G.k.4.1.2: Number of Units in the Interval -->
<l-- G.k4.1.3: Definition of the Time Interval Unit -->
<fcomp>

<comp Xsi:type="IVL_TS" operator="A">
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<low value="20090101"/>

<l.- G.k.4.r.4; Date and Time of Start of Drug -->

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

<l-- G.k.4.6a; Duration of Drug Administration (number) -->

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

<feffectiveTime>

© - 2.1.6. G.kdr2 ERGkAr3 ICIFAALEBWE, Gk4rS, Gkd7 Xit Gkdrs DTH

PRADTS

IOBE AF—~T T —ERT DD, F—FEIIVL_TSIUIPIVL_TS TR B2,
SXPR_TSIZFFRAI s h/2by, . ‘
IVL_TSO#) :
<s_1.1bstanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.3</text>
<!-- Gk.4.r.8: Dosage Text -->
<effectiveTime xsi:type="IVL_TS">
' <low value="20090101"/>
<l-- G.kA.r.4: Date and Time of Start of Drug -->
<width value ="4" unit ="G.k.4.6b"/>
<l-- G.k.4.r.6a: Duration of Drug Administration (number) -->
<!-- G.k.4.r.6b: Duration of Drug Administration (unit) -->

<feffectiveTime>

~PIVL_TSD% 5 1004 :
<substance Administration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.9<;’text?
<l-- G.k.4.r.9: Dosage Text -->
<effectiveTime xsi:type="PIVL_TS8">
- <period value="10" wnit="G k.4.r.4"/>
<l~» G.k.4.x.3;: Number of Units in the Interval —>
<1-- G.k.4.r.4; Definition of the Time Interval Unit -->

<feffectiveTime> _
2.1.7. Gkdrd [BAIEHE] . Gkdrs TR . RO Gk4r8 [FEHHEL TANTD

<gubstanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r..8</text>
<l-- G.k.4.r.8: Dosage Text -->

ICHICSR H:HTRUIER : 20144211 H 10 B
-80-



(A% 3)

<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 -->
<l-- G.k.4.r.3: Definition of the Time Interval Unit -->
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="20090101"/>
<l-- Gk.4.r4: Date and Time of Start of Drug-->
<high value="20090 Id 1"/
<l-- G.k.4.r.5: Date and Time of Last Administration -
</comp>
<comp xsi:type="IVL_TS" operator="A">
<width value="24" unit="h"/>
<!-- G.k4.r.6a: Duration of Prug Administration (number) -->
<!-- G.k.4.r.6b: Duration of Drug Administration (unit) -->
</comp>

<feffectiveTime>

22. F AR
2.2.1. F;r.a.z EEUCBREF

2211, f& (#): 10 mg/dL")

ZDFE, HL7 O"value" BB 1L 1 DD "center" BB CHEE SN A,

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

<fvalue>

221.2. fEXYREWN (> 16 mg/dL")

ZDHA. HL7 D'value"H B i3 "low" R U high B OB TR S B, REF LY
REV]BEEEX. EQEROBMEIZLVRENS (T2 5, null flavor"PINE" 2 /) |
Bt inclusive"iX, [BEFHEE (Thbb, AZ%) thaz L ERT o false" IR TE
=ha,

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

<high nullFlavor="PINF"/>

</value>
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22.13. EXDAEW 2 "< 10 mgidL"™)

ZDFA, HLT O"value" E B i3 low " ER U highMEDFEE TR Db, REFILY
INED AL, ADEROEEIC XV RENS (725, null flavor'NINF' Z 5 /4) .
B inclusive"id, IRE-FHRBE (Fabb, A% Thool B Ry To i false "t ERAE
Shd, '
<value xsi:type="IVL_PQ">
' <low nulli=lav0r="NINF"/>
<high value="10" unit="mg/dl" inclusive="false"/>

<fvalue>
2.2.14. fBEAE (F: ">=10 mg/dL")

Z DHAVHLT O'value"TH B X low B & U high"[E &L TR S D, IREF 2L
DOFEE, EOEROBREICLVREND (F7abh, mll flavor PINF'Z2ER) . &
MeMnclusive"tt, S THB L LETTHMue"IZREIND,
<value xsi:;type="IVL PQ" >
. <low value="10" unit="mg/dl" inclusive="true"/>
<high nullFlavor="PINF"/>

<fvalue
" 2215 EELT (#: "<=10 mg/dL")

Z DA, HL7 O'value"H B 1" low"ER U high"EOHEATHER SN D, REF (LY
NSV BEEEADEBROEMEIC L VRIS (7205, null flavor NINF" 2 /) ,
Bt inclusive"it, RZETHD Z EETRT 2O "ue"IZRE LD,
<value xsi:type=“IVL_PQ" >
<lo;;v nullFlavor="NINF"/> _
<high value="10" unit="mg/dl" inclusive="true"/>

<fvalue>

222 . Fr32KUFr33

<gbservation moodCode="EVN" classCode="0BS">

<code code="F.r.2.2b" codeSystem="2,16.840.1.1 13383.6. 163"
codeSystemVersion="F.r.2.2a"> o

<!--F.r.2.2a; Test Name (MedDRA version) -->
<!~ F.1.2.1b: Test Name (MedDRA code) -->
<originalText>F.r.2.1</original Text>
<1--F.r.2.1: Test Name (free text) -->
</code>

<gffectiveTime value="20090101"/>
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2.2.3.

2.2.4.

(BlI#ER 3)

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

<value xsi:type="TVL_PQ">
<center value="10" unit="mg/d["/>
<!-- Fr.3.2: Test Result (Vaiue) ->
<l--F.r.3.3: Unit -->

<fvalue>
F.r.3.1

<observation classCode="0BS" moodCode="EVN">

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

<fcode>

<effectiveTime value="20090101"/>

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

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

<t-- Fr.3.1: Test Result (Code) -->

F.r.3.4

<observation classCode="0OBS" moodCode="EVN">

<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="F.r.2.2a">
<0riginalTéxt>F.r.2</orig'inalText>

</code> '

- <gffectiveTime value="20090101"/>

<!--F.r.1: Test Date --> ‘
<value xsi:type="ED">F.r.3 4</value>
<l--F.r.3.4: Result Unstructured Data (free text) -->

2.3. G.k4 &5 EDH
231. 1BY%%Y 1L/H
<putboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>1 per day</text>
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL,_TS">
<period value="1" unit="d"/>
<fcomp>
</effectiveTime>
</substanceAdministration>
ICHICSR HAfFffEH 2014411 A 100
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</outboundRelationship2>
232 1H%%9 188

<outboundRelationship? typeCode="COMP">
<substance Administration classCode="SBADM" moodCode="EVN">
<text>1 tablet per day </text>
<effectiveTime xsiitype="SXPR_TS"™>
<comp xsi:type="PIVL_TS"> _
<period value="1" unit="d"/>
</comp>
</effectiveTime>
<doseQuantity value="1" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<originalText>Tablet</original Text>
<fformCode> J
</kindOfProduct>
</instanceQfKind>
</consumable>

<fsubstance Administration>

</outboundR elationship2>
233. 1R1E, 14&/H

<putboundRelationship2 typeCode="COMP">
<substance Administration classCode="SBADM" moodCode="EVN">
<effectiveTime xsitype="SXPR_TS™>
<comp xsi:type="PIVL_TS">
<period value="1" unit="4d"/>
</comp>
</effectiveTime> )
<doseQuantity value="0.25" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindO{Product classCode="WAT" determinerCode="KIND">
<formCode>

) : <priginalText>Tablet</original Text>
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PR </formCode>

</kindOfProduct>

</instanceOfKind> |
</consumable> '

</substance Administration>

</outboundRelationship2>

234. A1[E., 68 /H

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

</substance Administration>

<foutboundRelationship2>
235 1820, 1&/H

i1
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS§"> -
<comp Xsi :type'="PIVL_TS">
<period value="12" unit="h"/>
<fcomp>

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

</substance Administration™>

</outboundRelationship2>

B2 -
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsitype="PIVL_TS">
<period value="1" unit="d"/>
<fcomp>
<effectiveTime>
<doseQuantity value="2" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCodF"MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
" <fformCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substanceAdministration>

</outboundRelationship2>

23.6. 1RB4[E, 7.5mg/Fl

1
<putboundRelationship2 typeCode="COMP">
<substanceAdministration ¢lassCode="SBADM" moodCode="EVN">
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<effectiveTime xsi:type="SXPR_TS8">
<comp xsi:type="PIVL_TS">
<period value="6" unit="h"/>
</comp>
<feffectiveTime>
<doseQuantity value="7.5" unit="mg"/>
</substanceAdministration>

</outboundRelationship2>

#i2
<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="30" unit="mg"/>
</substanceAdministration>

</outboundRelaticnship2>

237. 1RB1[E, 15mL/E

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

<effectiveTime xsi:type="SXPR_TS">

<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>

<fcomp>

<feffectiveTime>

) <doseQuantity value="15" unit="mL"/>

</substanceAdministration>

' i
<foutboundRelationship2>

238. 2RK1ME, 1&/H

<outboundRelationship2 typeCode="COMP™> )
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi :typc="P1VL_TS">
<period value="2" unit="d"/>
<fcomp>

</effectiveTime>
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<doseQuantity value="1" ‘unit="{DF}“l>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<-kind0ﬂ’roduct classCode="MMAT" deternxiuerCode="KIND';>
<formCode>
<original Text>Tablet</original Text>
<fformCode> L
</kindOfProduct>
</instanceOfKind>
</consumable>

<fsubstance Administration>

</outboundRelationship2>

239, TEA. 18/E, BB, BTH ;

<putboundRelationship2 typeCode="COMP">
SsubstanceAdministration classCode="SBADM" moodCede="EVN">
<effectiveTime xsi:type="SXPR_TS"> |
. <comp xsi:type="PIVL_TS">
. <periodunit="{as neceséary} ">
</c6rnp>
<comp xsi;type="IVL_TS" operator="A">
<low value="200906"/>
<high value="200908/>
<fcomp>
<feffectiveTime>

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

2.3.10. BRI, 20 mg, /Bl

<outboundRelationship? typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsitype="PIVL_TS">
<periodunit="{as necessary}"/>
<feffectiveTime>
<doseQuantity value="20" unit="mg"/>
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2311, JB#AAY. 500 mg E. BRISR. ¥ TH

%outboundRelationshipZ typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXf”R_TS">
<comp xsi:type="PIVL_T§">
<periodunit="{cyclical }"/>
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="200908/>
</comp>
<feffectiveTime>

<doseQuantity value="500" unit="mg"/> _
2.312.  FEHIH. 500 mg 8l

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

<doseQuantity value="500" unit="mg"/>
2313, 5820000 mg. B, &TH

<substanceAdministrationclassCode="SBADM" moodCode="EVN">
<effectiveTimexsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS§">
<periodunit="{total}"/>
<fcomp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="201005/>
<fcomp>
</effectiveTime>
<doseCheckQuantity>
<numerator xsittype="PQ" value="20000" unit="mg"/>
<denominator xsi:type="PQ" nullFlavor="UNK"/>
</doseCheckQuantity>
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2.4, B Fax. BF A—/ (C34.6, C347. RFC3.438)

HL7 telecom 7 — F BADHEIL —
<telecom value="tel:C.3.4.6"/>
<!-- 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, PEZBOBHEEEITH LT Privacy" 2T (C202.7

"Privacy" & 3 72, ICHE2B TILEEFITH L telecom R % — ADHEIT null
flavor=MSK R ZHEL TS,

il - |
<telecom value="tel:" nul]Flavor=“MSK"/>

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

T ITEEOHL7Onull flavor TidZ2WZ L IZBE T 5,

2.6. FIA ARZ—RER LIEEREHE (D.2.2.1b)

<subjectOf2 typeCode="SBI">
<observation moodCode="EVN" classCode="0BS">

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

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

</observation>

</subjectOf2>

2.7, EHBRNVA, AF—=4 null flavor ZROTVBHED (R HERSTHA) OB
(Gk2.3.r.1)
<ingredient classCode="ACTI">

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

</quantity> .

kingredientSubstance classCode="MMAT" determinerCode="KIND">
<pame nullFlavor="UNK"/>

<fingredientSubstance>
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<fingredient>

2.8, BEWERIC R 5 R R 8 o b1

<component typeCode="COMP">
<causalityAssessment classCode="0BS" moodCode="EVN">
<code code="39" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" displayName="causality"/>
<value xsi:type="ST">G.k.9.i.2.r.3</value> '
<methodCode>
<originalText>G.k.9.1.2 r.2</original Text>
</methodCode> ‘
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code>
<originalText>G.k.9.1.2.r. 1 </original Text>
<fcode> : l
</assignedEntity>
<fauthor>
<subjectl typeCode="SUBJ">
<adverseEffectReference classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-452-202f-42d4d6§46571" />
<fadverscEffectReference> l
</subject]>
<subject2 typeCode="SUBI">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="3c91b4d5-¢039-4a7a-9c30-67671b0efVed ">
</productUseReference>
</subject2>
</cgusalityAsscssment>

</component>
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. BB VRS VAIZOVWTORESE

o BEBAVAZVATIE, HF—FEEO XML OB 3R FEERT D, EREOME
DR VICEB (R3) OETFT—FEHBOHEHAEZFSHNTIIRTWD, %5~ ZTEE DL
XML iza A bELTHRENTVWS,

o a— FREETHLEE. FTOa-FOTER N (TR0) 2 ARBHETRER L 510
display name {2789,

o BRAVREZ R LEET D XPath iﬁ%?tl D) k’]‘ﬁlﬂl@ﬁﬁé:}’b‘(b\éo

. HHOF— X EPQTH B EE . HLTPQ F—H R S
ZHITREN2, A7 ICH BNz oW, 481 (F) O ICHE2B =— KU A
25 RR26 MO &,

o BERVEORERR (Gkirll) ORBHEET, EEREROA—TTAFEI a2y
MDY R LDOANTHERE (80 y FRUBT ¥ b3 FOBR) 2 AVTANT 2.
H OB R B IE AN T2 72 - T-inboundRelationship' & LTAFIL, BEa— NRU=—
FleEniziER e AREROFEH 2V R— T a4 7V —T g ra— FLEOHESE
CERWTET,

B
<outboundRelationship2typeCode="COMP">
<substanceAdminisﬁationclassCode="SBADM"mo{odCode‘—*"EVN"‘r"
<inboundRelationshiptypeCode="REFR">
<observationclassCode="OBS"moodCode="EVN">

<code code="parentRouteOfAdministration"
codeSystem="2.16.840.1.113883.3.989.2.1.1.19"/>
<valuexsi:type="CE" code="G k.4.r.11.2b"
codeSystem="2.16.840.1.113883.3.989.2.1.1.14"
bodeSystemVersi0n="G k4.rl11.2a">

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

<l-- G.k.4.f.11.2b: Parent Route of Administration TermID #1-1 «->
<originalText>G.k.4.r.11. 1</0r1g1nalText>
<!-- G.k.4.1.11.1: Parent Route of Administration (free text) #1-1 >
<fvalue>
</observation>
</inboundRelationship>
</substanceAdministration> -

</outboundRelationship2>
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V. &%
ICSR # v —VIZEiT 5 E2B (R3) F—FHEHE#EE

TITRNT 7 ANME, ICSR A vE—VIZBIT2 E2B (R3) F—FHEB OERIZOWT
MAL TS, BRAVAZUAD XML # 713 E2B (R3) T —FEBEIZ I/ V—71k
ENTEY, ZhIC K VRREFRT —FHEDRYBELT v v 7 RUMBEE 2R
DIERTEDZAXLEOBMITIHLT IKESL XML A v E—DICg# L AWHIFEIC
HLCBRA VREVADEREBRIZTE L ThAID, AXETONEOAREUE
HEHINRWAREERH S - LICgET 3,
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