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2.1 BHEEA. BT BREUOFFEHI oo, et s 86
21.1. Ei4 [%HRA| RPELS HTHI TAHLTIH, Ei6 KRR ZAN L2V 86
212,  Eid [BHB] (UIEL5 [ETR) ) RUEL6 MFmR CAIT 5 86
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LTSRS
[CH ICSR makikalTF (/3w
h N.1 F5 wii— : BATCH
WRAPPER)
e N1.1 NYFRADF vE—S0H 1A Character String code=Caoded With IMCCI_IN200100UVD1[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn:hl7-org:v3
- i with Code (SC) Equivatents (CE) MCCI_IN200100UV01.xsd Yname[@codeSystem="2.16.840.1,113883.3.289.2.1.1.1'V@code
NRYFRHOA vE-—L0H MCCI_IN200100UVD1[@I1TSVersion="XML_1.0'][@xsi:schemal_ccation="urn:h{7-org:v3
SBT3 ICHa—FUR MGCCI_IN200100UV01 xsd ¥name[@codeSystern="2.16.840.1.113883,3.989.2.1.1.1V@codeSystem
bH—San Version
e N2 RoFES 100AN Instance Identifier extension=Character MMCCI_IN200100UVO1 [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3
. ()] String (ST) MCCI_IN200100UV01.xsd'}id[@rcot="2.16.840.1.113883.3.989.2.1.3.22')@extension
- " P MCCILIN200100UVO[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hl7-org:v3
e N.1.3 Ry FRREWETF GOAN H‘;‘ta"“ Identifier ;ﬁ%“s'(g'.’r)c"a’a“te' MCCI_IN200100UV01.x5d Ysender@typeCode="SND'Vdevicej@dassCode="DEV[@determinerGo
g de=INSTANCEJ/id[@root='2.16.840.1.113883.3.989.2.1.3.13][1)/@extension
" - IMCCL_IN200100UVO 1@ ITSVersion="XML_1.0"@xsi:schemalocation="urn:hi7-org:v3
e N.1.4 Fo FRREMA T 60AN ikt st MCCI_IN200100UV01.xsd'Vreceiveri@typeCade='RCV'idevice[@classCode='DEV[@determinerC
. g ode='[NSTANGCE]/id[@root="2.16.840,1.113883,3.989,2,1.3.14'|[1}/@extension
A 8t~ - /MCCI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemaLocation="urm:hi7-org:v3
e N15 v FRED AL posa Pointin Time (TS) MCCI_IN200100UV01 .xsd VereationTime/@value
w —2h A,
h Nor l?; f_iR_J‘) },;:'; 1{1) ';g JMCCILIN200100UVOI[@ITSVersion=XML_1.0"|[@xsi:schemalocation=urn:hl7-org:v3
* MCCI_IN200100UV01.xsd' YPORR_IN049016UV
; EICH LR YET) - JPORR. _
/MCCI_IN200100UVOt[@ITSVersion="XML_1.0'{@xsi:schemalocation="urn:hi7-org:v3
i ss . Instance Identifier extension=Character MCCI_IN200100UV01 xsd'YPORR_IND490 16UV[r}id[@root="2.16.840.1.113653.3.989.2.1. 3.1 1)/
e N.2r.1 X utr— TR T 100AN {n String (ST) @extension
MCCY_IN200M00UVO[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-org:v3
by 28 Instance ldentifier extension=Character MCCI_IN200100UVIH xsd PORR_IN049016UV[r)/sender@typeCode="SND'//device[@classCode=
e N.2r2 X uh— DRBRMATF G60AN an String (ST) 'DEV[@determinerCode=TNS TANCE Vidi@root="2.16.840.1.113883.3.989.2.1.3. 11 {@extension
{MCCI_IN200100UVO1[@ITSVersion="XML_1.0l[@xsischemal ocation="urn:hl7-org:v3
Inst dentif dension=Charact MCCI_INZ00100UV01.xsd FPORR_INC490 16UV i) receiveri@typeCade="RCV }device[@classCode
e N.2.r3 A yb—UREEWNT 80AN (']‘S ance loentifer g m‘;‘;sg{_‘) aracter =DEV/[@determinerCode='INSTANCE Vid[@rcot="2.16.840.1.113863,3.989.2.1.3.12 [ @extensio
n
oy 23 g g R IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'l[@xsi:schemal.ocation="urn:hl7-org:v3
€ N.2r4 *ve—THEROR T Atf/BM | Pointin Time (75) MCCI_IN200100UV01.xsd YPORR_IN0480 16UV rfcreation Time/@value
h c.1 ERREIERE OMWE
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#EEECLICARO GER)
EEEGEWA T

100AN

Instance Identifier

(n

extension=Character
String (ST)

(BIFE3)

IMCCI_IN200100UVD1[@ITSVersion="XML_1.0"[[@xsi:schemalocation="urn:hi7-org.v3
MCC1_IN200100UV01. xsd'YPORR_IN049016UV[rl/controlActProcess[@classCode="CACTI[@mao
dCode='"EVN'Vsubject|@typeCode="SUBJ[1}investigationEvent{@classCode=NVSTG{@mocdCo
de="EVN'Jid[@root="2.16.840.1.113883.,3.989.2.1.3.1][1/@extension

fFRE® AT

B{t./FM

Paintin Time (TS)

IMCCI_IN200100UVO1[@ITSVersion='XML_1.0"[@xsi:schemal.ocation="urn:hi7-arg:v3
MCCI_IN200100UV01.xsd' VPORR_IND4801 SUV[r]lcontrolActProcess[@classCode-‘CACT'][@moo
dCode=‘EVN']IeffectJveTlmel@vaI ue

@EDER

1N

Coded With
Equivalents (CE)

code=Character
String {ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd' YPORR_IN049016UV[j/controlActProcess[@classCode="CACT[@moo
dCode=EVN'/subject[@typeCade="SUBJ][1}/investigationEvent[@classCode=INVSTGJ[@mocdCo
de="EVN'//subjectOf2[@typeCode="SUBJ[investigationCharacteristic/codef@code="1"l[@codeSyste
m="2.16.840,1,113883,3,989,2.1.1.23']|[1}investigationCharacteristic[@classCode="0OB S [@moodC
ode="EVNJvalue]@xsi:type="CE'|[@codeSystem="2.16.840.1.113883.3,988.2.1,1. 2V @code

HEOHMEI<PET S ICH
—FUR bDri—Ya

MCCI_IN200 100UVO1[@ITSVersion="XML_1.0'[@xsl:schemalocation="urn: hi7-org:v3
MCCI_IN200100UV01,xsd VPORR_ING490168UV[r)/controlActProcess[@classCode='"CACT [[@moo
dCode="EVN}/subject[@typeCade="SUBJ][1}investigationEvenl[@classCode=INVSTG[@moodCo
de=EVNY/subjectOf2[@typeCode="SUBJTlinvestigationCharacteristic/code[@code="1"[@codeSyste
m="2,16.840.1.113883.3.989.2.1.1.237|[1)AinvestigationCharacieristic[@classCade="OBS | [ @moodC
ode="EVNvalue[@xsi:type="CE|[@codeSystem="2.16.840.1.113883.3.989.2.1.1.2)/@codeSystem
Version

A, S RWITHEN A
FShizE

Bt/ HNE

Interval of Point in
Time (IVL<TS>)

Iow;[nterval
Boundary {[WVXB)

IMCCIIN200100UVOH[@I T SVersion="XML_1.0|[@xsi:schemalocation="urn: hI7T-org:vd
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[rJconirolActProcess[@classCode='CACT[@moo
dCode=EVN "Jisubjecti@typeCode= 'SUBJ'][1]I‘nvesugatlonEvent[@cIasande =INVSTG'E@moodCo
de='"EVN/effectiveTime/low/@value

FHREOBFIFEAFA

Bt~

Paintin Time (TS)

MCCI iN200100UV01[@ITSVerston =AML O[@nesizschemalocation="urn:hi7-org:v3

. MCCI_IN200100UV01.x5d YPORR_IN049016UV[rFcontralActProcess[@classCode='CACT[@mon

dCode="EVN/subjecti@typeCode="SUBJ'][1}investigationEvent[@classCode='INVSTG@moodCo
de='EVN'/availability Time/@value

h C.16

REEFREFLTLDIHA
Ll el ool i

e C.16.1

FHalaEE T D it O KE T
Hame

T—nu

Boolean {BL}

MMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsl:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd' YPORR_IN049016UV[rJcontrolActProcess[@classCode="CACT | [@moo
dCode="EVN'l/subject@typeCode="SUB.J][1}investigationEventj@dassCode="NV5TG[@moodCo
de="EVN'[/component{@typeCode="COMP[observationEvent/code[@code="1"[@codeSystem="2.1
6.840.1.113883.3.988.2.1.1.197][1 JobservationEventj@classCode="0BS[@moodCode="EVN'Jvalu
ef@xsi:type='BL'Y@value

h C.18.1r

ZEEENEALTVLHRY
GEREEIZIG LHRYES)

MYEL
J—F

MCCLIN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[[controlActProcess[@classCode="CACT[@moo
dCode="EVN')subject@typeCode="SUBJ][1)investigalionEventi@classCode=INVSTG (@moodCo
ge="EVN'Vreference[@typeCode="REFR[document/code[@code="1"][@codeSystem="2.16.840.1,11
3883.3.989.2.1.1.277]

e C.1.6.1.r.1

EEEMEALTLIRY

2000AN

Character String
(8T

MCCI_EN200100UVO[@ITSVersion="XML_1.07][@xsi:schemalocation="urm:hl 7-org:va
MCCI_IN200100UV01.xsd' YPORR_INDO49018UV[r)/controlActProcess[@classCode='CACT [[@moo
dCode='"EVN')isubject{@typeCode="SUBJ)[1}investigationEvent{@classCode=TNVSTG[@moodCo
de='EVN'Jreference[@typeCode="REFR[document/code[@code="1"][@codeSystem="2.16.840.1.11
3883.3.989.2.1.1.27|[rl/document[@classCode="DOC [@moodCade="EVN Htitleftext(}
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e C.16.1.r2

BENLDRHE

N/A

Encapsulated Data
(ED)

(BU%E 3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemaLocation="um:hl7-org:v3
MCCL_IN200100UV01 xsd/PORR_ING490 18UVIr)/controlActProcess[@classCode='CACT[@moo
dCede="EVN')/subject{@typeCode="SUB.I][1]investigationEvert{@classCode=TNVSTG[@moodCo
de='"EVN'/reference[@typeCode='"REFR][document/code[@code="1'@codeSystem='2,16.840.1,11
3883.3.989.2.1.1.27']|[r)/document{@classCode="D0C[[@moodCode="EVN Ttext/text()

FEATSBAORARE
OEREFIT 7

T

Boolean (BL)

IMCCI_IN260100UVO1[@ITSVersion="XML_1.0'[{@xsi:schemalocation="urn:hl7-org:v3
MCGCI_IN200106UV01 xsd'YPORR_IN045016UV[r)/control ActProcess[@classCode="CACT[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'[1)/investigationEventf@classCode="INVSTS | {@moodCo
de="EVN'llcomponeni{@typeCode='"COMP][observationEvent/code][@code="23[@codeSystem='2,
16.840.1.113883.3.989.2.1.1. 19T][1)/observationEvent[@classCode="OBS)[@mood Code="EVN'val
ue[@xsitype="BL'}/@value

NullFlavor

/NMCCI_INZ00100UVO 1[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn:hI7-org:v3
MCCL_IN200100UVO1.xsd'YPORR_IN0480168UV[rY/controlActProcess[@classCode="CACT'|[@moo
dCode="EVN)subject{@typeCode="SUBJ'[1]investigationEvent[@classCode=INVSTG[@moodCo
de="EVN'/component[@typaeCode="COMP'|[observationEvent/code[@code="23][@codeSystem="2.
16,840.1,113883.3.989.2.1.1. 19'][[1 JobservationEvent@classCode="0BS [(@moodCode="EVNYval
ue[@xsi:type="BL'V@nullFlavor

R EHOEMMRRTF

e C.1.8.1

HRH=EHOEMNRIT

100AN

Instance Identifier

an

extension=Character
String (ST)

MCCI_IN200100UVO [@ITSVersion='XML_1.0'|@xsi:schemal.ocation='urn:hi7-org:v3
MCCI_IN200160UVTH xsd' YPORR_IND43016UV[rYcontrolActPracess[@classCode='"CAC T @moo
dCode="EVN'/subjeci{@typeCode="SUBJT[1}investigationEvent[@classCode="INVSTG|[@moodCo
de="EVN'{id[@root="2.16.840.1.113883.3.989.2.1.3.2[1)@extension

€ c182

FEFOR—EIEE

1N

Coded With
Equivalents (CE})

code=Character

String (ST)

MCCI_IN20D100UVO1[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn:h|7-org:v3
MCCI_IN200160UV01.xsd JPORR_IN049016UV[r}/controlActProcess[@classCode='"CACT[@moo
dCede="EVN'//subject{@typeCode="SUBJ[1)investigationEvent[@classCode=INVSTG'[@moodCo
de="EVNTouthoundRelationship[@typeCode="SPRT"[relatedinvestigation/code[@code="1"[@code
System='2,16,840,1.113883.3.989.2.1.1.22[1 Jrelated Investigation[@classCode="INVS TG [@moo
dCode="EVN'YsubjectOf2[@typeCode="SUBJ[1)controlActEvent{@classCode="CACT'|[@moodCo
de="EVNT/author @typeCode="AUT VassignedEntity[@classCode="ASSIGNED'Vcode] @codeSyste
m="2.16.840.1.113883.3.989.2.1.1.3V@code

FEAOE—EREI-MET
% ICH a—FUR FDri—
Saw

IMCCI_IN200100UVO1[@I1TSVersion="XMI._1.0'[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN0490 168UV r]/controlActPracess[@classCode="CACT|[@moo
dCode="EVN)/subject[@typeCode="SUBJT[1)linvestigationEvent[@classCode="INVSTG][@moodCo
de='EVN/outboundRelationship[@typeCode="SPRT[relatedInvestigation/code[@code="1[@code
Syslem="2.16.840.1.113883.3.980.2.1.1.227)[1)/related| nvestigation[@classCode='INVS TG [@moo
dCode="EVN'|/subjectOf2[@typeCode="SUBJ][1]/controlActEvent[@classCode="CACT|[@moodCo
de='EVN'/author[@typeCode="AUT)/assignedEntity[@classCode="ASSIGNED'Vcode[@codeSyste
m='2,16.840.1.113883.3.989.2.1.1.3'/@codeSystemVersion

F D ited SEPIER T

e c1.91

BEDEETEE LS
DLDEARNTFES D
i

=5

Boolean (BL)

IMCCI_IN200100UVO[@ITSVersion="XML_1.0"]@xsi:schemalocation="urn:hI7-org:v3
MCCI_IN200100UV01, xsd'VPORR_IN049016UV(r)centrolActProcess[@classCode="CACT|[@moo
dCode="EVN)/subjectf@typeCode="SUBJ[1}investigationEvent[@classCode="INVS TG [@moodCo
de="EVN')/subjectCi2[@typeCode="SUBJ|[investigationCharacteristic/code]@code="2'[@codeSyste
m='2.16.840.1.113883.3.969.2.1.1.23) t)finvestigationCharacteristic] @classCode='0BS'[@mocdC
ode='"EVN'lvalue[@xsi.type="BL'J@value

ICHICSR H:AiifiEe

201611 H 10 R




NullFtavor

(BIEE 3)

/MCCI_INZ200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="um:hl7-org:v3
MCCI_IN200100UVO1.xsd YPORR_IN049016UV[rVcontrolActProcess[@classCode='"CACT Ji@moo
dCode="EVN')/subjectj@typeCode="SUBJ’ 1t1¥investigationEvent[@classCode="INVSTG][@moodCo
de="EVN/subjectOR[@typeCode='SUBJ|[investigationCharacteristic/code[@code="2"][@codeSyste
m='2.16.840,1.113883.3.980.2.1.1.23"|[1)investigationCharacteristic[@classCode="0BS'[@moodC
ode='EVN'Jvalue[@xsi.type="BL'/@nullFlavor

h C.19.1r

FEMERETFOREE (SEIC
B L#UET)

~ B
;
id

Y& L

IMCCI_IN200100UVO[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UV[rYcantrol ActProcess[@classCode='CACT [@moo
dCade="EVN'//subject[@typeCode="SUBJ]1}investigationEvent[@classCode~'INVSTG|[@moodCa
de='"EVN')/subjectOf1 [@typeCode="SUBJ][contral ActEvent/id]

e C.1.9.1.r1

FEPIHERI -0 R38R

100AN

Instance Identifier

(i

assigningAuthorityNa
me=Character String
(8T

/MCCI_IN2001 00UV [@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3

MCCI_IN200100UV01.xsd'YPORR_IND49016UV[rlcontrol ActProcess[@classCode="CACT [[@moo

dCode="EVNHsubject[@typeCode="SUBJ'[1)investigationEvent[@classCode=NVSTG'[@mcodCo

de="EVN"/subjectOf1[@typeCode="SUBJ'JcontrolActEvent/id][r)control ActEventfid{@root="2. 16 840
.1.113883.3.989.2.1.3.37[1 Y@assigningAuthorityName

e c.1.91.r.2

fEHIERR T

100AN

Instance Identifier

n

extension=Character
String (ST)

IMCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemal ocation="urn:hi7-0rg:v3
MCCI_IN200100UV01.xsd'YPORR_IN048016UV[rlcontrol ActProcess{@dlassCode="CACT|[@moo
dCode='"EVN')/subject[@typeCode="SUBJ][1}investigationEvent{@classCode="INVS TG [@moodCo
de="EVN')/subjectOf [@typeCode="5l BJJ[contral ActEventiid]iricontrol ACtE vent/id[@root="2,16.840
.1.113883.3.989.2.1.3.3' 1)V @extension

e C.1.10r

FRELMATLEEOMW
T (BRI CMYET)

100AN

Instance Identifier
(n

extension=Character
String (ST)

IMCCI_IN200100UVO1 [@ITSVersion="XML_1.0'f@xsi:schemal.ocation="urn:hl7-org;v3

MCCI_ “IN200100UV01.xsd'VPORR_INO48016UVIrVcontrolActProcess[@classCode="CACT(@moo .

dCode="EVN'Vsubject[@typeCode="SUBJ[1)/investigationEveni{@classCede=INVSTG[[@moodCo
de='"EVN'/outboundRelatienship{@typeCode="SPRT'][relatedInvestigation/code/@nullFlavor="NA][r]
IrelatedInvestigation[@classCode=INVSTG[@moodCode="EVN'VsubjectOf2[@typeCode="SUBJ"

1)controlActEvent[@classCode="CACT[@moodCode="EVNJid[@root='2.16.640.1.113883.3.989.2.
1.3.2'[1V@extension

h c.1.n

AR/ HE

€ C.i.111

HEWMEBE

1N

Coded With
Equivalents {CE)

code=Character
String (ST)

{MCCL_IN200100UV01[@ITSVersion="XML_1.0'|[@xsi:schemalocation="urn:hi7-org:v3
MGCCI_IN200100UV01.xsd’/PORR_IN0490 16 UV[r/icontralActProcess[@classCode="CACTJ[@moo
dCode='EVN'[/subjeci{@typeCode="SUBJ][ 1)investigationEvent[@classCode=INVSTG](@moodCo
de='"EVN'VsubjectOf2[@typeCode="SUBJ[investigationCharacteristic/code[@code="3"[@codeSyste
m="2.16.840.1.113883,3.989.2.1,1.23)[1]investigationCharacteristicf@classCode="OBS[@moodC
ode='EVN'Yvalue[@xsi:type='CE'|[@codeSystem="2.16.840.1.113883,3.989.2.1.1.5T/@code

HEBR/BEIHT S
ICH a—FUYR FRIN—
saw

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsl:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd’PORR_ING48016UV[r//controlActProcessi@classCode="CACT |[@moo
dCode="EVN')/subject[@typeCode="SUBJ][1}finvestigationEvent{@classCode=INVSTG[@moodCo
de="EVN'/subjectOf2{@typeCode="SUB.J[investigationCharacteristic/code{@code="3'[[@codeSyste
m="2.16.840.1.113883.3.98%.2.1.1.237][1)/investigationCharacienstic[@classCode="OBS[@moodC
ode="EVN)value[@xsi:type='CE[@ccdeSystem="2.16.840.1.113883,3.985.2.1.1.5)/@codeSystern
Version

e Cl1i2

HERR/BEER

2000AN

Coded With
Equivalents {CE}

originalText =
Encapsulated Data
{ED)

MCCI_IN200100UVD[@ITSVersion="XML_1.0'][@xsi:schemal.acation="urn:hi7-org:v3
MCCI_IN200100UV01 . xsd" YPORR_INO49018UNVrYcontrolActProcess[@classCode="CACT Jl@moo
dCode="EVN'Vsubject[@typeCade="SUBJ|[1)finvestigationEvent[@classCode='INVSTG'[@moodCo
de="EVNYsubjectOf2[@typeCode="SUBJ|investigationCharacteristic/code[@code="4"][@codeSyste
m=2.16.840,1,113883,3.989.2.1.1.23][i}investigationCharacteristic[@classCode="0BS'[[@moodC
ode="EVNvalue[@xsi:type="CE')original Text/text(}

CICHICSR Heffiratgst
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F—REE (BEITE LR
YiET)

AUEL
/—F

(B 3)

IMCCI_IN200100UVO1[@IT SVersion="XML_1.0"[@xsi:schemakocation="urn: hl7-org:v3
MCCI_IN200100L0V01 . xsd YPORR_INO490 16UV[r)/controlActProcess[@classCode="CACT[@moo
dCoda"'EVN']IsubJect[@typeCnde—'SUBJ'][1]fnvest|gauonEvent{@c[assCode-'lNVSTG’][@moodCo
de="EVN'{/outboundRelationshipl@typeCode="SPRT[related Investigation/cade[@code="2"[@code
System="2.16.840.1.113883.3.989.2.1.1.227]

h c.2r1

BEEDES

e c.2ri

HEHORS

50AN

Perscon Name (PN)

prefix=Entity Name
Part (ENXP)

{MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemal.ccation="um:hl7-org:v3
MCCI_IN200100UVO01.xsd YPORR_IN043016UV[r)controlActProcessf@classCode="CACTJ[@moo
dCode="EViN'Vsubject[@typeCode="SUBJ[1)/investigationEvent[@classCode="INVSTG|[@mocdCo
de="EVN'/outboundRelationship[@typeCode="SPRT [relatedinvestigation/code[@code="2"f@code
Systern=2,15.840.1.113883.3.9809.2. 1.1.22']|[r}refatedInvestigation[@classCode="INVSTG'|[@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ JcontrolAciEvent[@classCode="CACT'|[@moodCode="
EVN'Yauthof@typeCode="AUT'}assignedEntity[ @classCode="ASSIGNED' ]IasmgnedPerson[@clas
sCode="PSN'|[@determinerCode="INS TANCE'{name/prefix[1}/text()

NullFtavor

IMCCI_IN200100UVHI@ITSVersion="XML_1.0'J[@xsi:schemalocation="urn:hl7-org:v3
MCCIL_IN200100UV01.xsd' YPORR_IN048018UV[ricontrolActProcess[@classCode="CACT i@moo
dCode="EVN")/subject{@typeCode='SUBJ']1}investigationEvent[@classCode='|NVSTGI[(@moodCo
de='"EVNT/outboundRelationship[@typeCode="SPRT'|[relatedinvestigation/code[¢bcode="2"[@code
System='2,16.840.1.113883.3.989.2.1.1.22[[r)/relatedinvestigation[@class Code="INVS TG @mood
Code="EVN')/subjectOf2[@typeCode="SUBJ JYcontrolActEvent[@classCode='"CACT|[@moodCode='
EVNYauthor{@typeCode='AUT J/assignedE ntity[@classCode="ASSIGNED VassignedPerson[@clas
sCode="PSN][@determinerCode="INSTANCE"Vname/prefix{ 1} @nullFlavor

e c.2rl.2

BEEOHLN

GOAN

Person Name (F’N)

given=Entity Name
Part (ENXP)

- IMCCI_IN200100UVO1[@ITSVersion="XML_1.0°][@xsi:schemalocation="urn:h17-org:v3

MCCI_INZ0G100UVe1 xsd YPORR_IN049018UV[r)/controlActProcess[@classCode="CACT|[@moo
dCode ‘EVN')subject[@typeCode="SUBJ][1VinvestigationEvent{@classCode=INVSTG'[@moodCo
e='EVNTYoutboundRelationship[@typeCode="SPRT"|[relatedInvestigation/code[@code="2"[@code
System—'z 16.840.1.113883.3.989.2.1.1.22'|[[r)related Investigation[@classCode="INVS TG [@mood
Code='"EVN/subjectOf2[@typeCode="SUB.J Ycontrol ActEvent{ @classCode='"CACT[@moodCode='
EVN'Vautho{@typeCode="AUTVassignedEnlity| @classCode="ASSIGNED'VassignedPerson[@clas
sCode="PSN@determinerCode="INSTANCE'Vname/giveni 1)/texi(}

NullFlavor

IMCCI_IN200100UVD1[@ITSVersion="XML_t.0'l@xsi:schemal ccation='urn;hl7-org:v3
MCCI_IN200100UV01.xsd"YPORR_IN048016UV[r}control ActProcess[@classCode="CACT|[@moo
dCode='EVN')/subject[@typeCode="SUBJ'|[1])/investigationEveni{@classCode="INVSTG'|[@mocdCo
de="EVN')foutboundRelaticnship[@typeCode="SPRT"[relatedinvestigation/code[@code="2'[[@code
Systemn="2.16.840.1.113883.3.989.2.1.1.22']|[f}/related Investigation]@classCode='INVS TG |@mood
Code="EVN']/subjectOf2{@typeCode="SUBJ'VcontrolAciEvent{@classCode="CACT'|[@maoodCode='
EVN'Vauthel{@typeCode="AUT VassignedEntity[ @classCode="ASSIGNED VassignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE'¥name/given[1y@nuliFlavor

e c.2r13

BEHOPME

60AN

Person Name {PN)

given=Entity Name
Part (ENXP)

IMCCI_IN200100UVQ1[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd' VPORR_IN048016UV[r/controlActProcess[@classCode="CACT Ji@moo
dCode="EVN)/subjec{@typeCode="SUBJ][1)investigationEvent[@classCode='|NVSTG[@mocdCo
de="EVNT/outboundRelationship[@typeCode='"SPRT][relatedInvestigation/code[@code="2"[@code
System='2,16,840.1.113883,3.989.2.1,1.22" Tlir/relatedinvestigation@classCode="INVSTG][@moaod
Code="EVN'VsubjectOf2[@typeCode='SUBJ/controlActEven@class Code="CACT[@moodCode="
EVN/author{@typeCode="AUT)/assignedEntity[@classCode="ASSIGNED JassignedPerson[@clas
sCode='PSN'[@determinerCode="INSTANCE'/name/given[2Jtext(}
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NullFlavar

(BER3)

MMCCI_IN200100UVOI[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn: hl7-org:v3
MCCI_IN200100UVO1.xsd' YPORR_IN049018UV[rVcontrolActProcess[@classCode="CACT|[@moo
dCode="EVN'Vsubjectj@typeCode="SUBJ'[1}investigationEvent[@classCode=INVSTG][(@moodCo
de='EVN'/foutboundRelationship[@typeCode="SPRT[relatedinvestigation/code[@code="2[@¢code
System='2.16.840.1.113883.3.989.2. 1. 1.22][r//relatedInvestigation[@classCode="INVSTG'l[@mood
Code='"EVN7YsubjectOf2[@typeCode="SUBJ YcontrolActEvent{@classCode="CACT|[@moodCode='
EVNTVauthor{@typeCode="AUT")/assignedEntity|@classCode='ASSIGNED JassignedPerson]@clas
sCode="PSN|[@determinerCode='INSTANGE"Yname/given[2}/@nullFlavar

e C.2r1.4

BEEOR

60AN

Persan Name (PN}

family=Entity Name
Part (ENXP)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[rYVcontrolActProcess[@classCode="CACT [[@moo
dCode="EVN/subjecti@typeCode="SUUBJ[1]investigationEvent[@classCode="INVSTG[@moodCo
de="EVN'/outboundRelationship[@typeCode="SPRT"[relatedInvestigation/code[@code="2"|@code
System="2.16.840.1.113883.3.988.2, 11,22 7|1 relatedInvestigationf@classCode="INVS TG | [@mood
Code="EVNT/subjectOf2[@typeCode='SUBJVeontrolActEventf@classCode="CACT][@moodCade='
EVN)/authori@typeCode="AUT")/assignedE ntity|@classCode='ASSIGNED YassignedPerson{@clas
sCode="PSN'[@determinerCode="INSTANCE"/nameffamily[1]text()

NullFlavor

MCCI_INZ200100UVOI[@ITSVersion=XML_1.0'|[@xsi:schemaLocation="urn: hi7-org:v3
MCCI_IN200100UV01.x5¢' YPORR_IN049016UV[r/contrelActProcess{@classCode="CACT [@moo
dCode="EVN/subjecti@typeCode="3UUBJ[1}investigationEvent[@classCode="INVSTG[@moodCo
de='EVN'[/outboundRelationship[@typeCode="SPRT[relatedInvestigaticn/code[@code="2[@code

‘System='2.16.840.1.113663.3.989.2. 1.1.22[[1]/relatedInvestigatien[@classCode="INVSTG i@mood

Code="EVN'VsubjectOf2[@typeCode="SUBJ VeantrolActEvent{@classCode='"CACT|[@moodCode='
EvN')fauthor] @typeCode="AUT )fassignedEntity[@classCode=ASSIGNED VassignedPersonf@clas
sCode="PSN'{[@determinerCode='INSTANCE"Ynamefamily[1}@nullFlavor

h C.ar2

BEFOEMEURERS

e C.2r21

WEHO

G0AN

Organization Name
(oN)

name=Entity Name
Part (ENXP)

MACCINZ00 100UVO T[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn: hl7-crg:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[rYcontrolActProcess[@classCode="CACT |[@moo
dCode="EVN'/subject{@typeCode='SUBJ'[1}investigationEvent[@classCode=INVSTG'[@moodCo
de="EVN'J/outboundRelationship[@typeCode='SPRT[relatedinvestigation/code[@code="2"[@code
System="2.16.840.1.113883.3.989.2.1.1.22[r)/relatedinvestigation[@classCode="INVSTG'@mood
Code="EVN'//subjectOf2[@typeCode="SUBJJcontrol ActEventf@classCode="CACT|[@mecodCode='
EVNJauthor{@typeCode="AlT)/assignedEntity[@classCode="ASSIGNED/representedOrganizatio
n[@classCode='"ORG'{@determinerCode='INSTANCE J/assignedEntity[@classCode="ASSIGNED'}r
epresentedOrganization[@dlassCode="ORG[@determinerCode="INSTANCE/name/text()

NullFlaver

MCCI_IN200100UVD1[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn: hi7-org.v3
MCCI_IN200100UV01 xsd VPORR_IND49016UV[rYcontrolActProcess[@classCode='CACT [@moo
dCode='EVNT/subject{@typeCode="SUBJ[1}investigationEvent]@classCode='TNVSTG[@moodCo
de="EVN'/outboundRelationship[@typeCode="SPRT[relatedinvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1. 1.22)[rV/relatedInvestigation[@classCode="INVSTG'|[@mood
Code='EVN'}/subjectOf2[@typeCode="SUBJ'VcontrolActEvent@classCode='"CACT{{@mocdCode='
EVN'Vauthori@typeCode="AUT"]/assignedEntity[ @classCode="ASSIGNED')representedOrganizatio
n[@classCade='ORG'[@determinerCode="INSTANCEJ/assignedEntity[@classCode="ASSIGNED'/r
epresentedOrganization[@classCode="ORG'|[@determinerCode="INSTANCE'Yname/@nullFlavor
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a C.2r2.2

BEHOHW

B0AN

Qrganization Name
(ON)

name=Entity Name
Part (ENXP)

(A% 3)

IMCCI_INZ200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hI7-org:v3
MCCI_IN200100UV01.xsd' YPORR_IN0480168UV[rYcontrolActProcess[@classCode="CACT [@moo
dCode='EVNsubject{@typeCode="SUB.)']1]investigationEvent[@classCode="INVSTG'|[@moodCo
de="EVN'JoutboundRelationship[@typeCode="SPRT[relatedInvestigation/codef@code="2"]@code
System="2.16.840.1.113883.3.989.2.1.1.227][r//relatedInvestigation]@classCode=INVSTC [ @mood
Code='EVN'¥subjectOf2[@typeCode='SUBJ Veontrol ActEvent@classCode='CACT' [ @moodCode="
EVN Y authari@typeCode="AUT )fassignedE ntity]@classCode="A5SIGNELD ) representedOrganizatio
nf@classCode="0RG'[@determinerCode=INSTANCE fnameltext()

NullFlavor

MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn;ht7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN049016UV[l/controlActProcess{@classCode='"CACT'|[@moo
dCode="EVN'//subject{@typeCode="SUBJ[1}investigationEvent[@classCode="INVSTG[@moodCo
de='"EVN'outboundRelationship[@typeCode="SPRT|[relatedInvestigation/code[ @code="2"@code
System='2,16,840,1.113883.3.989.2.1.1.22][rVrelatedInvestigation[@classCode="INVS TG f@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ"VcontrolActEvent{@classCode='"CACT [@moodCode='
EVN'Vauthod@typeCode="AUT [/assignedEntity[@classCode="ASSIGNED'}representedOrganizatio
n[@classCode='CRG'[@determinerCode="INSTANCE 'Vname/@nuliFfavor

e c.2r23

HEEOLN (BH)

100AN

Postal Address (AD)

streetAddressLine=A
ddress Part (ADXP)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemal ocation="urn;hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UVrYcontrol ActProcess[@classCode="CACT [[@moo
dCode="EVN'|/subject[@typeCode="SUBJ[1])/investigationEventi@classCode="INVSTG|[@moodCo
de="EVN]foutboundRelaticnship[@typeCode="SPRT [relatedInvestigation/code[@code="2"][@code
System='2,16.840.1,113883,3,989.2,1.1.22']|[r//relatedinvestigation[@classCode='INVSTG'][@mood
Code="EVN)subjectOf2 @typeCode="SUBJ'VcontrolActEvent[@classCode="CACT'|[@moodCode='
EVN'Jauthar{@typeCode="AUT /assignedEntity{@classCode="ASSIGNED'Vaddr{1)/streetAddressLi
nef1jtext()

NullFlavor

IMCCI_IN200100UVO[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-0rg:v3
MCCI_IN200100UV01.xsd'PORR_IN049016UV[rJcontrolActProcess{@classCode='CACT|[@moo
dCode="EVN')subject{@typeCode="SUBJ'|[1}investigaticnEvent[@classCode=NVS TG (@mocdCo
de=EVN'JoutboundRelationship[@typeCode="SPRT[relatedInvestigation/code[@code="2 [ @code
System='2.16.840.1,113883.3.989.2.1.1.22'I[1VrelatedInvestigation[@classCode="INVS TG [[@mood
Code="EVN')subjectOf2[@typeCode="SUB.'YcontrolActEvent @classCode="CACT@moodCode='
EVN'Yauthor{@typeCode="AUT JfassignedEntity[@classCode="ASSIGNED Yaddr{1}/streetAddressLi
ne[1)/@nullFiavor

e C.2r24

BEEOER (HErHH)

35AN

Postal Address (AD)

city=Address Part
(ADXP}

IMCCI_IN200100UV01[@ITSVersion=XML_1.0[@xsi:schemaLocation="urn:hI7-org:v3
MCCI_INZ2001000V01 xsd' VYPORR_IN042016UV[¥controlActProcess[@classCode="CACT [@moo
dCode=EVN'l/subject[@typeCode="SUBJ'] 1}investigationEventj@classCode=INVS TG [@moodCo
de="EVN'[/outboundRelationship[@typeCode="SPRT[relatedInvestigation/code[@code="2"[@code
System="2.16.840.1.113883.3.989.2.1.1.22|[r)/relatedInvestigation[@classCode="INVETG'[@mood
Code="EVN'¥subjectOr2[@typeCode="SUBJ)control ActEvent @classCode="CACT'|[@mcodCode="
EVNJauthar{@typeCode="AUT /assignedEntity[@classCode="ASSIGNED"Vaddr1)/city[ 1}text()

NullFTaver

MCCLIN200HM00UVO[@ITSVersion="XML_1.0"|[@xsi:schemalocation="urn;h7-org;v3
MCCI_IN200100IVO1 xsd' VPORR_IND490 16UV[r) /controlActProcess[@dassCode="CACT[@moo
dCode="EVNVsubjeci{@lypeCode="SUBJ][1}investigationEvent{@classCode='|NVSTG@moodCo
de="EVNVoutboundRelationship[@typeCode="SPRT][relatedInvestigation/code[@code="2@code
System='2.16.840.1.113883,3,989.2,1,1.22'|[r}/relatedInvestigation[@classCode="INVSTG'[[@mood
Code="EVN'/subjectOf2[@typeCode="SUBJVcontrolActEvent@classCode='CACT[@moodCode='
EVN'Vauthof@typeCode="AUT /assignedEntity|@classCode='ASSIGNED Vaddr1)/cityf 11/ @nuliFla
var
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e c.2r25

BEEOER (PHEAFMFE)

40AN

state=Address Pari

Postal Address (AD) | BT 50

(U7 3)

JMCCI_IN200100UVQ1[@ITSVersion="XML_1.0'[[@xsi:schemalocation="urn:hl7-arg:v3
MCCI_IN200100UV01 xsd'YPORR_IN049016UVr//control ActProcess[@classCode="CACT |[@moo
dCode="EVN'Jisubject[@typeCode="SUBJ[1}investigationEvent[@classCode=INVSTG [@moodCo
de="EVN"/outboundRelationship{@typeCode="SPRT [relatedInvestigation/code[@code="2"[@code
System="2.16.840.1.113883,3.988,2.1,1.22"]|[r}/relatedInvestigation[@classCode="INVSTG'[@mocd
Code="EVN'/subjectOf2[@typeCode="SUBJ"Ycontrol AciEvent[@classCade='CACT[@moodCode='
EVN'Vautho{@typeCode="AUT Jassigned Entily[ @classCode="ASSIGNED"J/addr{1}/state[1]/texi()

NullFlavor

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsl:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd"YPORR_IN048016UV[r)control ActProcess[@classCode="CACT'|[@moo
dCode="EVN'}Jsubject[@typeCode="SUIBJ|[1}investigationEvent[@classCode=TNVSTG'[@moodCo
de="EVNfoutboundRelationship[@typeCade="SPRT [frelatedInvestigation/code[@code="2[@code
System="2.16.840.1.113883.3.988.2.1.1.22']|[r//relatedIinvestigation[@classCode="INVSTG'|[@mood
Code="EVNY/subjectOfR[@typeCode="SUB. Jcontrol ActEvent{@dassCode="CACT|[@moodCode='
EVN'Vauthor{@typeCode="AUT [/assignedEntity[@classCode="ASSIGNED"/addr{1}/state[ 1]/ @nullFI
avor

e C.2r2s

BEEORE (BEES)

15AN

postalCode=Address

Postal Address (AD) Part (ADXP)

IMCCI_IN200100UVOM[@ITSVersion="XML_1.0'i@xsi:schemal.ocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd" YPORR_IN048016V[rfcontrotActProcess[@classCode="CACT'|[@meo
dCode='EVN')/subjecti@typeCode="SUBJ[1)investigationEvent{@classCode=INVSTG][(@mocdCo
de="EVN')foutboundRelaticnship[@typeCode="SPRT [relatedIinvestigation/code]@code="2T @code
System="2.16.840.1.113883.3.989.2.1.1.22'|[r//relatedInvestigation[@classCode="INVSTG'[@mood
Code='"EVNsubjectOf2[@typeCode='SUBJ'Vcontrol AciEvent{@classCode="CACT J[@moodCoede="
EVN'Vauthar{@typeCode="AUT JassignadEntity[@classCode="ASSIGNED"Vaddr1})/postalCode[1]/te
i}

NullFlavor

MCCI_IN200100UVD1[@ITSVersion='XML_1.0'i@xsl:schemalocation="urn:hi7-org:v3
MCC_IN200100UV01.xsd"YPORR_IN048016UV[r¥controlActProcess@classCode='CACT J[@moa
dCode='EVN'}subject[@typeCode="SUBJ'|[1)investigationEvent[@classCode="|NVSTG'[@moodCo
de="EVN')//outboundRelationship[@typeCode="SPRT JirelatedInvestigation/code[@cede="2"[@code
Systemn="2.16.840.1.113883.3,989.2.1,1.22'|[r/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'/subjectOf2[@typeCode='"SUBJ'YcontrolActEvent[@classCode='CACTTi@moodCode='
EVN'Jauthor{@typeCode="AUT }/assignedEntity[@classCode="A5SIGNED")addr{1}/postalCode[1)/
@nullFlavar

e C.2r27

HEEOREES

33AN .

Telecommunication
Address (TEL}

substring(/MCCI_IN200100UVO1[@IT SVersion="XML_1.07[@xsl:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN048016UV[r)control ActProcess[@classCode="CACT'[@moo
dCode="EVN'}subject[@typeCode="SUBJ'1}investigationEvent[@classCode="|NVETG'|[@moodCo
de="EVN'/outboendRelationship]@typeCode="SPRT [refatedinvestigation/code[@code="2"][@code
System="2.16.840.1.113883.3.989.2.1,1.22'lIr/related[nvestigation[@classCode="INVSTG'[@mood
Code='"EVNT/subjectOf2[@typeCode="SUBJ VcontralActEventj@classCade='CACT|[@moodCode='
EVN'Jauthori@typeCode="AUT JassignedEntity[@classCode="ASSIGNEDVtelecom[starts-with{(@v
alue,'tel:))[1V@vatue, 5) ’

NullFlavor

IMGCI_IN200100UVO1[@ITSVersion="XML_1.0)[@xsi:schemalocation='um:hl7-org:v3
MCCI_IN200100UVO1.xsd' YPORR_IN049016UV[r)controlActProcess[@classCode="CACTT[(@moo
dCode='"EVN')/subject{@typeCode="SUBJ'[1}investigationEvent[@classCode="INVSTG@moodCo
de="EVN JfoutboundRelationship[@typeCode="SPRT JrelatedInvestigation/code[@code="2T[@code
Sysiem="2,16.840.1,113883,3,989.2.1.1.22|[}/relatedInvestigation[@class Code= INVSTG'|[@mood
Code="EVN'/fsubjectOf2[@typeCode="SUBJ VeontrolActEventf@classCode="CACT |[@moodCode="
EVN'Yauthori@typeCode='AUT VassignedE ntity[@classCode="ASSIGNEDVielecom[starts-with(@v
alue,'tel' i 1¥@nullFlavor

ICH ICSR HffevigsR
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e C.2rd

#HHORI—F

Concept Descriptor
(CD)

code=Character
String (ST)

(Bl 3)

.| IMCCI_IN200 100UVO 1[@ITSVersion=XML_1.07[@xsi:schemalLocation="urm:h7-org:v3

MCCI_IN200100UVO1.xsd VPORR_IN049018UV[YcontrolActProcess[@classCode='CACT J[@moao
dCode=~'EVN')/subject{@typeCode="SUBJT1}investigationEvent[@classCode="INVSTG[@moodCo
de='"EVN'//outboundRelationship[@typeCode="SPRT[relatedInvestigation/codef@code="2"[[@code
Systern="2.16.840.1.113883.3.989.2.1.1.227][r)/related Investigation[@classCode=INVS TG |@mood
Code='EVN'VsubjectOr2[@typeCode="SUBJ licontrol ActEvent{ @classCode='"CACTI@moodCode='
EVN'Jauthor{@typeCode="AUT VassignedEntity[@classCode="ASSIGNED VassignedPerson[@clas
sCode="PSN'[@determinerCode="INSTANCE')asLocatedEntity[ @classCode='LOCE"][1}location{@
classCode="COUNTRY'][@determinerCode="INSTANCE Ycode{@codeSystem="1.0.3166.1.2.2}/@¢
ode

NullFlavor

MICCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UVD . xsd'YPORR_INDO48016UV[r)/controlActProcess[@classCode="CACT|[@moo
dCode="EVN'Vsubjeci{@typeCode="SUBJF][1)finvestigationEvent{@classCode="INVSTG])[@moodCo
de="EVNT/outboundRelationshipj@typeCode='SPRT'lirelatedInvestigation/code[@code="2"[@ccde
System="2.16.840.1.113883.3.989.2.1.1.22'|[r)/relatadinvestigation[@class Code='INVS TG f@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ Yeontrol ActEvent{@classCode="CACT J@moodCaode='
EVN'YVauthori@typeCode="AUT JassignedEntity|@classCode="ASSIGNED JVassignedPersonf@clas
sCode="PSN[@determinerCode='INSTANCE'/asLocatedEntity[@classCode="LOCE'][1]iccation[@
classCode='COUNTRY'|[@determinerCode="INSTANCE'/code[@codeSystem="1.0.3166.1.2.2/@n
ullFlavor

e C2r4d

i

1N

Coded With
Equivalents (CE)

code=Character
String (ST)

- /MCCI_IN200100UVOI[@ITSVersion="XML_1.0']@xsi:schemalocation="urn:hi7-org:v3

MCCI_IN200106UV01.xsd'PORR_IN048016UV]r)controlActProcess[@classCode='"CACT[@moc
dCode="EVN')/subject[@typeCode="SUBJ'|[1}investigationEvent[@classCode=INVSTG'|[@moocdCo
de="EVN'JfoutboundRelationship[@typeCode="SPRT"|[relatedinvestigation/code[@code="2[@code’
System='2.16.840,1.113683.3.989.2.1.1.227|[r}relatedInvestigation[@classCode="INVSTG'| [@meood
Code="EVN'YsubjectOf2{@typeCode="SUBJ'JcontrolActEvent{@classCode='CACT[@meoodCode="
EVN'Vauthor @typeCode="AUT |/assignedEntity[@classCode="AS5|GNED'VassignedPerson[@clas
sCode=PSN[@determinerCode='INSTANCEJasQualified Entityf@classCode="QUAL'][1}code[@co
deSystem="2,16.840,1,113883.3,989.2.1.1.6'V@code

RHIZMT 5 ICH a—FuY
A RD—=23

MCCI_IN200100UVO1[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-orgiv3
MCCI_IN200100UVO1 xsd YPORR_INO43016LIV[r)/controlActProcess[@classCode="CACT J[@moo
dCode="EVNisubject{@typeCode="SUBJ|[1)/investigationEvent[@classCode="INVSTG[@moadCo
de='EVNJ/outboundRelationship[@typeCode="SPRT[relatedInvestigation/code[@code="2[@code
Systern="2.16.840.1.113883.3.989.2.1.1.221)[r}/related Investigationf@classCode="INVS TG [@mood
Code="EVNYisubjectOi2[@typeCode="SLIBJJcontrolActEvent{@classCode="CACTJ[@moodCode="
EVNjauthor@typeCode="AUT [fassignedEntity[@classCode="ASSIGNED)fassignedPerson[@clas
sCode=PSNT[@determinerCode="INSTANCE"/asQualifiedEntity[@classCode="QUAL[1])/code[@co
deSystem="2.16.840.1.113883.3.985.2.1.1.6)/@codeSystemVersion

NutlFlavror

MCCLIN200100UVD1[@ITSVersion="XML_1.0)[@xsi:schemalocation="urn:kl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_INQ490 16UV[r//controlActProcess[@classCode='"CACT|[@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. 1.22T|[r)/relatedInvestigation[@classCode='INVSTG'[@mood
Code="EVN')subjectOf2[@typeCode="SUBJVcontrol ActEveni{@classCode="CACT'|[@moodCodex'
EVN'Vauthorf@typeCode="AUT JassignedEntity@classCode="ASSIGNED'}assignedPerson[@clas
sCode=PSN[@determinerCode="INSTANCE'/asQualifiedEntity{@ctassCode="QUAL[1}code[@co
deSystem="2.16.840.1.113883.3.989._2.1.1.6 1 @null Flavor

ICHICSR HEfffratsss
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e c.2rb

RE BN EOR—XINGR

1N

Real Number
{REAL)

(BIFE3)

IMCCI_IN200100UVO[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hl7-org:v3
MCCL_IN200100UV01.xsd'VPORR_IN048016UV]r)controlActProcess[@classCade="CACT][@moo
dCode="EVN)/subjecti@typeCode='SUBJ'1}investigationEvent{@classCode="INVSTGT@moodCo
de="EVN"foutboundRelationship[@typeCode="SPRT [relatedinvestigation/codef@code="2@code
System="2.16.840.1.113883.3.989.2.1.1.22'|[}/priorityNumber/@value

EFREHREOREEIC
RS L]

REHORM

N

Coded With
Equivalents (CE)

code=Character
String (ST)

IMCCI_IN200100UVO[@ITSVersion="XM|__1.0'@xsl:schemalocaion="urn:hl7-org:v3
MCCI_EN200100UV01 . xsd' VPORR_IN048016UV[rJcontrolActProcess[@classCade='"CACT][@moo
dCode="EVNT/subject]@typeCode='SUBJ1)investigationEvent{@classCode=INVS TG f@meocdCo
de="EVN')/subjectOf [@typeCode="SUB.'contralActEvent/author/assignedEntity/code[ @codeSyste
m='2.16.840.1_113883.3,989.2.1.1.7'][1VcontrolActEvent)@classCode='"CACT [ @moodCode="EVN']
fauthori@typeCode="AUT /assignedEntity[@classCode="ASSIGNED'code[@codeSystem='2.16.84
0,1,113883.3.989.2.1.1.7'V@code

#EEOHMIZMT S ICH
O—FYRARHH—Da

MCCI_IN200100UVO1[@I TSVersion="XML_1.0')[@xsi:schemalocation="urn:hl7-arg:v3
MCCI_IN200100UV01.xsd' YPORR_IN049016UV[rl/controlActProcess[@classCode="CACT J[@meo
dCode='EVN/subject[@typeCode="SUBJ[1]finvestigationEvent[@classCode=INVSTG[@mocdCo
de="EVN')/subjectON[@typeCode='SUBJ[controlActEvent/author/assignedEntity/code[@codeSyste
m="2.16.840,1.113883.3.989.2.1.1.7'][ 1 controlActEvent[(@classCade="CACT | [@moodCoda="EVN"
Yauthor{@typeCode="AUTassignedEntity[@classCode="ASSIGNED"Ycode[@codeSystem="2.16.8

- 40.1.113883,3.989.2.1.1.7')@codeSystemVersion

#EHOH

100AN

Qrganization Name
(ON}

name=Entity Name
Part (ENXP)

IMCCL_IN200100UVR[@ITSVersion="XML_1.0'T@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN048016UV[r/controlActProcess[@classCode="CACT[@moo
dCode='"EVN'I/subject{@typeCode="SUBJ'[1}investigationEvent{@classCode="INVSTGT[@moodCo
de='EVN')/subjectOf1 [@typeCode="SUBJcontral ActEvent/author/assignedEntity/code] @codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7'[[ 1JcontrolActEvent{@classCode='CACT[@mocodCode="EVN']
fauthor[@typeCode="AUT"//assignedEntity[@classCode="ASSIGNED'JrepresentedOrganization[@cl
assCode='ORG'[@determinerCode="INSTANCE'VassignedEntity[@classCode='ASSIGNED )/frepres
entedCrganization[@classCode="ORG|[@determinerCode="INSTANCE'Yname/text(}

BEFEOREE

e C.3.3.1

EEHONE

G60AN

Organization Name
(ON)

name=Entity Name
Part (ENXP)

IMCCL_IN200100UVOI[@ITSVersion="XML_1.0@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UVrJcontrolActProcess[@classCode='"CACT Ji@moo
dCode='EVN')/subject{@typeCode="SUBJ']1linvestigationEventi@classCode="INVSTG[@moodCo
de="EVN"/subjectOf [@typeCode="SUBJT[controlActEventiauthorfassignedEntity/code[ @codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7']I[1VcontrolActEvent(@classCode='CACT | [@maodCode="EVN']
fauthorf@typeCode="AUT"/assignedEntity[@classCode='ASSIGNED")irepresentedOrganization[@cl
assCode="0RG"[@determinerCode="INSTANCE'Vname/ftext{)

e C.3.3.2

REEOWE

50AN

Person Name (PN)

prefix=Entity Name
Part {(ENXP)

IMCCI_IN200100UVOIf@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN(42016UV]rVcontrolActProcess[@classCode='"CACTl[@moo
dCode="EVN')/subjec@typeCode="SUBJ'J[1)investigationEvent[@classCode="INVSTG[@moodCo
de="EVN")fsubjectOf1[@typeCode="SI'BJ[controlActEventiauthorfassignedEntity/code[ @codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7'| 1 Yeontrol ActEvent{ @classCode="CACT][@mocdCode="EVN'
fauthor[@typeCode="AUT VassignedEntity[@classCode="ASSIGNED")/assignedPerson{@classCode
=PSN'|[@determinerCode="INSTANGE Yname/prefix{1])/text()

ICH ICSR E#faiEH

-14-

2016411 A 10 R




e C.33.3

EIEHOEW

G0AN

Person Name (PN}

given=Entity Name
Part (ENXP)

(BT 3)

MCCI_IN200100UVD1[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01 xsdYPORR_IND49016LV[J/controlActProcess[@classCode='CACT[@moo
dCode='EVN'isubject[@typeCode="SUBJ[1}/investigationEvent[@classCode=INV5TG[@moodCo
de="EVN'//subjectOf1[@typeCode="SUBJ][contralActEvent/author/assignedEntity/code{@codeSyste
m="2,16.840.1,113883.3.989.2.1.1.7'][[ 1VcontrolActEveni{@classCode='CACT [@moodCode="EVN']
fauthor{@typeCode="AUT')/assigned Entity[@classCode="ASSIGNED"/assigned Person[@classCode
='PSN|[@determinerCode="INSTANCE [/name/given]1]Aext()

e C.3.3.4

EEHOPMA

GOAN .

Persocn Name (PN)

given=Entity Name

Part (ENXP)

INMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IND490 16UV[controlActProcess[@classCode='CACT[@moo
dCade="EVN')/subject[@typeCode='SUBJ][1}investigationEvent[@classCode="INVSTG|[@moodCo
de="EVN'|/subjectOf1[@typeCode="SUB.F][controlActEvent/author/assignedEntity/code[@codeSyste
m="2.16.840.1.113883.3.989.2.1. 1.7 1} control ActEvent@classCode="CAC T [@moodCode="EVN']
fauthori@typeCode='AUT ) assignedEntity{@classCode='ASSIGNED'VassignedPerson[@classCode
='PSN'[@determinerCode='INSTANCE Yname/given[2]1ext()

e C.3.3.5

EEEOR

B60AN

Person Name (PN}

family=Entity Name
Part (ENXP)

IMCCI_IN200100UVO1 [@ITSVersion="XML_1.0][@xsi:schemaLocation="urr:hI7-org:v3
MCCI_IN200100UVD1.xsd'YPORR_IN049016UV[rlicontrolActPracess[@classCode="CACT [@moo
dCode='EVN'|/subject[@typeCode="SURJ[1)/investigationEventi@classCode=INVSTG'[@moodCo
de="EVNsubjectOf 1 [@typeCode="SUBJ'|[controlActEvent/authorfassignedEntity/code]@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7'][[1)/control ActEvent[@classCode="CACTJ[@maodCode="EVN"]_
fauthorj@typeCode=AUT JassignedEntity| @classCode=ASSIGNED'/assignedPerson[@classCode
='PSN'[[@determinerCode="INSTANCE name/family[1}/text()

h C.34

AEEDER, FAXES, B
BESRURFA—LT F

L2

e C.3.4.1

REEOERT ()

100AN

Postal Address (AD)

streethddressLine=A
ddress Part (ADXP)

MMCCI_INZ00100UVOI[@ITSVersion="XMI|_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN048016UV[r)/controlActProcess[@classCode="CACT J{@moo
dCode="EVN')subject{@typeCode="SUBJ|[1}investigationEvent[@classCode="INVSTG|[@moocdCo
de="EVN'/subjectOf[@typeCode="SUBJfcontrolActEvent/author/assignedEntity/code[@codeSyste
m='2.18.840.1.113883.3.989.2.1. 1.7"]|[ 1 }control ActEvent[@classCode="CACT'|[@moodCode='"EVN']
fauthor{@typeCode="AUT VassignedEntity[@classCode="ASSIGNEDYaddr[1]/streetAddressLine] 1]/t
ext()

e Ca42

EEHFOER (HETH%)

35AN

Paostal Address (AD)

city=Address Part
(ADXP)

MCCILIN200100UVO1[@IT SVersion="XML_1.07[@xsi:schemaLocation="urn:hI7-org.v3
MCCI_IN200100UV01 . xsd VPORR_ING49018UV[McontrolActProcess[@classCode="CACT[(@moo
dCede='EVN'/subject|@typeCode="SUB.J'[1)investigationEvent{@classCode=NVSTG f@moodCo
de="EVN'subjectOf1[@typeCode="SUBJ[controlActEvent/author/assignedEntity/code]@codeSyste
m="2.16.840.1.113883.3.985.2.1.1.7']][ 1 /contral ActEvent{@classCode="CACT Ji@moodCode="EVN']
fauthor{@typeCode="AUT J/assignedEntity[@classCode="ASSIGNED )add]1)city[1]/text()

e C343

EREGER (HFEFTE)

40AN

Postal Address (AD)

state=Address Part
(ADXP)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xst:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_INO49016UV{rJcantrol ActFrocess{@classCode='CACT[@meoo
dCode="EVN)/subject[@typeCode="SUBJ][1)investigationEvent{@classCode=|NVSTG'[@moodCo
de="EVN/subjectOfl [@typeCode="SUBF][controlActEvent/authorfassignedEntity/code] @codeSyste
m="2.16.840.1.113883.3.989.2.1. 1.7 1¥control ActEvent{@classCode='"CAC T'[@moodCode="EVN']
fauthor[@typeCode="AUTVassignedEntity[@classCode='ASSIGNE D' add[1 state[1]/text()

ICH ICSR. HifffAiEeR
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e C344

REEOER (BEEFS)

15AN

Postal Address {(AD)

postalCode=Address
Part (ADXP)

(BU¥3)

IMCCI_IN200100UVH@ITS Version=XML_1.0')[@xsi:schemalocation="urn;hl7-org:v3
MCCIL_IN200100UV01.xsd'VPORR_IN049016UV[rVcaontrolActProcess[@classCode="CACT[@moo
dCode='"EVNsubject[@typeCode="SUBJ'][1)investigationEvent[@classCode="INVSTG@moodCo
de="EVN")fsubjectOf{ [@typeCode="SUBJ|[controlActEventauthor/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7']|[1}controlActEvent@classCode='CACTT[@moodCode="EVN’]
fauthor[@typeCode="AUT /assignedEntity[@classCode="ASSIGNED add{1)/postalCode[1}/text(}

e €345

REEOER (Ba—F)

Concept Descriptor
co)

code=Character
String (ST}

/MCCL_IN200100UVI[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn:hl7-org:v3
MCCi_EN200100UV01.xsd' VPORR_IN049016UV[rlicontrol ActProcess[@classCode="CACT [@moo
dCode='EVN/subject[@typeCode="SUBJ|[1}investigationEvent[@classCode="INVSTG@moodCo
de="EVN')/subjectOf1 [@typeCode="SUBJTcontrolActEven¥authar/assignedEntity/code[@codeSyste
m='2,16.840.1,113883.3,989.2.1.1.7']|[ 1}/contral ActEvent[@classCode='CACT {@moodCode='EVN']
fauthor[@typeCode="AUT J/assignedEntity[@classCode="ASSIGNED//assignedPerson[@classCode
='PSN'|[@determinerCode=INSTANCE JfasLocatedEntity{@classCode="LOCE'][1}location[@classC
ode='COUNTRY"[@determinerCode="INSTANCE'Jcode[@codeSystem="1.0.3166.1.2.2@code

e C.3.486

ZEEORERS

33AN

Telecommunication
Address (TEL)

substring(/MCCI_IN200100UVS1[@ITSVersion="XML_1.0'|[@xsi:schemal.ocation="urn: hl7-org:v3
MCCIL_IN200100UV01 xsd'YPORR_IN049016UNVrifcontrol ActProcess[@dlassCode='"CACT[@moo
dCode="EVN/subject[@typeCode='SUBJ[1]investigationEvent[@cdassCode="INVSTG[@mocdCo
de="EVN'//subjectOf1 [@typeCode="SUBJ}{controlActEventauthor/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3,889.2,1,1.7')[ 1)control ActEvent| @classCode="CACT f[@moodCode="EVN'}
fauthor{@typeCade="AUT /assignedEnlity[@classCode="ASSIGNED i telecom[starts-with{@value,

tel: Y1 }@value, 5)

e C.3.47

EEED FACEE

33AN

Telecommunication
Address (TEL)

subsiring({MCCI_IN200100UV01[@ITSVersion="XML_1.0'][@xsi:schemal ocation="urn; hI7-org:v3
MCCI_IN200100UVD1 . xsd'YPORR_IN048016UV[rlcontrolActProcess[@classCode='CACT J[@moo
dCode="EVN')/subject[@typeCode="SUBJ'][1}/investigationEvent[@classCode="INVSTG[@mocdCo
de="EVN']/subjectOf1[@typeCode="SUBJ][controlActEventauthorfassignedEntity/code[ @codeSyste
m='2.16.840,1.113883,3,989,2,1,1.7'|[1}/controlActEvent[@classCode='CACT|[@meodCode="EVN']
fauthor{@typeCode="AUT VassignedEntity[@classCode="ASSIGNED"telecom[starts-with{@value,
fax:Y[1V@value, 5)

€ C.34.8

EIEEORTFA—LT FL
A

100AN

Telecommunication
Address {TEL)

substring({MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@uxsi:schemal.ocation='urn:hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UV[rVcontrolActProcess[@classCode='CACT[@moo
dGode="EVN')subject@typeCode='"SUBJ[1)investigationEvent{@classCode=TNV5TG[@moodCo
de="EVN'/subjectOf1[@typeCode="SUBJ][controlActEventauthor/assignedEntity/code[@codeSyste
m='2,16,840.1,113883,3.989.2.1.1.7']l 1)/controlActEvent@classCode='CACT[@moodCode="EVN']
fauthor[@typeCode="AUT VassignedEntity[@classCode="ASSIGNED #elecom[starts-with{@value,
'mailte:))[1/@value, 8)

IR (BEICHELRYE
¥)

MCCI_IN200100UVO1[@IT SVersion="XML_1.0'@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN043016UV[rH/controlActProcessi@classCode='CACTT[@moo
dCode="EVNfsubject{@typeCode="SUBJ|[1}investigationEvent{@classCode="NVSTG[@moodCo
de='EVN'Jireference[@typeCode="REFR[document/codef@code="2"[@codeSystem="2.16.840.1.11
3883,3.989,2.1.1.27]

e C.4.r1

BIMATER

S00AN

Encapsulated Data
(ED)

MICCI_IN200100UVO[@ITSVersion="XML_1.0'][@xsi:schemalccation='urn:hl7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN042018UV{rl/controlActProcess[@classCode="CACT'|[@moo
dCode='"EVNsubject{@typeCode="SUBJ][1}investigationEvent{@classCode="INVSTG[@moodCo
de="EVN'Jreference[@typeCode="REFR][document/code[@code="2[@codeSystem="2.16.840.1.11
3883.3.989.2.1.1.27][r}document[@classCode='DOC[@meodCode="EVN')/bibliographicDesignati
onTextitext() b
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NullFlavor

(B¥R 3)

IMCCI_IN200100UVD1[@ITSVersion="XML_1.0i@xsi:schemalocation="urn:W7-org:v3
MCCI_IN230100UVE1 . xsd'YPORR_IN049016UV[FcontrolActProcess[@classCode='CACT[@mao
dCode="EVN')/subject{@typeCode='SUBJ[1}investigationEventj@classCade=NVSTG|[@moodCo
de="EVN']/reference]@typeCode="REFR"fdocument/code[@code="2"][@codeSystem='2.16.840.1,11
3883.3.989.2.1.1.27][r//document@classCode="DOC[@moodCode="EVN'}bibliographicDesignati
onText/@nullFlaver

e CA.r2

BELDRH

N/A

Encapsulated Data
(ED}

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemal.ocation="urn:hi7-org.v3
MCCLIN200100UVD 1. xsd VYPORR_END490 168UV rl/controlActProcess[@dclassCode='"CACT [@moo
dCode='EVN'[/subject[@typeCode="SUBJ[1}investigationEvent[@classCode="INVSTG[@moodCo
de="EVN'J/reference[@typeCode='REFR'[document/code[@code="2"][@code System='2.16.840.1.11
3883.3.989.2.1,1.27'l[r/document[@classCode="DOC[@moodCode="EVN'Vtext/text()

Rk #ks)

h C.51r

HBOERNE (BRICHL
RYUET)

BYEL
J—F

{MCCL_IN200100UV01[@IT SVersion="XML_1.0'[@xsi:schemal ccation="urn:hl7-org;v3
MCCI_IN2001G0UV01.xsd' VP ORR_IN0490 16UV[r)/controlActProcess[@classCode='"CACT'|[@moo
dCode="EVN'}subject[@typeCode="SUB.F][1])/investigationEvent@classCode='INVSTG[@maodCo
de="EVN')/componenf{@typeCode='"COMP'[adverseEventAssessment]1)/adverseEventAssessment
[@classCode="|INVSTG[@moodCode="EVN'Vsubject1 [@typeCode="SBJ'|[1VprimaryRole[@classC
ode='INVSB.)VsubjectOf [@typeCode="SBJ'T[1)/researchStudyl@classCode='CLNTRL][@moodCo
de="EVN Jauthorization[@typeCode="AUTH']

e C.5.1r1

HEROEBES

50AN

Instance Identifier
m

extension=Character
String {(ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01 . xsd'VPORR_IN049016UV[rlcontrolActProcess[@classCode="CACT [@moo
dCode='EVN/subjectf@typeCode="SLIB.J'|[1])finvestigationEvent{{@classCode="INVSTG[@moodCo
de="EVN"/component[@typeCode="COMP'][adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG [@moodCode="EVN}subjecti[@typeCode="SBJ][1)primaryRole[@classC
ode='INVSBJ'VsubjectOf [@typeCode="SBJ'[1)/researchStudy[@classCode="CLNTRL{@moodCo
de=EVNfauthorization[@typeCode="AUTH"[r}/studyRegistration[@classCode="ACT|[@maoodCode
='EVN'}id[@roof='2.16.840.1.113683.3.989.2.1.3.6'/(@extension

NullFlavor

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'I@xsi:schemalocation="urn: hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN04S018UV[rlicontrolActProcess[@classCode="CACT'j[@moo
dCode="EVN]fsubject{@typeCode='SUB.J'[1]investigationEvent[@classCode=INVSTG'|[@moodCo
de='"EVN/component@typeCode="COMPfadverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG [@moodCode="EVN'Jsubject! [@typeCade="SBJ[1}primaryRole[@classC
ode="INVSBJ'YsubjectOf [@typeCode="SB.J'|[1)/researchStudy[@classCode="CLNTRL[@moadCe
de="EVN'//authorization[@typeCode="AUTH'[r}/studyRegistrationf@classCode='ACT[@moodCode
='EVN'Yid[@root='2.16.840.1.113883.3.989.2.1,3.6"Y@nullFlavor

e C.5.1.r.2

BRROHE

2A

Concept Descriptor
D)

code=Character
String (5T)

MCCI_IN200100UV[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01 .xsd'/PORR_IN049018UV[VcontrolActProcess[@classCode="CACT |[@moo-
dCode="EVN'//subject{@typeCode="SUBJ'[1}investigationEven{@classCode=NVSTG][@moodCo
de="EVN'J/compenent[@typeCode="COMP[adverseEventAssessment][ 1]/adverseEventAssessment
[@dlassCode="INVSTG'[[@moodCode="EVN')subjecti[@typeCode="SBJ']{ 1}primaryRolef@classC
ode="INVSBJYsubjectOf{[@typeCode="SBJ)[1}fresearchStudy[@classCode="CLNTRLT[@moodCo
de="EVN'Vauthorizaticn[@typeCode="AUTH]r}studyRegistration[@classCode="ACT'][@moodCode
='EVN')/author] @typeCode="AUT Merritorial Authority[@classCode=TERR JgoverningPlace[@class
Code="COUNTRY'T@determinerCode="INSTANCE')/code[@codeSystem="1.0.3166,1.2.2'/@code
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NullFtavor

(BI%ES 3)

MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn: hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_INQ43016UV[rYcontrolActProcess[@class Code="CACT[[@moo
dCode="EVN Vsubjec{@typeCode="SUBJ][1}investigationEvent[@classCode="INVSTG[@moodCo
de="EVN}fcomponent[@typeCade="COMP"[adverseEventAssessment]{1VadverseEventAssessment
{@classCode='\NVSTG[@moodCode="EVN'Ysubjecti]@typeCode="SBJ'|[1)primaryRole[@classC
ode='INVSBJ'YsubjectOf1[@typeCode="SBJ'[1)researchStudy[@classCode="CLNTRL][@moodCo
de="EVN/authorization[@typeCodes'AUTH][)/studyRegistration[@classCode="'ACT][@moodCode
='EVNYauthori@typeCode=AUT Jteritorial Authority[@classCode="TERR JgoverningPlace[@class
Code="COUNTRY'|[@determinerCode=INSTANCE Ycode[@codeSystem="1.0:3166.1.2.2'V@nullFla
vor

B4

2000AN

Character String
(5T

IMCCI_IN200100UVHI[@ITSVersion="XML_1.0'[@xsi:schemalocation='urn:hi7-org:v3
MCCI_IN200100UV01. xsd'VPORR_IN048016UV]JcontrolActPracess|@classCode="CACT@mao
dCode='EVN'Vsubject{@typeCode="SUBJ[1])investigationEvent{@classCode=NVSTG J[@mocdCo
de='EVN')//component[@typeCode="COMP][adverseEventAssessment][1}adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN'Ysubjectt[@typeCode="SBJ][1)/primaryRole[@classC
ode="INVSBJ'}/subjectOf [@typeCade="SBJ[1JresearchStudy|@classCode="CLNTRL[(@moodCo
de='EVNT/titie/iext(} .

NullFlavor

MCCE_IN200100UVO1[@ITSVersion=XML_1.0'[@xsi:schemalocation="urn:hi7-org.v3
MCCI_IN200100UV01.xsd'YPORR_INO490 16UVIrJcontralActProcess[@classCode='CACT J{@mao
dCode="EVN')subject[@typeCode="SUBJ[1)investigationEvent{@classCode="INVSTG'[@mocdCo
de="EVN'J/component[@typeCode="COMP'[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG [@moodCode="EVN Ysubject1 [@typeCode="SBJ[1)/primaryRole[@classC
ode="TNVSBJYsubjectOf [@typeCode="SBJ|[1)/researchStudy{@classCode='CLNTRL][@moodCo
de="EVN'ititle/@null Flavor

e C.53

RBREHE (AR —) @
RS

S0AN

Instance Identifier

an

extension=Character
String (ST)

IMCC1_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_INO480 18UV(r)/controlActProcessf@classCode='CACT [@moo
dCode="EVNT/subject{@typeCode="SUBJ][1)investigationEvent{@classCode="INVSTG'[@mocdCo
de="EVN'/compenentf@typeCode="COMPJfadverseEventAssessment]{1}/adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVNYsubject1 [@typeCode="SBJ[1}primaryRele[@classC
ode="INVSBJ'VsubjectOf 1[@typeCode="SBJ[1]/researchStudyj@classCode="CLNTRL|[@moodCo
de="EVN'|id[@root="2.16.840.1.113883.3.989.2.1.3.5"//@extension

NullFlavor

IMCCI_IN200100UVD[@ITSVersion="XML_1.07[@xsi:schemal.ocation="urn:hl7-org:v3
MCCI_IN200100UV(H . xsd'YPORR_IN0490 16U V]rl/controlActProcess[@classCode="CACT Ji@moo
dCode=EVN/subject{@typeCode='SUBS[1}investigationEvent[@classCode=INVSTG|[@moocdCo
de='EVN']icomponenti@typeCode='"COMP'fadverseEventassessment][1fadverseEventAssessment
[@classCode="TNVSTG[@moodCade="EVN}sukject1[@lypeCode="SBJ'] 1)/primaryRole[@classC
ode="INVSBJ'VsubjectOf [@typeCode="SBJ'|[1]/researchStudy[@classCode="CLNTRL][@maodCo
de='EVN]Ad[@root="2,16.840.1.113863.3.9689.2.1.3.5)/@nullFlavor

e C.54

El{ER -/ ARERLARE S
hiNBOWE

1N

Coded With
Equivalents (CE)

code=Character
String (ST)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation='urr:hl7-org.v3
MCCI_IN200100UV01 . xsd'/PORR_IN0490 18UVIrl/controlActProcessf@classCode='CACT@moo
dCode="EVN"}/subject[@typeCode="SUBJ][1}investigationEvent{@classCode="INVSTG JI@moodCo
de='"EVN'[icomponent{@typeCode='COMP'JladverseEventAssessment][1 VadverseEventAssessment
[@classCode="INVSTGE'[[@moodCade="EVNJsubject[@typeCode="SB.)'[1primaryRole[@classC
cde='INVSBJVsubjectOf [@typeCode="3BJ[1}/researchStudy[@classCode="CLNTRL'|[@moodCo
de="EVN']icode[@codeSystem="2.16.840.1.113883,3.989 2.1.1.8'/@code

ICH ICSR BefifrotER

-18-

2016811 10 R




R ARERI NS
hictABROAFISWT S
ICH a—FUYZA pDs—
P

(Bl 3)

MCCI_IN200 100UV I@ITSVersion="XML_1.07[@xsi:schemaLocation="urn:hl7-ocrg:v3
MCCI_IN200100UVO .xsd")/PORR_INO49016UV|r[/controlActProcess{i@classCode="CACT [(@moo
dCode="EViN')/subject[@typeCode="SUB.J1[1}/investigationEvent{@classCode=INVS TG [@moodCo
de="EVN/companentf@typeCode="COMPJ[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN'/subject1 [@typeCode="SBJ][1)/primaryRole[@classC
cde="INVSBJIYsubjectOf1 [@typeCode="SBJ][1)researchStudy@classCode="CLNTRLf[@moodCo
de="EVN7/code[@codeSystem="2.16.840.1.113883.3.989.2.1.1.8'}@codeSytemVersion

AR

BE (KL =2 v

BOAN

Entity Name (EN)

name=Entity Name
Part (ENXP)

IMCCI_IN200100UVOI[@ITSVersion="XML_1.0'J@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UV[rlicontrol ActProcess[@classCode='"CACT][@moo
dCode='EVN/subject{@typeCode="SUBJ'|[1)finvestigationEvent[@classCode='INVSTG | [@maodCo
de="EVN")/componeni[@iypeCode="COMP'|[adverseEventAssassment]1)/adverseEventAssessment

. [@classCode="INVSTG[@moodCode="EVN}subject1[@typeCode="SBJ'][1}primaryRole[@classC

ode="INVSBJ'Vptayeri[@classCode="FSN'|@determinerCode='INSTANCEYname[1]/text()

NullFTavor

IMCCIL_IN200100UVOI[@ITSVersion="XML_1.0'@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.x5d'YPORR_IN049016UVrfcantrolActProcess[@classCode='CACT|[@moo
dCode="EVN’)/subject{@typeCode="SUBJ' 1}investigationEvent@classCode=INVSTG[(@mocdCa
de="EVN'J/component[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'l@moodCode="EVN'lsubject[@typeCode="SBJ[1VprimaryRole[@classC
ode="INVSBJYplayer1[@classCode="PSN[@determinerCode="INSTANCE Vname[1}/@nullFlavor

BEDOERERFERFRTL
OWER (REMFITEhT
AF:2 1))

e D.1.1.1

BHOBRRBESRUT
ORETE (MMRERNGE
)

20AN

Instance ldentifier
(n

extension=Character
String (ST}

MCCI_IN200100UVD1[@ITSVersion="XML_1.0')[@xsi:schemal ocation="urn:h17-org:v3
MCCI_IN200100UV01 xsd VPORR_IND49016UV[rl/controlActProcess|@classCode='"CACTl[@moo
dCode="EVN')/subject{@typeCode="SUBJ][1¥investigationEvent{@classCode=NVSTG'|[@moadCo
de="EVNT/component{@typeCode="COMP'J[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'Ti@moodCode=EVN}/subject1[@typeCode='SBJ'|[1)¥primaryRale[@classC
ode="INVSEJ)player1[@classCode="PSN'[@determinerCode="INSTANCE'VasldentifiedEntity[@cla
ssCode=|DENT|[codel@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|[1V@extension

NullFlavor

{MCCI_IN200100UVO1[@ITSVersicn="XML_1.0'[[@xsi:schemaLocation="umn:hl7-org:v3
MCCI_IN200100UV01.xs¢" YPORR_INO49016UV[r}control ActProcess[@classCode="CACT [j@moo

'dCode="EVN'Vsubject[@typeCode="SUBJ][1)investigationEventf@classCode="INVSTG[@moodCo

de="EVN')/component[@typeCade='COMP"{adverseEventAssessment][1)adverseEventAssessment
[@classCode="INVSTG@moodCode="EVNVsubject i]{@typeCode="SBJ']1)/pimaryRole[@classC
ade="INVSBJ'Yplayer1[@classCode="PSN'j[@determinerCode=NSTANCE JVasldentifiedEntity[@cla
ssCode="DENT[code[@code="1"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.4T[1)¥id[@root="
2.16.840.1.113883.3.989.2.1.3.7"|[1Y@nullFfavor

e D.1.1.2

BEOBRERFERUE
OER (EMEERRRE
)

20AN

Instance Identifier

a

extension=Character
String (8T)

MCCI_IN200100UVOI[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org:v3
MGCI_IN200100UV01.xsd'YPORR_IN049016UV[i¥controlActProcess{@classCode='CACT'|[@maoo
dCode="EVN')subject{@typeCode="SUBJ'1]investigationEvent{@classCode="INVSTG][@mocdCo
de='EVN'[fcomponent[@typeCode='COMPJ[adverseEventassessment][1)/adverseEventAssessment
[@classCode='INVSTG'[@moodCode="EVNYsubject1 [@typeCode="SBJ'|[1}primaryRole[@classC
ode="INVSBJ'Jplayer1[@classCode="PSN'|[@detemminerCode="INSTANCE VasldentifiedEntity[@cla
ssCode="|DENT|[code[@code="2][@codeSystem="2.16.840,1.113883.3.989.2.1. 1.4 [ 1}fid[@rcot="
2,16.840.1.113883.3.989.2.1.3.8T[ 1}/ @extension
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NultFlavor

(BlER3)

{MCCI_IN200100UVD1[@ITSVersion="XML_1.0'|[@xsi:schemalocation="urn:hI7-org:v3
MCCI_IN200100UV01 xsd VPORR_INO490 16UV[r/controlActProcessf@classCode='CACT [j@mao
dCode='"EVN'subject@typeCode="SUBJS|[1VinvestigationEvent{@classCode='INVSTG[@moodCo
de="EVN'J/componen{@typeCode='"COMP'[adverseEventAssessment]{1/adverseEventAssessment
[@classCode=INVSTG[@moodCode="EVN'Ysubject! [(@typeCode='SBJ']1)primaryRole[@classC
ode="INVSBJ'Vplayer1[@classCode="PSN'|[@determinerCode="INSTANCE YasldenlifiedEntity[@cla
ssCode="IDENT[code[@code="2"[@codeSystem="2.16.840.1.113883.3.989,2.1.1.4'|[1/id[@rcot="
2.16.840.1.113883.3.989.2.1.3.871 y@nuliFlavor

e D113

EROBREBERRUT
DIRT (FRBRRRE
)

20AN

Instance ldentifier
(n

extension=Character
String {8T)

MMCCI_IN200$00UVO1[@ITSVersion="XML_1.0"][@xsi:schemalocation="urm:h|7-org:v3
MCCI_IN200100UV01 . xsd'YPORR_IN048016UV[rlcontrolActProcess[@classCode="CACT][@moo
dCode="EVN')/subject[@typeCaode="SUBJ[1}investigationEvenl{@classCode="|NVSTG[@moodCo
de="EVN'[/component[@typeCode="COMPJ[adverseEventAssessment][1)/adverseEventAssessment
[@¢lassCode="INVSTG @moodCode="EVNVsubject1[@typeCode="SB.'[{1/primaryRole][@classC
ode='|NVSBJ'Vplayeri[@classCode='PSN'|[@determinerCode=TNSTANCE VasldentifiedEntity[@cla
ssCode='IDENT][code[@code='"3][@codeSystem="2.16.840.1.113883.3,988,2, 1. 1.4'T|[ 1 Vid[@root='
2.16.840.1.113883,3.989,2.1.3.8[1)@extension

MullFlavor

IMCCI_IN200100UV01[@ITSVersion="XML_1.0'][@xsi:schemaLlocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IND43016UV[JcontrolAciProcess[@classCode='CACT[@moo
dCode="EVN')/subject{@typeCode="SUBJ'[1}/investigationEvent]@classCode="INVSTG[@mocdCo
de='EVN)component[@typeCode='COMP’|[adverseEventAssessment][ t/adverseEventAssessment
[@classCode="INVST G [@moodCode="EVN')subjecti[@typeCode="SBJ'|[1}primaryRole[@classC
ode='INVSBJ'Yplayeri[@classCode='PSN[@determinerCode="INSTANCE'Vasidentified Entity[@cla
ssCode="IDENT][code[@code="3][@codeSystem="2,16,840,1.113883.3.989.2.1. 1.4 1)id[@root="
2.16.840.1.113883.3.989.2.1.3.9'[[1 Y@nullFlavor

e D.1.1.4

BFoERNAEERUT
OFHER (MBOSFTORE
ERIEE)

20AN

Instance |dentifier
()]

extension=Character
String (8T)

IMCCI_IN200100UVO1[@ITSVersion=XML_1.0[@xsi:schemalocation="umn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN042016UV[r/controlActProcess[@classCode="CACT l[@moo
dCode="EVN')subjecti@typeCode="SUBJ']1}investigationEvent[@classCode="INVSTG"[@mocdCo
de='EVNJcomponent[@typeCode='COMP'|[adverseEventAssessment][1)/fadverseEventAssessment
{@classCode='INVS TG J@moodCode=EVNYsubjecti[@typeCode='SBJ][1VprimaryRole[@classC
ode="INVSBJ'Vplayeri[@classCode='PSN'[@determinerCode=INSTANCE VasIdentifiedEntity[@cla
ssCode='IDENT"]|[code{@code="4][@codeSystem="2.16.840,1.113883.3,989,2.1.1.4'[I[1)id[@root='
2.16.840.1.113883,3,989.2.1.3.107[1/@extension

NullFlavor

MACCEL IN200100UVO H{@ITSVersion="XML_1.0'[@xsi-schemalocation="urm:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_ING43016UV[r{contralActProcess[@classCode="CACT [@moo
dCade="EVNVsubjecti@typeCode="SUBJ'[[1}investigationEvent{@classCode="INVSTG][@moodCo
de='EVNYcomponent[@typeCode="COMP"[adverseEventAssessment][1)/adverseEventAssessment
{@classCode='INVSTG [@moodCode="EVN'Ysubjecti[@typeCode="SBJ'||1)/primaryRolef@classC
ode="INVSBJ'Vplayert[@classCode="PSN[@determinerCode="INSTANCE Yas|dentifiedEntity[@cla
5sCode="IDENT"|[codef@code='4']|@codeSystem="2.16.840.1.113883.3.989.2.1.1 4| [1)id[@root=""
2.16.840.1.113883.3.989.2.1.3.10 1 Y@nullFlavor

e e

¥5AA

81~ B

Paintin Time (TS)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0[[@xsi:schemaLocation="urn:hl7-org:v3
MCCL_IN200100UV01.xsd'YPORR_IN049016 UV FcontrolActProcess[@classCode="CACTI[@moo
dCode="EVN')subject{@typeCade="SUB.I[1}investigationEventf@classCode=NVSTG][@moodCo
de='EVN'l/component[@typeCode="COMP][adverseEventAssessment]{1}/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN}/subject1[@typeCode="SBJ']1)primaryRole[@classC
ode="INVSBJVplayeri[@classCode='PSN'][@determinerCode="INSTANCE /birthTime/@value
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NullFlaver

(AIEE 3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.x5d"YPORR_IN0490 16UV([rJcontrolActProcessf@classCode="CACT][@moo
dCode="EVN'Ysubject{@typeCode="SUBJ]{ 1}investigationEvent{@classCode='|NVSTG[@moodCo
de='EVN/component]@typeCode='COMP'[fadverseEventAssessment]{1)/adverseEventAssessment
[@classCode="INVSTG'[[@moodCaode="EVN'//subject1[@lypeCode="SBJ'][1)/primaryRole[@classC

-ode="INVSBJ)playeri[@classCode="PSN'|[@determinerCode='INSTANCE 'VbirthTime/@nullFiavor

h D.z2

B HEERRARD
£

e D.2.2a

MER " HEERRREBHO
£l (%)

5N

Physical Quantity
P

value=Real Number
(REAL)

IMCCI_IN2001 00UV I[E@IT SVersion="XML_1.0'][@xsi:schemal.ocation='urn:h|7-org:va
MCCI_IN200100UVD1.xsd'VPORR_IN0480 168UV [r)/controlActProcess[@classCode='CACT|[@moo
dCode="EVN'|/subjecti@typeCode="SUBJ'][1])/investigationEventi@classCode="INVSTCE[@moodCo
de="EVNJicomponent[@typeCode="COMP'j[adverseEventAssessment][1JadverseEventAssessment
[@classCode="INVSTG[@meodCode="EVN'Vsubject1 [@typeCode="SBJ'I[1}VprimaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="S BJ|[observation/code[@code="3"[@codeSystem="2.16.84
0.1.113883.3.989.2_1.1.19'][ 1 Yobservation[@dassCode="0B S| [@moodCode="EVN'Jvalus[@xsityp
e='"PQ1¥@value

e D.2.2b

| BER AR RE SO

i (BT

S0AN

Physical Quantity
(PQ}

unit=Coded Simpte
Value (CS)

IMCCI_IN200 100UV [@ITSVersion="XML_1.0"]@xsi:schemal ocation="urn: hl7-org;v3
MCCI_IN200100UV01.xsd'YPORR_IN048016UV[r/controlActProcess[@classCode="CACT'|[@maoc
dCode="EVN"/subject{@typeCode="SUBJ'[1]investigationEvent[@classCode=1NVS TG [@mocdCo
de='EVN'Jicomponent{@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCade="EVN)/subject1[@typeCode="SB.)|[1VprimaryRole[@classC
ode="INV5BJ'{/subjectOf2[@typeCode="SBJ'observation/code[@code="3"@codeSystem~='2.16.84
0.1.113883.3.989.2.1.1.19'])[1 Jobservation[@classCode="0BS'[@moodCode='"EVNYvalue[@xsi:typ
e='PQ[1)/@unit

e D.2.2.1a

BRERTORERARER
REOITEM (%)

3N

Physical Quantity
Q)

value=Real Number
(REAL)

IMCCI_IN200100UVO[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn:hi7-crg;v3
MCCI_IN200100UV01 .xsd'YPORR_IN049016UV[rVcontrolActProcess[@classCode="CACTI[(@moo
dCode="EVN'/subject{@iypeCode="SUBJ][1]investigationEvent{@classCode="INVSTG'[@moodCo
de="EVNj/component{@typeCode="COMP"|[adverseEventAssessment][ 1}fadverseEventAssessment
[@classCode= INVSTG [@moeodCode="EVNVsubject [@typeCode="SBJ'|[1})primaryRole[@classC

{1 ode="INV5BJ/subjectOf2[@typeCode="SBJ[observation/code[@code~="16'|[@codeSystem="2,16.8

40.1.113883.3.989.2.1.1.197][1}/cbservation|@classCode="OB5"[{@moodCode="EVNWvalue[@xsi:ty
pe="PQI[1)/@value

e D.2.2.1b

BERTOBERHEER
REOIIENAM (Bt

S50AN

Physical Quantity
FQ)

unit=Coded Simple
Value (CS)

MCCLIN200100UVOT[@ITSVersion="XML_1,0°[@xsi:schemalocation="urn:hi7-org:va

MCCI_IN200 100UV01.xsd YPORR_INO49016UV[rlcontrolActProcess|@classCode='CACT [[@moo
dCode="EVN'//subjeci{@typeCode="SUBJ[1]}/investigationEvent|@classCode='INVSTG[@moodCo
de="EVNcomponent[@typeCode="COMP'][adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVNVsubjecti[@typeCode="SBJ'J 1}/primaryRole[@classC
ode="INVSBJ'V/subjectOf2[@typeCode="SBJ"|[observation/code[@code="16'[@codeSystem="2.16.8

40.1.113883.3.969.2.1.1.187][1]fobservation|@classCode="0B ST [@moodCode="EVN|Aalus{ @xsi:ty

pe="PQ')[1)/@unit

BEOFRYE (BEEOERR
I2& %)

iN

Coded With
Equivalents (CE)

code=Character
String (ST)

{MCCI_IN200100UVO{@IT SVersion="XML_1.0')[@xsi:schemaLocation="urn:hI7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UVIr/controlActProcess[@classCode="CACT[@moo
dCode='EVN'Y/subject[@typeCode="SUBJ][1)investigationEveni{@classCode='INVSTG[@moodCo
de='"EVN'|//component[@typeCode="COMPadverseEventAssessment][1JadverseEventAssessment
[@classCode="INVSTE J[@moodCode="EVN'}subject1[@typeCode="SBJ'|[1)primaryRole[@classC
cde="INVSBJVsubjectOf2[@lypeCode="5BJ[observation/code]@code="4[@codeSystem="2.16.84
0.1.113883.3.989.2.1.1.19')1 Vobservation[@dlassCode="0B S [@moodCode="EVN Jvalue[@xsi:typ
e="CE'[@codeSystem='2.16.840.1.113883.3.989.2.1.1.9[1)/@code
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BEOERY (BEEORR

I2EBNMFHICH a—F

YA bRD—g

(B 3)

MCCI_IN200100UVOT@ITSVersion="XML_1.0'[@xsl:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN0O49016UV[r)/controlActProcess[@classCode="CACT J[@moo
dCode="EVN'/subject[@typeCode="SUBJ][1}investigationEvent[@classCode=INVSTG[@moodCo
de='"EVN)/component{@typeCode="COMP[adverseEventAssessment][1)adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVNisubject1 [@typeCode="SB.J[1]/primaryRole[@classC
ode='|NVSBJ)/subjectOf2[@typeCode="SBJ][observation/code{@code="4"][@codeSystem="2.16.84
0.1.113883.3.989.2.1.1. 197][ 1Vobservation[@classCode="0BS[@mocdCode="EVN value[@xsi:typ
e="CEl[@codeSystem='2,16.840.1,113883,3.989.2,1.1.9T[1)/@codeSystemVersion

X (kg)

6N

Physical Quantity
(PQ)

value=Real Number
(REAL})

IMCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemalLocation="urn:hi7-crg:v3
MCCIL_IN200100UVO1.xsd'YPORR_IN 049016V rYcontrolActProcess]@classCode="CACT|[@moo
dCode="EVN/subject{@typeCode="SUBJ]1}investigationEvent[@classCode=INVSTG[@moodCo
de="EVNJ/component@typeCode="COMP"[adverseEventAssessment][1)/adverseEventAssessment
[@classCade="INVSTG[@moodCode='EVN'Ysubjecti[@typeCode="SBJ|[1}/primaryRale[@classC
ode="INVSBJ'VsubjectOf2[@typeCade="SBJ|[observation/code[@code="7'|[[@codeSystem='2.16.84
0.1.113883,3.989.2.1.1.19']][1Jobservation[@classCode="0BS [@movdCode="EVN Walue[@xsi:typ
e='PQ[@unit="kg'[[1V@value :

B% (cm)

3N

Physical Quantity
(PQ)

value=Real Numher
(REAL}

JTMCCI_IN200-100UVO 1[@ITSVersion="XML_1.0"[@xsi:schemat ocation="urn:hl7-crg:v3
MCGI_IN200100UVO1 . xsd YPORE_IN 0490161 0[rYeontrolActProcess]@classCode="CACT[[@moo
dCode="EVN'/subject[@typeCode="SUBJT[1)investigationEvenif@classCode=NVS TG [@moodCo
de='"EVN')lcomponent{@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=TNVS TG [@moodCode="EVN}Ysubjecti[@typeCode="SBJ'[1}/primaryRole[@classC
ode="INVSBJ'JsubjectOf2[@typeCode="SBJ][observation/code[@code="17"][@codeSystem="2.16.8
40,1.113883.3.989.2.1.1.197)[ 1)/observationf@classCode="0BS@mond Code="EVN')/value[@xsi:ty
pe="PQ[@unit="cm'][1}/@value

A

Coded With
Equivalents (CE)

code=Character
String (8T)

MMCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd VPORR_IN049016UV[rJcontrolActProcess[@classCode="CACT[@moo
dCode="EVN/subject{@typeCode="SUBJ][1)investigationEvent{@classCode="INVSTG][@moodCo
de="EVN'J/component[@typeCode="COMPladverseEventAssessment]{1)adverseEventAssessment
[@classCode="NVSTG'[@moodCode="EVN'/subject1[@typeCode="SBJ][1])/primaryRole[@classC
ode="INVSBJ'Yplayer1[@classCode="PSN'][@determinerCode="INSTANCE VadministrativeGenderC
ode[@codeSystem="1.0.5218")/@code

NullFlavor

/MCCI_INZ00100UVO1[@ITSVersion="XML_1.0"][@xsi:schemal.ocation="urn:hl7-org:v3
MCCI_IN200100UVD1 .xsdYPORR_IN0490 16UV]r)/controlActProcess[@classCode="CACT'|[@moo
dCode=EVN)subject{@typeCode="SUBJ1}investigationEvent{@classCode=INVSTG'|[@mocdCo
de="EVN')lcamponenti@typeCode='COMP'JadverseEventAssessment)[1)adverseEventAssessment
[@classCode="INVSTG' [@moodCode="EVN'Vsubject[@iypeCode="SBJT1}primaryRole[@classC
ode="INVSBJYplayer1[@classCode=PSN[@determinerCode=INSTANCE Jadministrative GenderC
ode[@codeSystem="1.0.5218"Y@nullFlavor

RERER

B{T./EM

Pointin Time (TS)

IMCCIL_IN200100UVO1[@IT SVersion="XML_1.0"|[@xsi:schemalocation="urn:hi7-org:v3
MCGI_IN200100UV01. xsdVPORR_IN048016UVr)controlActProcess[@classCode="CACT@moo
dCode="EVN')/subject@typeCode="SUBJI[1)/investigationEveni{@classCode="INVSTG[@mocdCo
de="EVN'Ycomponent[@typeCode="COMP'|[adverseEventAssessment][1}adverseEventAssessment
[@classCode=MNVSTG'[@moodCode="EVN'Vsubjecti[@typeCode="SBJ|[1}primaryRolef@classC
ode="INVSBJ)subjectOfR2[@typeCode="SBJ Jlobservation/code[@code="22][@codeSystem="2.16.8
40.1.113883.3,989.2.1.1.19]][1)/observation[@classCode="0BS i@moodCode="EVN ) value[@xsi:ty
pe="TS[1V@value
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NullFlavor

(BlIE:3)

MACCL_IN20000UVD[@ITSVersion="XM|_1.0'][@xsi:schemal ocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsdPORR_ING43016UVErJcontralActProcess[@classCode='CACT[@moo
dCode='EVN'Ysubject{@typeCode="SUBJ][1)investigationEvent{@classCode='INVSTG'[@maodCo
de="EVNVcomponent{@typeCode='COMP'[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG"[@moodCade="EVN'Vsubject![@typeCode="SB./[1}primaryRole[@classC
ode="TNVSBJ)/subjectOf2{@typeCode="SBJ[chservation/code[@code="22'[@codeSystem="2,16.8
40.1.113883.3.989.2.1.1.197)[1)/abservation|@classCode="0BS [[@mocdCode="EVN]fvalus]@xsi:ty
pe="TS1Y@nullFlavor

BT 5 MEDR UMREE
#® (BfEA- HRERER
<)

h D.7.4.r

B Y B G M B R LR
RomiitEhi-iNg DE
=i L YES)

IMCCI_IN200100UVH[@ITSVersion="XML_1.0"[@xsi:schemalocation="um:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN048016UV[rJcontrolActProcess[@classCode="CACT][@moo
dCode="EVNT/subject[@typeCode="SUBJ][1}investigationEvent[@classCode=INVSTG[@mocdCo
de="EVN')/component[@typeCode="COMP|[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="|INVSTG[@moodCode="EVN')/subject1[@typeCode="SB.Jj[1}/primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJ'Jorganizer/code]@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207|[1 Yorganizer@<classCode="CATEGORY'|[@moodCode="EVNcomponent]
@typeCode="COMP"][observation/code[@codeSystem="2.16.840.1,113883.6.153"]]

e D.7.1.01a

MET HEMER UHEE
RO MedDRA i—¥ 3

4AN

Concept Descriptor

(€D

codeSystemVersion=
Character String (ST)

IMCCLIN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd"VPORR_IN049016UV]rlcontrolActProcess[@classCode="CACT'|[@moo
dCode="EVNJ/subject{@typeCode="SUBJ']1)investigationEvent[@classCode="INVS TG (@moodCo
de=EVNTcomponent[@typeCode='COMP'[adverseEventAssessment][1)adverseEventAssessment |
[@classCode='INVS TG @mocdCode="EVN)subject[@typeCode="SB.J][1)VprimaryRole[@classC
ode="INVSBJ'VsubjectOf2[{@typeCode="SBJ[organizer/code[@code="1"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207|[1Yorganizer{@classCode="CATEGORY'[@moodCode="EVNJ/component]
@typeCode="COMP'J[observation/code[@codeSystern="2.16.840.1.113883,6,163'|)[]/observation[@
classCode="0BS'[(@moodCode='"EVN'|/code/@codeSystemVersion

e D.7.1.r.1b

BIE T L ARER URRE
® (KE/FHLR/ZO
i) (MedDRA 32— F)

8N

Concept Descriptor

(cD)

code=Character
String (ST}

IMCCI_IN200100UVDI[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 . xsd YPORR_IN043018UV[r¥controlActProcess[@classCode="CACT J[@moo
dCode="EVNsubject|@typeCode="SUBJT 1}investigationEventj@classCode="iNVSTG'[@moodCo
de='"EVN'J/compeonenti@typeCode="COMP'|[adverseEventAssessment][1{/adverseEventAssessment
[@classCode="INVSTG'[[@moodCode="EVN'Ysubject[@typeCode="SBJ'][1}primaryRole[@classC
ode="INVSBJ'}subjectOf2[@typeCode="SBJ|[organizer/cede[@code="1'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207|[1Yorganizer@classCode="CATEGORY [@moodCode="EVN'Yeomponeni]

i @typeCode='COMP"|[observation/code[@codeSystem="2.16,840,1.1 13883.8,163"]][r]/observation[@

classCode="0BST@moodCode="EVN')/code/@code

e D.7.1.r2

Mis R

Bt #M

Interval of Paint in
Time (IVL<TS>)

low=Interval
Baundary {(IVXB)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVD1.xsdYPORR_IN0490168UV[rJcontrolActProcess[@classCode="CACT[@muo
dCode='EVN')subjecti@typeCode="SUB.J]{1}investigation Event{@classCode='|NVSTG[@moodCo
de="EVN'[/component[@typeCode="COMP'fadverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'[[[@moodCode="EVN'/subject1[@iypeCode="SBJ'][1VprimaryRole[@classC
ode=NVSBJVsubjectOf2{@typeCode="SBJ Jorganizer/code[@code="1"][@codeSystem="2,16.840.1
.113883.3,988,2,1.1,20)(1)organizer{@classCode='CATEGORY'[@moodCode="EVN'Ycompanent]
{@typeCode="COMP'[observation/code[@codeSystem="2.16.840.1.113883.6.163]i[r}/observation[@
tlassCode="0BS[@meoodCode="EVNVeffectiveTime[@xsitype="IVL_TS]low/@value
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MullFlavor

(BU#3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hl7-org.v3
MCCI_[N200100UV01.xsd’YPORR_IN0480 16UV feontrol ActProcess[@classCode="CACT][@moo
dCode=EVN'|/subject{@typeCode="SUBJ|[1}investigationEventj@classCode="INVSTG[@moadCo
de='EVN'[icomponentj@typeCode="COMP[adverseEventAssessment][1 fadverseEventAssessment
[@classCode=INVSTG'|[@maoodCade="EVN'subject{[@typeCode="SBJ][1}primaryRole[@classC
ode="INVSBJVsubjectOf2[@typeCode="SBJ'|[organizerfcode[@code="1"[@codeSystem="2.16.840.1
,113883.3.989,2.1.1.207)[1Jorganizerd@classCode="CATEGORY'|[@moodCode="EVN'Ycomponent]
@typeCode="COMP"Jobservation/code[@codeSystem="2.16.840.1.113883.6.163|[r/observation[@
classCode="0BS"[@moodCode="EVN Veffective Time[@xsi:type="IVL_TSNow/@nullFlavor

e D.7.1.r3

)

F=ILR

Boolean (BL)

IMCCI_IN200HO00UVO1[@ITSVersion="XML_1.0'[@xsi:schemalacation="urn:hi7-crg:v3
MCCI_IN200100UV01.xsd YPORR_IN048016UV[r)controlActProcess[@classCode="CACT'[@moo
dCode="EVN' sublect{@typeCode="SUBJ'[1)investigationEvent{@classCode="INVS TG [@maodCo
de="EVN'J/component[@typeCode="COMP"J[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG|[@moodCode="EVNY/subject1[@typeCode="SEJ[1 VprimaryRole[@classC
ode="INVSB.J'VsubjectOf[@typeCaide="SBJ"[organizercode] @code="1[@codeSystem='2,16.,840.1
.113883.3.989.2.1.1.20']][1Yorganize@classCode="CATEGORY'|[@moodCede="EVN'/component]
@typeCode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163"|[r/observation[@
dlassCode="0B5][@moodCode="EVN'JinboundRelationship[@typeCode=REFR'][ohservation/codef
@code="13][@codeSystem="2.16.840.1.113883.3.989.2.1.1. 19]][1]Iobservatlon[@dassCode='OBS'
[@moodCode="EVN'Jvalue[@xsi:type="BL'|[1)/@value

NullFiavor

IMCCI_IN200100UVO[@ITSVersion="XML_1.0'][@xsi:schemal.ocation="urn:hl7-org:v3
MCCI_IN200100UVD1 xsd'VPORR_IN048016UVrfcontrolActProcess[@classCede="CACTI@moo
dCode="EVN'}subject[@typeCode='SUBJ|[1)/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')//component[@typeCode="COMP[[adverseEventAssessment] 1 /adverseEventAssessment
[@classCode=NVSTG[@moodCode="EVN'Vsubject1[@typeCode="SBJ[1VprimaryRole[@classC
ode="INVSBJsubjectOf2[@typeCode="SBJ'|[organizer/code[@code="1"][@codeSystem='2.16.840.1

-.113883.3.989.2.1.1.20]|[1 Vorganizer{@classCode="CATEGORY'|[@maocdCode="EVN'Ycomponent]

@typeCode="COMP'Jobservation/code[@codeSystem='2, 16.840.1.113883.6.163'][[r//observation[@
classCade='"0BS][@mocd Code="EVN'inboundRelationship[@typeCode="REFR Jobservation/code]
@code="13][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19)[1Jobservation[@classCode="0BS'
[@moodCode="EVN'Ivalue[@xsi:type="BL'{ 1/@nullFlavor

e D.7.1.r4

#®TH

Bk

Interval of Point in
Time (IVL<TS>)

high=Interval
Boundary {IVXB)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'|[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN0480 16UV r)controlActProcessi@classCode="CACTi@moo
dCode="EVN'//subject{@typeCode="SUBJ][1)investigationEvent|@classCode='INVSTG'[@moodCo
de='EVN'[/component[@typeCode="COMP"[adverseEventAssessment][1)/adverseEventAssessment
[@classCade=INVSTG [@moodCode='EVNYsubject![@typeCode="SBJT1}primaryRole[@¢lassC
ode="INVSBJYsubjectOf2[@typeCode='S BJorganizercode[@cote="1[@codeSystem="2,16.840.1
.113883.3.989.2.1.1.20')[1Vorganizef@classCode='CATEGORY'[@mocdCode="EVN'Jcomponent]
@typeCode='COMP"|[observation/codef@codeSystern='2.16.840.1.113883.6.163']|[r)/observation[@
classCode="0BS|[@moodCode="EVN'|/effective Time[@xsttype="VL_TS'Vhigh/@value

NullFlavor

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemal.ocation="urn: hi7-org.v3
MCCI_IN200100UV01.xsd"YPORR_IN0490168UV]rl/contralActProcess[@classCode="CACTT[@moo
dCode="EVNYsubject[@typeCode="SUBJ][1)investigationEvent{@classCade="INVSTG)[@moodCo
de="EVN'Jicomponent[@typeCode="COMP'|[adverseEventAssessment]1)adverseEventAssessment
[@classCode="INVSTG'[[@moodCode="EVNVsubject1[@typeCode="SBJ[1}primaryRole[@classC
ode="INVSBJ'VsubjectOf2{@typeCode='SBJ[organizer/code]@code="1"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.2011[1 Vorganizeff@classCode="CATEGORY'[@moodCode="EVN)/component]
@typeCode="COMP'[observation/codef@codeSystern="2.16.840.1,113883.8, 163|[r/fobservation[@
classCode="0OBS'i@mocdCode="EVN]/effective Time[@xsitype="IVL_TSVhigh/@nullFlavor
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e D.7.1.r.5

LB

2000AN

Encapsulated Data
(ED)

(B 3)

MCCI_IN230100UV01[@ITSVersion="XML_ 1.0'][@xsi:schemalocation="urn:hl7-org:-v3
MCCI_INZ00100UV01 xsd'YPORR_INDO49016UVrY/control ActProcess[@classCode='CACT[@moo
dCode='"EVN/subject[@typeCode="SUBJ[1]/finvestigationEvent[@classCode=NVSTG l[@maodCo
de="EVNJicomponeni{@typeCode='COMP[[adverseEventAssessment][1/adverseEventAssessment
[@classCode="INVSTE|[@moodCode="EVIN'Vsubject1[@typeCode="SBJ|[1}primaryRole[@classC
ode="INV5BJ'subjectOR[@typeCode="SBJ'forganizer/code[@code="1'][@codeSystem="2.16.840.1
.113883,3.989.2.1.1.20'[1 Vorganizef@classCode="CATEGORY'|[@moodCode="EVNlcomponeni]
@typeCode="COMP [observation/code[@codeSystem="2.16.840,1.113883,6,163'{)[r}/observation[@
dlassCode="0BS"[@moodCode="EVNoutboundRelationship2[@typeCode="COMP J[observationfco
de[@code="107@codeSystem="2.16.840.1.113883,3.989.2.1.1.19]] 1 Jobservation[@classCode="'0
BS'I@moodCode="EVN'Yvalue{@xsitype="ED'][ 1Mtext))

e D.7.1.r6

RIKE

F=ng

Boolean (BL)

IMCCI_IN200100UV01[@ITSVersion="XML_1.0[@xsi:schemalLocation='urn; hi7-org:v3
MCCI_IN200100UVD xsd'YPORR_IN049016UV[rYcontrolActProcess]@dassCode="CACT [[@moo
dCode=EVNlisubjeci[@typeCode="SUBJ'] 1}investigationEvent[@classCode=1INVSTG'|[@moodCo
de="EVN'Vcompeoneni{@typeCode="COMP[adverseEventAssessment][1JadverseEventAssessment
[@classCode="INVSTC'|[@moodCede=EVN'Ysubject1 [@typeCode="SBJ'[1¥primaryRole[@classC
ode="INVSBJsubjectOf2[@typeCode="SBJ|organizer/code][@code="1"[@codeSystem='2,16,840.1
.113883.3.989.2.1.1.207)[1)organize{@classCode='"CATEGORY'][@moodCode="EVN'Jcomponent]
@typeCode='"COMP"[observation/code[@codeSystern="2.16.840.1.113883.6_163)jr)/observation[@
classCode='"0BS"[@moodCode="EVN'JoutboundRelationship2[@typeCode="EXPL][observation/co
de{@code="38'[@codeSystem='2.16.840.1.113883.3.989.2.1.1.197][1/observation[@classCode="0
BS'li@moodCode="EVN'l/value[@xsitype='"BL'[1}@value

e D.7.2

BE T AR R EE
% (FER/AEERER
{) DIEENE

10000AN

Encapsulated Data
(ED)

MMCCL_IN230100UVO]@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN0498016UV[rYecontrol ActProcess{@classCaode="CACT J[@moo
dCode="EVNJ/subject{@typeCode="SUBJ"][1]finvestigationEvent[@classCode="INVSTG|[@moodCo
de="EVN'l/lcomponeni{@typeCode="COMPladverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG'[@moodCode='EVN'Ysubject![@typeCode="SBJ][1}primaryRole[@classC
ode="INVS B.J'IsubjectOf2[@typeCode="SBJ'Jorganizercode[@code="1"|[@codeSystern="2,16,840,1
.113883.3.989.2.1.1.20°]][1 Vorganizer@classCode='CATEGORY'][[@moodCode="EVNcomponent]
@typeCode="COMP'|[observation/code[@code="18"[@codeSystem="2.16.840.1.113883.32.989.2.1.1
19I[1)observation[@classCode="0BS@moodCode="EVN'Vvalue{@xsitype="ED[ 1 text()

NullFlavor

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0@xsi:schemaLocation="um:hl7-org:v3
MCCI_IN200100UV0t.xsd'YPORR_IN049016UV[rJcontrolActProcess[@classCode="CACT |[@moc
dCode=EVNsubject|@typeCode="SUBJ[1]investigationEvent{@classCode="INVSTG'][@moocdCo
de='EVN'Jfcomponent{@typeCode="COMP")[adverseEventAssessment][  ¥VadverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN'}subject1[@typeCode="SBJ'I[1)primaryRole[@classC
ode="INVSBJ'¥subjectOf2[@typeCode="SBJ'|[organizer/codef@code="1"l[@codeSystem='2,16.840. 1
.113883.3.989.2.1.1.207)[ 1 Vorganize] @classCode="CATEGORY'[@moodCode="EVN'Jcompanent]
@lypeCode='COMP"|[observation/code[@code="18T[@codeSystem="2.16.840.1.113683.3.989.2.1.1
197[1)observation]@classCode="QB S T@moodCode="EVN'value[@xsi:type="ED' 1} @nullFlavor

e B.7.3

ML

T—nE

Boolean (BL)

MMCCI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemalocation="umn:hi7-org:v3
MCCI_IN200100UV01.xsd")/PORR_INO480 16U Vir)/controlActProcess[@classCode='CACT [@meo
dCode="EVN'Vsubject[@typeCode="SUBJ][1}investigationEvent{@classCode="INVSTG|[@moodCo
de="EVN')/component|@typeCode="COMP"adverseEventAssessment][1}adverseEventAssessment
[@classCode="INVSTG'[@moodCode='EVN'}subject1 [@typeCode="SBJ][1)/primaryRole[@classC
ode="INVSEJYsubjectOf2[@typeCode="5BJ'l[organizer/code] @code="1"l[@codeSystern="2,16.,840.1
.113883.3.989.2.1.1.20"]|[1}organizef@classCode='CATEGOR YY" [@moodCode="EVN'Ycompanent]
@typeCode="COMP"|[observation/codef@code="1 1][@codeSystem="2.16.840.1.113883.3.989.2.1.1
J197)[1)observation[@classCode="OBS[@moocdCode="EVN'Jvalue[@xsitype="BLTi1}@value
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ho D&

MRT5RECEEREM
B (BEITH LRYET)

BYEL
S —_

'F'o

(Bl%Es3)

IMCCI_IN200100UVO1{@ITSVersion="XML_1.0"[@xsi:schemaLleocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN045016UV[/contrelActProcess[@classCode="CACT[@moo
dCode="EVN'I/subject{@typeCode="SUBJ][1)investigationEvent{@classCode=INVSTGJi@moodCo
de="EVN'|/component[@typeCode="COMP'[adverseEventAssessment] 1)/adverseEventAssessment
[@ciassCode='INVSTG'[@moodCode="EVNsubject1[@typeCode="SBJ[1¥primaryRole[@classC
ode="|NVSBJ')subjectOf2[@typeCode='SBJ jorganizer/codel@code="2"[@codeSystem="2.16.840.1
.113883.3.985.2.1.1.20J 1 Yorganizet{@classCode="CATEGORY'|[@moodCode="EVN//component]
@typeCode='"COMP'|[substanceAdministration]

e D.8.r.1

EXRE (BETAE-ER

250AN

Entity Name (EN}

name=Entity Name
Part (ENXF)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0')[@xsi:schemalocation="urn:h17-org:v3
MCCI_IN200100UV01.xsd' VP ORR_IN04S016UV[rJcontrol ActProcess(@classCode='"CACT | [@meo
dCode="EVN'Vsubject[@typeCode="SUBJ'[1)finvestigationEven{@classCode=INVSTG'[@moodCo
de="EVN')/component[@typeCode="COMP[adverseEventAssessment][1}/adverseEventAssessment
[@classCode='INVSTG'[@moodCode="EVN'Vsubject! [@typeCode="SBJ|[1}primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ'J[organizer/code[@code="2'[@codeSystem="2. 16.840.1
.113883.3.969.2.1.1.20']1 Vorganize]@classCode='"CATEGORY'|[@moodCode="EVNYcomponeni]
@typeCode='COMP"|substanceAdministration][r)/substanceAdministration[@classCode="SBADM|
@moodCode="EVNiconsumable[@typeCode="CSM 1}/instanceCiKind[@classCode=NST'YkindO
fProduc@classCode="MMATJ[@determinerCode="KIND'Vname{1)/text()

NullFlavor

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd’/PORR_INO49016 UV r¥controlActProcess[@classCode="CACT|[@moo
dCode="EVN'Ysubjecti@typeCoade="SUBJ'[1]finvestigationEvenf{@classCode=INVSTS][@moodCo
de="EVNT/component{@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG"i@moodCode="EVN'Ysubject1[@typeCode='"SBJ'][1}primaryRole[@classC
ode="|NVSBJsubjectOf2{@typeCode="SB.J'|[organizer/code[@code="2'[@codeSystem="2.16.840.1
.113883.3.980.2.1.%.20][[ Vorganizer@classCode="CATEGORY'[@moodCade="EVNcomponenl]
@typeCode='COMP'jjsubstanceAdministration][r//substanceAdministration[@classCode="SBADM'][
@moodCode="EVNVeconsumable[@typeCode="CSM')[1}instance CiKind[@classCode="INST'JkindO
fProduct] @classCode="MMAT][@determinerCode="KIND'Yname[ 1}/ @nullFlavor

e D.8.r.2a

MPID ri—% 3 Bit/HS

IS0 IDMP
DEBY

Caded With
Equivatents (CE)

codeSystemVersion=
Character String (ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_ 1.0'][@xsh:schemal.ocation="urn:hi7-org:v3
MGCCI_IN200100UV01.xsd YPORR_IN049016UV[r)/control ActProcess[@classCode="CACTJ[@moo
dCode="EVN'/subject{@typeCode="SUBJ'|[1])finvestigationEveni[@classCode=INVSTG@moodCo
de='"EVN'Ycomponent[@typeCode="CONMP'|[adverseEventAssessment][1fadverseEventassessment
[@classCode=INVSTG'[@moodCode="EVN}Vsubject1[@typeCode='SBJ'[[1¥primaryRole[@classC
ode="INVSBJ)subjectOf2f@typeCode="SBJ) organizer/code[@code="2" @codeSystem="2.16.840.1
.113883.3.980.2.1.1.20J[1Vorganizefl @classCode='"CATEGORY'[@moodCode="EVN'Jcomponent]
@typeCode='"COMP"[[substanceAdministration]r]/substanceAdministration]@classCode="SBADM'][
@moodCode="EVN'l/consumable[@typeCode="CSM[1}instance OfKind{@classCode="INST VkindO
fProduct{@classCode="MMAT'[[@determinerCode="KINDcode[@codeSystem="TBD-MPID'V@cod
eSystemVersion

e D.g.r.2b

EXRMS ST (MPID)

ISO  IDMP
neEY

Coded With
Equivalents (CE)

code=Characte;'
String {(ST)

IMCCI_IN200100UVD1[@ITSVersion="XML_1.0']@xsi:schemal.ccation="um:hl7-org:v3
MCC1_IN200100UV01.xsd' VP ORR_IN049016UV[rl/controlActPracess[@classCode="CACT'|[@moo
dCode='EVN'Ysubject[@typeCode="SUBJ'T1linvastigationEvent[@classCode="INVSTG'|[@moodCo
de="EVN'|/component[@typeCode="COMPadverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG" I@moodCode="EVN'/subject{@typeCode="SBJ'[1 /primaryRole[@classC
ode='|NVSBJ)YsubjectOf2[@typeCode="SBJ'Jorganizericode[@code="2"][@codeSystem="2.16.840. 1
.113883.3.989.2.1.1.20']|[1 Yoiganize] @classCode="CATEGOR Y [[@moodCode="EVN'Jcomponent]
@typeCode='"COMP'][substanceAdministration]ir)/substanceAdministration[@classCode="SBADM']|
@moodCode="EVN/consumable[@typeCode='CSM][1}instance OfKind[@classCode="INSTVkindCQ
{Product{@classCode='"MMAT'|[@determinerCode="KIND'lcode{@codeSystem="TBD-MPID'V@cod
e

ICHICSR BiifhuiEs

-26-

20164E 11 B 10 H




e  D.Br3a

PhPID +i—% 5 v H
3

%

ISO IDMP
nLEY

Coded With
Equivalents (CE)

cadeSystemVersion=
Character String (ST)

(BIFE3)

MCC]IN200100UVD[@ITSVersion="XML_1.0")[@xsi:schemalocation="urn:h7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049018UV]r)/controlActProcess[@classCode='CACT[@moo
dCode="EVN')subjecti@typeCode="SUBJ'][1VinvestigationEvent{@classCode="INVSTG[@moodCo
de="EVN'J/component[@typeCode="COMP|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'|[[@moodCode="EVN'Jsubject1[@typeCode="SBJ |1 }primaryRole[@classC
ode="INVSBJJsubjectOf2{@typeCode="SBJ [organizer/codef@code="2"[@codeSystem='2,16,840,1
,113883.3.989.2.1.1.20')[1)organizer{@classCode='"CATEGORY'][(@mcodCode="EVNcomponent]
@typeCode="COMP'|[substanceAdministration][r}/substanceAdministration[@classCode="SBADM]f
@moodCode="EVN]fconsumablef@typeCode="CSM'] 1)instance OfKind[@classCode=INST'VKindO
fProduct @classCode="MMAT[@determinerCode="KIND'l/code[@codeSystem="TB D-FhPID'V@cod
eSystemVersion

e D.8.r.3b

HERAF (PhPID)

ISC IDMP
nEHY

Coded With
Equivalents (CE)

code=Character
String (ST)

MICCI_IN20D100UVO1 [@IT SVersion="XML_1.0'][@xsi:schemal ccation="urm:hl7-org w3
MCCI_IN200100UV01.xsd'YPORR_ING48016UV[r)controlActProcess[@classCode="CACT|[@moc
dCode="EVN'Vsubjecti@typeCode="SUBJ'I[1)/investigationEventi@classCode="INVSTG'[@moodCo
de='"EVN'//component{@typeCode='COMP"[adverseEventAssessment]1)adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN'/subjecti[@typeCode="SBJ'[1)/primaryRole[@classC
cde='INVSBJ)subjectOf2[@typeCode="SBJ'J[organizer/code[@code="2" [@codeSysten="2.16.840.1
.113883.3.989.2.1.1.20')|[1Yerganizef@classCode="CATEGORY'|[@mocdCode="EVNcomponent]
@typeCode='COMP"|[substanceAdministration][r]/substance Administration[@classCode="SBADM']
@moodCode="EVN)consumable[@typeCode='"CSM[1]instance OfKind[@classCode="INSTYkindO
fProduct/@classCode="MMAT'J[@determinerCode="KIND'}code{@codeSystem="TBD-PhPIDV@cod
e

] D.8.r4

aft /i

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

low=Interval
Boundary {IVXB)

IMCCI_IN200100UVO[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd' VPORR_IN048016UV[rfcontrol ActProcess[@classCode='CACT'|[@moo
dCode="EVN'|/subject{@typeCode="SUB.J'][1)/investigationEveni{@classCode="INVSTG[@moodCo
de="EVNJ/component[@typeCode='"COMP][adverseEventAssessment][1}/adverseEventAssessment
[@classCode='INVSTG'[@moodCode="EVN'Vsubject1[@typeCode="SBJ|[1)¥primaryRale[@classC
ode="INVSBJ'IsubjectOf2[@typeCode="SBJ organizer/code|@code="2"][@codeSystem="2.16_840.1
.113883.3.989.2.1.1.207)[1Yorganize@classCode="CATEGORY'|[[@moodCode="EVN'}companeni]
@typeCode="COMP'[[substanceAdministration][r}/substanceAdministration[@classCode="SBADM[
@moodCode="EVN'effectiveTime[@xsi:type="IVL_TSMow/@value

NullFiavor

MCCI_IN200100UVO1[@ITSVersion="XML_1.0')@xsi:schemalocation="um:hl7-org:v3
MGCCI_IN200100UV01.xsd'YPORR_IN048016UV[r/controlActProcess[@classCode="CACTT[@moo
dCode="EVN'}/subject{@typeCode="SUBJ'[1)investigationEvent{@classCode=INVSTG'|[@moodCo
de="EVN'Jcomponent[@typeCode="COMP'|[adverseEventAssessment][1}YadverseEventAssessment
[@classCode="INVSTE'[@moodCode="EVN)subject i[@typeCode="SBJ"|[1 VprimaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJYorganizer/code[@code="2"[[{@codeSystem='2.16.840.1
.113883.3.989.2.1.1.207|[1Yorganized@classCode="CATEGORY'[@moodCode="EVNJcomponent]
@typeCode="COMP'|[substanceAdministration]ir}//substanceAdministration[@classCode='"SBADM][
@moodCode="EVNVeffectiveTime[@xsi: type="IVI_TS Tow/@nullFlavor

e D.8.r.5

#TH

B8

Interval of Point in
Time {IVL<TS>)

high=Interval
Boundary (iVXB)

IMCCI_IN200100UVDM[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVH .xsd YPORR_IN049016UV[rj/controlActProcess[@classCode="CACT [@moo
dCode="EVN/subject{@typeCode="SUBJ1)investigationEventf@ciassCode="INVSTCT[@moxiCo
de='EVN'J/component[@typeCode="COMP[adverseEventAssessment][1/fadverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'lsubject![@typeCode="SBJ'|[1¥primaryRolef@classC
ode="INVSBJ VsubjectOf2{@typeCode="SBJ][organizer/cade]@code="2"[@codeSystem="2.16.840.1
.113883.3.989,2.1.1.20)[1 Jorganizer@classCode="CATEGORY'][@moodCode="EVN'Ycomponent{
@typeCode='COMP"[substanceAdministration][r//substanceAdministration[@classCode="SBADM']
{@moodCode="EVNT/effectiveTimef@xsi:type="IVL_T5" high/@value
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MNullFlavor

(BUE 3)

IMCCI_IN200100UVOIf@ITSVersion="XML_1.0'@xsi:schemalocation='urn:hi7-org:v3
MCGCI_IN200100UV01.xsd VPORR_IN049016UV[rlcontrolActProcess[@classCode="CACT|[@moo
dCode='EVN'Ysubject{@typeCode='SUBJJf1)investigationEvent{@classCode=NVSTGE@macdCo
de="EVN')/component[@typeCode='"COMP"|[adverseEventAssessment][1 /adverseEventAssessment
[@classCode="INVS TG [@mecdCode="EVNVsubjecti[@LlypeCode="SBJ']1)/primaryRole[@classC
ade="INVSBJ'VsubjectOf2[@typeCode="SB.I [organizer/code{@code="2[@codeSystem="2.16.840.1
,113883.3.980.2.1.1.20]|[1}organizer|@classCode='CATEGORY'[@moodCode="EVN'component]
@typeCode="COMP"]substanceAdministration][f}/substanceAdministrationf@classCode="SBADM]
@moodCode="EVNVeffectiveTime[@xsi:type=1VL_TS)igh/@nullFlavor

e D.8.r.6a

HRAEHD MedDRA /S—
“av

4AN

Coded With
Equivalents (CE)

codeSystemiersion=
Character String (ST)

IMCCI_INZ200100UVO1[@ITSVersion="XML_1.0'[[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN049016UV{rl/controlActPracess[@classCode="CACT f@moao
dCode="EVN'Vsubjec{@typeCode="SURJ[1]investigationEvent@classCode=1NVSTG'[@moodCo
de="EVN'Jcomponent[@typeCode="COMP'[adverseEventAssessment][1)/adverseEventAssessment
[@classCade=INVSTG (@moodCode="EVN}subject1 [@typeCode='SBJ'][{}primaryRole[@classC
ode='INVSBJ'YsubjectOf2{@typeCode="S BJ'|[organizer/code[@code="2"[@codeSysten="2.16.840.1
.113883.3.989.2.1.1.20][1 Jorganize {@classCode="CATEGORY'[@moodCade="EVN'{/component]
@typeCode="COMP'|[substanceAdministration][r}/substanceAdministration[@classCode="SBADMY
@moodCode="EVNYoutboundRelationship2[@typeCode='RSON'[observationfcode[@code="19"][@
codeSystem='2.16.840.1.113883.3.989.2.1.1.19'{|[1)/observation[@classCode="0BS'[@moodCode
='EVNvalue[@xsi:type="CE'[@codeSystem='2.16.840.1.113832.8. 163'][1/@codeSystemVersion

e D.8.r.6h

EREH (MedDRA J— F)

8N

Coded With
Equivalents (CE)

code=Character
String (ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn; hi7-org:v3
MCCI_IN200100UV01 xsd YPORR_IN0O49016UV[r)/controlActProcess[@classCode="CACT [@moo
dCode=EVN')subject@typeCode='SUB.[1}investigationEvent{@classCode=INVSTG@maoodCo
de='EVN'[fcarmponent]@typeCode="COMP'|[adverseEventA ment]{1}/ad EventAssessment
[@classCode=INVSTG [@moodCode="EVNVsubjecti[@lypeCode="SBJ][1VprimaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="$BJ'|[organizer/code[@code="2"|[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1}organizer@classCode="CATEGORY'][@moodCode="EVN')componeni]
@typeCode="COMP"[substanceAdministration][r}¥substanceAdministrationf@classCode="SBADM']
@moodCode='EVN')/outboundRelationship2[@typeCode=RSON[observation/code[@code="19(@
codeSystem="2.16.840.1.113883.3.989.2.1.1,19']l[1)/abservation[@classCode="0BS'][@muocdCade
="EVN'}value[@xsitype='CE][@codeSystem="2.16.840.1.113883.8, 1631/ @code

e D.8.r.7a

RIfEF® MedDRA 11— 3
-

4AN

Coded With
Equivalents (CE)

codeSystemVersion=
Character String (ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0')[@xsi:schemalocation="urn: hi7-org:v3
MCCL_IN200100UV01.xsd YPORR_IN049016UV[rl/controlActProcess[@classCode="CACT |[@moo
dCode="EVN'}subject{@typeCode="SUBJ'[1]investigationEvent[@classCode=INVSTG[@moodCo
de="EVN'[\component[@typeCode="COMP"[adverseEventAssessment][1/adverseEventAssessment |
[@classCode=NVS TG @moadCode=EVN Jsubject] [@typeCode="SBJ][1VprimaryRole[@classC
ode="INVSBJ'VsubjectOR[@typeCode="SB.) [[organizer/code]@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20'[1Yorganizer@classCode='CATEGORY'|[@moodCode="EVN)/companent]
@typeCode="COMP[substanceAdministrationfrifsubstanceAdministration[@classCode="SBADMY[
@moodCode='EVNJoutboundRelationship2(@typeCade="CAUS [observation/code[@cade="29[@
codeSystem="2,16,840.1,113883.3.989.2.1.1.19'][[1 Jfobservation[@classCode="OBS [@moodCaode
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e D.8.r.7b

Bl{EE (MedDRA a— )

8N

Caded With
Equivalents (CE)

code=Character
String (ST)

(Bl¥E3)

IMCCI_IN200100UVOM[@ITSVersion="XML_1.0'l[@xsé:schemalocation="urn:hlI7-org:v3
MCCI_IN200100UV01 . xsd'YPORR_ING49018UV(rj/controlActProcess[@classCode="CACT[@moo
dCode="EVN'}/subject[@typeCode="SUBJS1JinvestigationEvent[@classCode=|NVS TG |[@meadGCo
de="EVN')/component{@typeCode='COMP'][adverseEventAssessment][1)adverseEventAssessment
[@classCode=TNVSTG' [@moodCade="EVN'Ysubject1[@typeCode="SBJ[1)/primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="SBJ'|[erganizer/code[@code="2][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']|[1)/organizerf@classCode="CATEGORY'][@moodCade="EVN'Ycomponent]
@typeGode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode="SBADM'[
@mocdCode="EVNJfoutboundRelationship2[@typeCode='CALIS[cbservation/code[@code="29[@
codeSystem="2.16,840.1.113883.3.989.2.1.1.1971)/observation[@classCode="0OBS"|[@moodCode
='EVN'Jvalue[@xsitype="CE][@cadeSystem='2.16.840,1.113883.6.163T[1/@code

LiAmOE oy

RTH

Bt FHE

Paintin Time {T5}

MCCI_IN200100UVD1[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hl7-org:vd
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[rJcontrolActProcess|@classCode="CACT[@moo
dCode="EVN'//subject[@typeCode="SUBJ'][1}/investigationEvent[@classCode=INVSTG'][@moadCo
de="EVNJ/componentf@typeCode="COMPJ[adverseEventAssessment][1YadverseEventAssessment
[@classCode="INVSTG'[@moodCode='"EVN'Ysubject1[@iypeCode="SBJ|[1¥primaryRole[@ciassC
cde="INVSBJ)/player1{@classCode="PSN|[@determinerCode='INSTANCE'Ydeceased Time/@valtie

NullFlavor

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0°)[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200160UVO01.xsd"/PORR_INO480 16UV[r/controlActProcess[@classCode='CACT[@moo
dCode="EVN'Vsubject[@typeCode='SUBJ"[1}investigationEveni[@classCode=INVS TG @moodCo
de="EVN'Jfcomponent[@typeCode='COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG' [@maoodCode="EVN'Ysubject1[@typeCode="SBJ'][1)/primaryRole{@classC
ode='INVSBJ'Vplayer1[@classCode="PSN'f@determinerCode='INSTANCE 'Jdeceased Time/@nuliF|
avar

h D.g.2r

#HisThi=FER (BRIZH L

wYET)

IMCCI_IN200100UVOi[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN048016 UV ri/controlActProcess[@classCode='CACT][@moo
dCode="EVN']/subjecti@typeCode="SUBJ[1}investigationEventf@classCode="INVSTG|[@moodCo
de='EVN'icomponent[@typeCode="COMP'|[adverseEventAssessment][1YadverseEventAssessment
[@¢classCode="INVS TG [@moodCode="EVN'}/subject1[@typeCode="S BJ'][1VprimaryRole[@classC
ode=INVSBJVsubjectOfr2[@typeCode="SBJ'J[observation/code[@code="32'[@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.197]

e D.9.2.r1a

HEShI-FEED MedDRA
FAL - R

4AN

Coded With
Equivalents (CE)

codeSysternVersion=
Character String (ST)

MCCI_IN200100UVOM[@ITSVersion="XML_1.0"[@xsl:schemalocation="urn: hi7-org:.v3
MCCI_IN200100UVD1 .xsd YPORR_IN049016UV[JcontrolActProcess[@ctassCode="CACT[(@moo
dCode="EVN subject{@typeCode="SUBJY[1}investigationEvent[@classCode=INVSTG[@moodCo
de='"EVN'Vcomponen{@typeCode="COMP'][adverseEventAssessment){1)/adverseEventAssessment
[@classCode=INVSTG'|[@moodCode='"EVNVsubject1[@typeCode="SBJ'[[tVprimaryRole[@classC
cde="INVSBJ)/subjectOf2[@typeCode="SBJ|[observation/codel@code="32][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.197[r/abservation[@classCode="OBS @mood Code="EVN Pvalue[@xsi:ty
pe='CE'J[@codeSystem='2,16,840.1.113883.5:163[1/@codeSystemVersion

e D.9.2.r1b

BEIHLER (MedDRA
a—F)

8N

Coded With
Equivalents (CE)

code=Character
String (ST)

MMCCI_IN200100UVO1[@ITSVersion="XML_1.0'{@xsi:schemalocation="urn:hl7-org:v3
MCGCI_EN200100UV01.xsd'YPORR_ING49016UV(ricontrol ActProcess{@classCode='CACT[@moo
dCode="EVNT/subject[@typeCode="SUBJ][1]finvestigationEventi@classCode=TNVSTG'|[@moodCo
de="EVN')/compeneni{@typeCode="COMP[adverseEventAssessment][1VadverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN Vsubject1[@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[[rVobservation[@classCode='0BS J[@moodCode="EVN'Ivalue[@xsi:ty
pe='CE'[@codeSystem="2.16.840.1,113883.5.163][1@code
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(% 3)

MCCI_IN200100UVO[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3
MCCL_IN200100UVO1 xsd'YPORR_IN049016UV[rYcontrolActProcess[@classCode="CACT [@moo
originalText = gCotét\afil'-:]YN']!subject[@typeguge='ggaﬂ%}]I;nvestigatior:pl::svent[@claisi[s‘ltl‘}odde='l N\éSTth[@moodCt:
. Coded With e=" 'component{@typeCode=" adverseEventAssessmen adverseEventAssessmen
e D.8.2r2 HETHILA (BHER) | 250AN Equivalents (CE) Encapsulated Data i [@classCode="INVSTG@moodCode=EVNsubjecti[@lypeCode="SBJT1)/primaryRole[@classC
(ED) ode="INVSBJVsubjectOf2[@typeCode="SBJ][observation/code[@code="32"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.197)[rYobservation[@classCode="0BS[@mood Code="EVN'Jvalue[@xsi:ty
pe="CE@codeSystem='2,16.840,1,113883.6.163[1VoriginalTextitext{)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocaticn="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IND49016UNJcontrol ActPracess(@classCode='CACT [[@moo
dCode="EVN'Vsubject[@typeCode="SUBJ'|[1}investigationEventf@classCode="INVSTG"|[@moodCo
i de='EVN'[fcomponent[@typeCode="COMP*|[adverseEventAssessment][1)//adverseEventAssessment

[@classCode="INVSTG'[[@moodCode="EVN'Ysubjectif@typeCode="SBJ'1}/primaryRole[@classC
ode="INVSBJ'}¥subjectOf2[@typeCode="SBJ Jlobservation/code[@code="5"|@codeSystem="2.16.84
0.1.113883.3.989.2.1.1.19'][[1 Yobservation[@classCode="0BS'@mood Code=EVN')/value[@xsi:typ
e=BL][1}/@value

e D.9.3 RigirEEEhi-h? F— Boolean {BL)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemaLocation="um:hl7-org:v3
MCCE_IN200100UV01 xsd'YPORR_IND49016UVrfcontrolActProcess[@classCode="CACT][@moo
dCode="EVN"/subject{@typeCode="SUBJ']1}investigationEvent[@classCode="INVSTG][@moodCo
de='EVNJ/componeni{@typeCode='COMP'|[adverseEventAssessment][1)//adverseEventAssessment
[@ctassCade='INVSTG|[@moodCode="EVN')subject1[@typeCode="SBJ"|[1}/primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJ observation/code[@code="5(@codeSystem="2.16.84
0.1.113883,3.989.2,1.1.19'|[ 1 Vobservation{@classCode="0B S| @moodCode="EVNT/value[@xsityp
e=BL[1V@nuliFlavor

e . NullFlavor

IMCCI_IN200100UVO[@ITSVersion="XML_1.0'[@xsi:schemaLlocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd' YPORR_IN049016UV[rV/controlActProcess[@classCode='CACT [[@moo
dCode="EVN')/subject{@typeCode='SUBJ'] 1}investigationEvent[@classCode="INVSTG][@moodCo
YiE L de="EVN')/component{@typeCode='"COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@dlassCode="INVSTG'|[@moodCode="EVN)subject1[@typeCode="SBJ'[1)/primaryRole[@classC
ode=INVS BJ'Y/subjectOR2[@typeCode="SBJ observation/code{@code="5'[@codeSystem="2.16.84
0.1.113883.3.989.2.1.1.19']|[ 1 Vobservation[@classCode="0OB S| [@moodCode=EVNVfoutboundRelat
ionship2[@typeCode='DRIV][observation/codef@code="8")[@codeSystem='2.16.840.1.113683.3.98
9.2.1.1.197)

TRI= & HIEE (BEICHL

h D.9.4.r WY )

~ %
|
-

/MCCI_IN200100UVD[@ITSVersion=XML_1.0'l@xsi:schemalocation="um:hl7-org:v3
MCCI_IN200100UVD1 . xsd'YPORR_IN045016UV[rJcontrolAciProcess[@classCode='"CACT'|[@moo
dCode="EVN'|/subject[@typeCode="SUBJ|[1}investigationEvent[@classCode=INVSTG'[@moodCo
de="EVN')/component{@typeCode="COMP'[[adverseEventAssessment][1)/adverseEventAssessment

HFICLHEEHD MedDRA Coded With codeSystemVersion= i [@classCode="INVS TG [@moodCode="EVN/subject[@typeCode="SBJ'] 1 /primaryRole[@classC

e . D.9.4.r.1a 4AN

R—gu Equivalents (CE) Character String (ST) ode='\NVSBJ'YsubjectOf2[@typeCode="SB.' [observation/code[@code="5'| @codeSysten="2.16.84
0.1.113883.3.989.2.1.1.19']|[1}/observation[@¢lassCode="0OB S [@moodCode="EVNJ/outhoundRelat
ionship2[@typeCode="DRIV][cbservation/code[@code="8"{@codeSystem="2.16.840.1.113883.3.98
9.2.1.1.19lobservation[@c assCode="OB5@mocodCode="EVN"value[@xsitype="CE'@codasS
ystem="2.16.840.1.113883.6.163')[1)/@codeSystemVersion

ICHICSR BEFEItE# : 2016411 A 108
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e D.94.r1b

B4RI= X H3EE (MedDRA
a—F ‘

8N

Coded With
Equivalents (CE)

cade=Character
String (ST)

- (AEs 3)

IMCCI_IN200100UVO1[@ITSVersion='XML_1.0'[@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_INCG49016UV[r}/controlActProcess[@classCode='"CAC T [@moo
dCode="EVNsubject@typeCode="SUBJ'[1)investigationEventf@classCode='INVSTG[@moodCo
de="EVN'Jicompenent[@typeCode="COMP"|[adverseEventAssessment][t}adverseEventAssessment
[@classCade="INVSTG'[@meodCode="EVN Vsubject1 [@typeCode="SBJ'|[1¥primaryRole[@classC
ode=TNVSBJVsubjectOf2f@typeCode='SBJ observation/code[@code'5|[@codeSystem="2.16.84
0.1.113883.3.985.2.1.1.19'][ 1}observation[@classCode="0BS'|[@mood Code="EVNJ/outboundRelat
ionship2[@typeCode='DRIV][observation/code[@code="8'][@codeSystem="2.16.840.1.113883.3.98
$.2.1.1.187|[rJobservation[@classCode="OBES @moodCode=EVNvalue[@xsi:type="CE"[@codeS
ystem='2.16.840.1.113883.6.163[1}@code

e D.9.4r2

HRISEDEE (AHEE)

250AN

Coded With
Equivalents (CE)

original Text =
Encapsulated Data
(ED)

IMCCI_IN200100UVH[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hI7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UV[r)controlActProcess[@classCode='"CACT'|[@moo
dCode="EVN/subjectf@typeCode="SUBJ][1}/investigationEveni[@classCode=INVSTG][@moodCo
de='EVN')component[@typeCode="COMP'][adverseEventAssessmentj[1)adverseEventAssessment
[@classCode="INVSTG'[@mocdCode="EVN'/subject1[@typeCode="SBJ[1}¥primaryRole[@classC
ode='INVSEJ'VsubjectOR[@typeCode="SBJ|[observation/code]@code="5"[@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19']][1 Vobservation[@classCode='"0BS’|[@moodCode="EVN'J/outboundRelat
ionship2{@typeCode="DRMN"][cbservation/code]@code='8'@codeSystem="2.16.840.1.113883.3.98
9.2.1.1.19"|[tVobservation]@classCode="0BST@moodCode="EVN Yvalue[@xsitype='CE'|[@codeS
ystem='2,16,840.1.113883.6. 16371 Jforiginal Text/text()

BT/ BRRE=BT 5.
RIS SN

€ D.10.1

O

60AN

Entity Name (EN)

name=Entity Name
Part (ENXP)

IMCCI_IN200100UVD1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn: hi7-org:v3
MCCI_IN200100UV01.xsd" /PORR_IN04S016UV[JcontrolActProcess[@dlassCode="CACT[@moo
dCode="EVN'//subject[@typeCode="SUBJ']1}investigationEven{@ctassCode=INVSTG|[@moodCo
de="EVNJcomponent{@typeCode="COMP"[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG'[@moodCode='"EVN'Vsubject1[@typeCode="SBJ'|[1¥primaryRole[@classC
ode="INVEBJYplayeri[@classCode="PSN|[@determinerCode="INSTANCE'/role[@classCode=FR
§'[1)fassociatedPerson[@classCode='"PSN'l[@determinerCade="INSTANCE Vname[1}text()

NullFlavor

/MCCI_IN200100UVO[@ITSVersion="XML_1.0"[@xsi:schemal.ccation="urm:hl7-org:v3
MCCI_IN200100UV01.xsd YPORR_INC49016UVrl/controlActProcess[@classCade='CACT|[@moo
dCode="EVN'Ysubject{@typeCode="SUBJ)[1¥investigationEvent{@classCode=INVSTG[@maodCo
de='"EVN'l/componeni{@typeCode="COMP'[fadverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN'}subject1[@typeCode="SBJ'{1)primaryRole[@classC
ode="INV5BJYplayeri[@classCode='PSN'l[@determinerCode="INSTANCE'Vrole{@classCode=PR
5'|[1lassociatedPerson[@classCode="PSN'[@determinerCode="INSTANCE ) name[ 1¥@nullFlavar

h D.10.2

BOERINH

e D.10.21

BOEFAR

B{3.-FM

Paintin Time (TS}

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN04SD16UVrl/controlActProcess[@classCode="CACT@moo
dCode="EVN')/subject[@typeCode="SUBJ|[1]investigationEvent[@classCode="INVSTG'[@moadCo
de="EVNT/componen{@typeCode="COMP[adverseEventAssessment][1)adverseEventAssessment
[@ctassCode=NVSTG[@moodCode="EVNJ/subjecti[@typeCode="SBJ[1}pimaryRole]@ctassC
ode="INVSBJ'Jplayeri[@classCode='"PSN'|[@determinerCode="INSTANCEVrolef[@classCode="FR
S1)associatedPerson[@classCode='"PSN[@determinerCode='INSTANCE'VbithTime/@value

ICH ICSR it

-31-

2016411 H 10 H




NultFlavor

(B 3)

IMCCI_IN200100UV01[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-org:v3d
MCCI_IN200100UV01.xsd' YPORR_IN0480 16UV rl/controlActProcess[@classCode="CACT][@moc
dCode="EVNJsubject{@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'Yplayer1[@classCode="PSN'[@determinerCode='INSTANCE Jrole[@classCode="PR
8'[[1)fassociatedPersonf@classCode='"PSN[@determinerCode="INSTANCE JbirthTime/@nullFlavor

[ D.10.2.2a

HoER X0

3N

Physical Quantity
(PQ)

value=Real Number
(REAL}

IMCCLIN200100UVOM[@ITSVersion="XML_1.0"[[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[r}contralActProcess[@classCode="CACT[@moo
dCode="EVN')/subject[@typeCode="SUBJ|[1)investigationEvent[@classCode="INVSTG[@moodCo
de="EVNJ/component[@typeCode='"COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG' [@moodCode="EVN'Vsubjecti[@typeCode="SBJ'[1)/primaryRole[@classC
ode="INVSBJ'Vplayer1[@classCode="PSN'][@determinerCode="INSTANCE Vrole[@classCode="PR
SY[1)/subjectOr[@typeCode="SBJ [observation/code[@code="3[@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.192']|{1)/observationf@classCode="OBS'|[@moodCode="EVN'livalue[@xsi:type="PQ][1]
I@value

e D.10.2.2b

BOEN (Hfr)

S0AN

Physical Quantity
(PQ) .

unit=Coded Simple
Value (CS)

IMCCI_IN200t00UVD[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn: hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IND49018UV[rY/contralActProcess[@classCode="CACT J{@moo
dCode="EVN/subject[@typeCode="'SUBJ[1}investigationEvent[@classCede="INVSTG'[@mocodCo
de='EVN')component[@typeCode='"COMP|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCede="EVNYsubjecti[@typeCode="SBJ")[1)primaryRole[@classC
ode='INVSBJ'Vplayeri[@classCode="PSN'[@determinerCode="INSTANCE )/role[@classCode='"PR
S"[1)subjectOf2[@typeCode="SBJ][observation/code[@code="3"[@codeSystem="2.16.840.1.11388
3,3.989.2.1.1.1¢]|[1)/observation]@classCode='0BS [ @moodCode='"EVN'value{@xsitype="PQ'][1]
I@unit i

e 0.10.3

HoRERAER

B {7 BM

Paintin Time (TS)

YMCCI_IN200100UV01[@ITSVersion="XML__1.0'][@xsi:schemaLocation="urn:hl7-org:v3

MCCIL_IN200100UV0t.xsd'YPORR_IND490 16N rfcontrolActProcess[@classCode="CACT[@moo
dCode="EVN')/subject{@typeCode="SUBJ][1}investigationEvent[@classCode="INVS TG [@moodCo
de=EVN)/component[@typeCode='"COMP'[adverseEventAssessment][1)/adverseEventAssessment
{@classCode="INVSTG'[@moodCode="EVN'Ysubjecti[@typeCode="SBJ'[1/primaryRole[@classC
ode=INVSBJVplayeri[@classCode="PSN'[@determinerCode="INSTANCE Jrole[@classCade="PR
S'H1)¥subjectOf2[@typeCode="SBJ|[observation/code[@code='22"|@codeSystem='2,16.840.1.1138
83.3.989.2.1.1.19']|[1)/observation[@classCode='0OBS'[@moodCode="EVN']/value[@xsi:type="TS]1
Y@value '

NultFlavor

JMCCL IN200100UVO1[@ITSVersion="XML_1.07)[@xsi:schemal.ocation="urn: 7-orgiva
MCCI_IN200100UVOH . xsd' YPORR_IN049018UV[r)/controlActProcess[@classCode="CACT[@moo
dCade="EVN)/subjecti@typeCode='SUBJS[1}investigationEvent[@classCode=INVS TG [@moodCo
de='EVNlicomponent[@typeCode='"COMP'[ladverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[[@moodCode="EVN'}subject[@typeCode="SBJ [ 1}primaryRole[@classC
ode="INVSBJYplayerii@classCode='PSN'|[@determinerCode="INSTANCE 'Vrole[@classCode='PR
S'[1)/subjectOf2]@typeCode="SBJ'[observation/code]@code="22"[{@codeSystem="2.16.840.1.1138
83.3.989.2.1.1.19'|[1)observationj@classCode="OBS"[@moodCode="EVN Jvalue[@xsi:type="TS'][1
V@nullFlavor
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e D.10.4

HAOLE (kg)

6N

Physical Quantity
PQ)

value=Real Number
(REAL)

(BI#E3)

MICCINZ00 100UV @ ITSVersion="XML_1.0[@xsi:schemalocation="urn: hi7-org:va
MCCI_IN200100UVO xsd' VPORR_IND49016UV[r)/controlActProcess{@ciassCode="CACT|[@moo
dCode=EVN)subject{@typeCode="SUBJ[1)investigationEvent{@classCode=INVSTG J[@moodCo
de="EVN'//componenf{@typeCode='COMP[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN'[subjecti[@iypeCode="SBJ'|[1}primaryRole[@classC
ode="INVSBJVplayerl[@classCode='"PSN'[[@determinerCode='INSTANCE'//role[@classCode="PR
S 1subjectOfZ[@typeCode="8BJ Jlobservation/code[@code="7T[@codeSystern="2.16.840.1.11388
3.3.989.2.1,1.19i[ 1}/observationf@classCode='0BS'[@moodCode="EVNHvalue[@xsi.type="PQ][
@unit="kg 1} @value

e D.10.5

AOHE (cm)

3N

Physical Quantity
(PQ)

value=Real Number
(REAL)Y

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd' YPORR_INO490 18UV[r/control ActPracess[@classCode="CACT[@moo
dCode="EVN'lsubject[@typeCode="SUBJ][1)finvestigationEvenij@classCode="INVSTG@moodCo
de="EVN/component{@typeCode="COMP']adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'Ysubject1[@typeCode="SB.J'[1])/primaryRole[@classC
ode="INVSBJ)/playeri[@classCode=PSN]@determinerCode=INSTANCE Vrole[@classCode=PR
S'[1)fsubjectOf2[@typeCode='SBJ jlobservation/code]@code="17"[@codeSystem='2.16.840.1.1138
83.3.989.2.1.1.18'][1)/observationf@classCode='OBS'|[@moad Code="EVN Hvalue{@xsi:type="PQ']l
@unit="cm'|[1)/@value

e D.10.6

DR

1N

Coded With
Equivalents (CE).

code=Character
String (ST)

IMCCI_IN200100UVO[@ITSVersion="XML_1.0f@xsi:schemalocation="urn:h17-org:v3
MCCI_IN200100UV01. xsd'VPORR_ING48018UV[r/contralActProcess{@classCode="CACT[@moo
dCode='"EVN]/subject[@typeCode="SUB.[1]investigationEvent[@classCode='|NVSTG[@moodCo
de="EVN'J/component[@typeCode="COMP'][adverseEventAssessment][1/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN)/subjecti[@typeCode="SBJ[1}primaryRole[@classC
ode="INVSBJ')/playeri[@classCode="PSN']@determinerCode="INSTANCE Jrole[@classCode="PR
§'l[1)/associatedPerson]@classCode='PSN'[@determinerCode='INSTANCE Y administrativeGender
Code[@codeSystem='1.0.5218"/@code

NullFlavor

IMCCI_INZ00100UVO1[@ITSVersion="XML_1.0T[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd' YPORR_INQ49016UVr)controlActProcess[@classCode='"CACT][@moo
dCode="EVN']/subject[@typeCode="SUBJ'] 1linvestigationEventf@classCode='INVSTC [@moodCo
de="EVN/component]@typeCode="COMP"adverseEventAssessment]{1}//adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN')subject[@typeCode="SBJ"|[1}/primaryRole[@classC
ode="INVSBJ'Vplayer1[@classCode="PSN][@determinerCode="INSTANCE Jrole[@classCode='PR
S'[1VassoclatedPerson[@classCode="PSN'][@determinerCode='INSTANCE JadministrativeGender
Code[@codeSystem="1.0.5218'Y@nullFlavor

h D.10.7

HOMMYT HERER VR

HER

h D.10.7.1.r

ROMELEh =N (B

IS LWYET)

YiE L

T#

MCCI_IN200100UVOM[@ITSVersion="XML_1.0'[[@xsl:schemalocation="urn: hi7-crg:v3
MCCI_IN200100UVD .xsd'/PORR_IN049016UV[rJ/controlActProcess{@classCode="CACT H[@moo
dCode=EVN/subjeci{@typeCode="SUBJ[1}investigationEvent{@classCode=INVSTG"}{@moodCo
de="EVN'Jcomponent{@typeCode="COMP'|[adverseEventAssessment][1 /adverseEventAssessment -
[@classCade="INVSTG'[[@moodCode="EVN'Vsubject1[@lypeCode="SBJ|[1¥primaryRole[@classC
ode=TNVSBJYplayeri[@classCode="PSN'][@determinerCode='INSTANCE'role[@classCode="PR
5'[1]/subjectOfZf@typeCade="5BJ[organizer/code[@code="1"][@codeSystem='2,16,840,1,113883,
3.989.2.1.1.2017[1Yorganize@classCode="CATEGORY'][@moodCode="EVN'}component{@typeC
ode="COMP"|[cbservation/codef@codeSystem="2,16.,840.1.113883.6.163']
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e D.10.7.1.r.1a

WMOMET ZARERVHE
st MedDRA /i—% g
b

4AN

Concept Descriptor
{CD)

codeSystemVersion=
Character String (ST)

(BIHE 3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'l[@xsi:schemalocation="urn: hi7-org:v3
MCCI_IN200100UV01.xsd"YPORR_INO49016UVIrfcontrolActProcess|@classCode="CACT | [@moo
dCode="EVN')isubjeci{@typeCode='SUBJ][1}investigationEvent{@classCode=INVSTG'|[@moodCo
de="EVN'//compenent[@typeCode="COMP J[adverseEventAssessment][1/adverseEventAssessment
[@classCode="INVSTG'|[@moodCede="EVN'Vsubject1[@typeCode="SEJ][1}primaryRole[@classC
ode="INVSBJVplayeri[@classCode='PSN']@determinerCode=INSTANCE )/role[@classCode="PR
S[1YsublectOf2{@typeCode="SBJ[organizer/code[@code="1[@codeSystem="2.16.840,1.113883.
3,989,2.1.1.20"][1Vorganizef@classCode="CATEGORY'li@moodCode="EVN'Jcomponent @typeC
ode="COMP'|[observation/code[@codeSystem='2,16.840.1,113863.6.1637|[fJobservation[@classCo
de='"0BS'@moodCode="EVN/code/@codeSystemVersion

e D.10.7.1.r.1b

HoMMT 5 EHER VR
tEEdR (R EHLRST
oftty (MedDRA 2— )

&N

Concept Descriptor

(€D

code=Character
String (8T)

MCCI_IN200100UVO[@ITSVersion='XML_1.0'[@xsi:schemaLlocation='urn:hi7-org:v3
MCCI_IN200100UV01.xsd YPCRR_IN049016UV[rJcontrolActProcessi@classCode='CACT[f@moo
dCode="EVN'/subject[@iypeCade="SUBJ']1}finvestigationEvent{@classCode="INVSTG"[@moodCo
de='"EVN'Jcomponent]@typeCode='COMP")[adverseEventAssessment][1/adverseEventAssessment
[(@classCode="INVSTG'[@moodCode="EVN')subject! [@typeCode="SBJ'1}primaryRole[@classC
ode="INVSBJ'Vplayer1[@classCode='PSN|[@determinerCode="INSTANCEVrole]@ciassCode=PR
S'[1)subjectOf2[@typeCode="SBJ[organizer/code{@code="1'[@codeSystem="2.16.840.1.1 13883.
3.989.2.1.1.20'}1Vorganized@classCode='"CATEGORY][@moodCode="EVN'Jcomponent|@typeC
ode="COMP"|[observation/code{@codeSystem='2.16.840.1.113883.6.163"]|[rJobservation[@classCo
de='0BS'[@moodCode="EVNYcode/@cede

e D.10.7.1.r.2

ML E

Bt Em

Interval of Point in
Time {IVL<TS>)

low=Interval
Boundary {I\VXB)

IMCCI_IN200100UVO1[@ITSVersion=XML_1.0'[@xsi:schemalLocation="urn:hl7-org.v3
MCCI_IN200100UV01.xs¢'YPORR_IN048016UV[r/controlActProcess|@classCode='CACT|[@moo
dCode='EVN')/subjecti@typeCode="SUBJ[1)investigationEventj@classCode="INVSTG'[@moodCo
de="EVN')/component[@typeCode='"COMP'[[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVNVsubjecti[@typeCode="SBJ'T1 VprimaryRole[@classC
ode="INVSBJ'}playeri[@classCode="PSN[@determinerCode=INSTANCE Jrole[@classCode="PR
S YsubjectOf2[@typeCode="SBJ N organizer/code[@code="1|[@codeSystern="2,16.540.1.1 13883,
3.989.2.1.1.207)[1)organizer{@classCode='"CATEGORY'[[@moadCode="EVN')Ycomponent@typeC
ode='"COMP'[observation/code]@codeSystem="2.16.840.1.113683.6. 163"]|[r)/observation[@classCo
de="QBS'|[@moodCode="EVN'VeffectiveTime[@xsi:type="VL_TS /ow/@value

NullFlavor

IMCCI_IN200100UVO[@ITSVersion="XML_1.0']@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UV[rJcontrolActProcess[@classCode='CACT [@moo
dCode="EVN)/subject{@typeCode="SUBRJ'|[1)investigationEvent[@classCode=INVSTG'[@moodCo
de="EVN')/component[@typeCode='COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTE[@mocdCode="EVN'/subjecti[@typeCode="SBJ'] 1 [fprimaryRole[@classC
ode="INVSBJ'Yplayer1[@classCode="PSN'|[@determinerCode="lNSTANCE Jrole[@classCode='PR
S1)subjectOf2[@typeCode="SBJ Jorganizer/code[@code="1][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.201][1 Yorganize@cfassCode="CATEGORY[@mood Code="EVN'component{@typeC
ode='COMP'|[observation/code[@codeSystem="2.16.840.1.1 13683.6. 16 3']|[rVobservation[@classCo
de='0BS'[[@moodCode="EVN'VeffectiveTime[@xsi:type="IVL_TSVow/@nullFlavor
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T3

Boolean (BL)

(BI#E3)

IMCCI_IN200100UVOI[@ITSVersion="XML_1.0'@xsi:schemal.ocation="urn:hi7-org:v3
MCCIL_IN200100UV01 .xsd YPORR_IN049016UV[rYcontrolActPracess[@classCode="CACT[@moo
dCode="EVN)/subjeci{@typeCode="SUBJ'J{1)investigationEvent{@classCode=TNVSTG'|[@moodCo
de='EVN'J/componentj@typeCode="COMP"[adverseEventAssessment][ 1}/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN)/subject1[@typeCode="SBJ'][1¥YprimaryReole[@classC
ode="INVSBJ Jplayeri[@classCode="PSN[@determinerCode=INSTANCE Jrale[@classCode="PR
8'[1¥/subjectOf2{@typeCade="SBJ|[organizer/code[@code="1"|[@codeSystem='2,16.840.1,113883,
3.989.2.1.1.20"|[1)organizer @classCode="CATEGORY'|[@moodCode=EVN ) component @typeC
ode="COMP'|[observation/code]@codeSystem="2.16.840.1.113883.6.163|[r}observation[@classCo
de='0BS"[@mecdCode=EVNinboundRelatienship[@typeCode=REFR'][observation/code[@code
=13 @codeSystem="2.16.840.1.113883.3.982.2.1.1.19'J[1}fobservation[@classCode="OBS'|[@mo
odCode="EVN'value[@xsi:type='"BL[1}@value

#£78

B+~

Interval of Point in
Time (VL<TS>)

high=Interval

Boundary (IVXB)

MCCL_IN2001 00UV [@IT SVersion="XML_1.0"[@xsi:schemalocation="um:h|7-org:v3
MCCI_IN200100UV01.x5d YPORR_IN049018UV[l/controlActProcess[@classCode="CACT|[@moo
dCode='"EVNVsubjecti@typeCode="SUBJ[1)investigationEvent{@classCode="INVS TG [@moodCo
de="EVN'Ycomponent[@typeCode='COMP'][adverseEventAssessment]{1}/adverseEventAssessment
[@classCode="INVSTG@moodCode="EVN'Vsubjecti[@typeCode="SBJ'][1}/primaryRole[@classC
ode="INV5BJ)/player1[@classCode='"PSN'][@determinerCode="INSTANCE'/role[@classCode='PR
S 1)subjectOf2[@typeCode="SBJ"[organizer/code[@code="1"][@codeSystern="2,16.840.1.113883.
3.989.2,1.1.20)[1)/organizer{@classCode="CATEGORY[@moodCode="EVN Ycomponent@typeC
ode="COMP'|[observation/code[@codeSystem="2.16.840.1.1135883.6. 16 3']|[rVobservation[@classCo
de="0BS'|[@moodCode="EVN'VeffectiveTimej@xsi.type="IVL_TS"Vhigh/@value

MNullFlavar

IMCCI_IN2001 00UV 1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:h!7-org:v3 -
MCCI_IN200100UV01.4sd'VPORR_IN049016UV rfcontrolActProcess[@classCode='"CACT][@moo
dCode="EVN'|/subject{@typeCode="SUBJ][1]finvestigationEvent[@classCode=TNVSTG'[@moodCo
de="EVNJ/component[@typeCode="COMP']adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTGE'[(@mocdCode="EVN'Vsubject1 [@typeCode="SB)[1)VprimaryRole[@classC
ode="INVEBJ'Vplayeri[@classCode='"PSN'[@determinerCode="INSTANGE)/role[@classCode="FR
' )subjectOR[@typeCode="SBJ'[organizer/code[@code="1"[@codeSystem="2_16.840.1.113883.
3.988.2.1,1.20][1)/orpanizerfj@classCode='"CATEGORY'[[@moocdCode="EVN Yeomponent @typeC
ode='"COMP"][observation/code[@codeSystem="2.16.840.1.113883.6.163"|[r//observationf@classCo
de="OBS'[@moodCode="EVNVeffectiveTime[@xsi:type="IVL_TSThigh/@nullFlavor

e’ D.10.7.1.r.3
e D.10.7.1.r.4
e

e | D.10.7.1.85

2000AN

Encapsulated Data
ED

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd YPORR_IN049016UV[rJcontralActPracess[@classCode="CACT[@moo
dCode="EVN'//subject[@typeCode="SUBJ'{1}investigationEventj@classCode=INVSTG'|[@moodCo
de="EVN'J/componentj@typeCode='COMP"[adverseEventAssessment][t}/adverseEveritAssessment
[@classCode="INVSTG'|[@moodCode="EVN')/subjecti[@typeCode="SBJ'|[1}primaryRole[@classC
ode="INV5BJ'Yplayeri[@classCode='"PSN[@determinerCode="INSTANCE Jrole[@classCode='PR
S[1¥subjectOf2[@typeCode="SBI)[organizer/code[@code="1"[@codeSystem='2.16.840.1.113883.
3.988,2,1.1.20']|[1)Verganizer|@classCode="CATEGORY'][@moodCode="EVN'Jcomponent@typeC
ode="COMP'J[observation/code[@codeSystem='2.16.840.1,113883.6.163]|[r/observation[@classCo
de="0BS'[@moodCode=EVN)/outboundRelationship2[@typeCode="COMP'|[ohservation/code]@co
de="10'[@codeSystem="2.16.840.1.113883.3.989.2.1.1.19"]|[1/observation[@classCode="0BS|[@
moodCode="EVN'Jvalue[@xsk.type="ED'[1]/text()
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[ D.10.7.2

FORMNET DERER U
RO R

10000AN

Encapsulated Data
(ED)

(BI#E3)

{MCCI_IN200100UVD1[@ITSVersion="XML_1.0'][@xsi:schemalocation='um:hl7-org:v3
MCCI_IN200100UV01 xsd'/PORR_ING48016UV[ricontralActProcessf@classCode="CACT'l[@mao
dCode='EVN')/subject[@typeCode="SUBJ][1FinvestigationEvent{@classCode=NVSTG][@mocdCo
de="EVN']/component@typeCode="COMP'|[adverseEventAssessment][1 JadverseEventAssessment
[@classCode=INVSTG' [@moodCode="EVN'Ysubject1[@typeCode="S8.J'[1}/primaryRole[@classC
ode="INVSBJ)player1[@classCode="PSN'[@determinerCode="INSTANCE 'Jrale[@classCode="PR
S[1¥subjectOf2[@typeCode="SBJ |[organizer/code]@code="1][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20)11Yorganizer@classCode='CATEGORY'[@moadCade="EVN Jcomponent{@typeC
ode="COMP"[observation/code[@code="18"[@codeSystem="2,16.840.1.113883.3.989.2.1.1.19'|[1¥
observation[@classCode="0BS'[@moodCode="EVN'value[@xsi:type="ED'][1}/texi()

h D.10.8.r

AOMAT HAEOEER
EHAE (BREISHELARYE
¥

mUEL
/—F

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemal.ocation="urn:hi7-org:v3
MCCL_IN200100UV01.xsd'VPORR_IND49016UV[rVcontrolActProcess[@classCode="CACT[@moo
dCode="EVN)fsubjecti@typeCode='SUBJ][1)investigationEvent{@classCode=INVS TG [@mocdCo
de="EVN 'fcomponent[@typeCode="COMP"J[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG@maadCode="EVNYsubject [@typeCode="SB.'][1VprimaryRole[@classC
ode="INVSBJ'Vplayeri[@classCode='PSN'|[@determinerCode="INSTANCE Vrole[@classCode="PR
S'[MYsubjectOfR2{@typeCode="SBJ[organizer/code[@code="2"] @codeSysten="2.16.840.1.113883,
3.889.2.1.1.207|[1)/organized@classCode="CATEGORY[@mondCode="EVN Yeomponeni@typeC
ode='COMP'|[substanceAdministration]

& D.10.8.r.1

EXRE (HEshi-xH)

250AN

Entity Name {EN}

name=Entity Name
Part (ENXP)

IMCCI_IN200100UVEIf@ITSVersion=XML_1.0'{@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd' YPORR_IN048016UV[r)/controlActProcess[@classCode="CACT [@mon
dCode="EVN}subject[@typeCode="SUBJ'[[1)investigationEvent[@classCode="INVSTG'|[@moodCo
de='EVN'//component[@typeCode="COMP'[[adverseEventAssessment][1)adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN subjecti[@typeCode="SBJ'|[1)/primaryRole]@classC
ode="INVSBJ)player1[@classCode="PSN'|@determinerCode="INSTANCE'/role[@classCode=FPR
S[1)fsubjectOf2[@typeCode="SBJ[organizer/code[@code="2"][@codeSystem='2.16.840,1,113883.
3.989,2.1.1.20'[1Vorganize@classCode='CATEGORY J[@moodCade="EVN'/component @typeC
ode="COMP'[substanceAdministration][r)/substanceAdministration[@classCode='"SBADM][@mood
Code="EVN'Jconsumable{@iypeCode='CSM[1}instance OfKind[@classCodé=NST YkindOfProduc
t{@classCode="MMAT'[[@determinerCade="KIND'{'name[1]iext(}

e D.10.8.r.2a

3

r

MPID 74— aft &S

v

15O IDMP 4
oELY

Caded With
Equivalents (CE)

codeSystemVersion=
Character String (ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0']@xsi:schemaLocation="urn:hl7-org:v3
MCCI_[N200100UV01.xsd VPORR_IND48016UV[r)control ActProcess[@classCode="CACT[@moo
dCede="EVN')isubject{@typeCode="SUBJ[1}investigationEvent{@classCode=TNVSTGT@meodCo
de='"EVN'/component[@typeCode="COMP|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'subject1[@typeCode="SBJ'][1l/primaryRole[@classC
ode="INVSBJPplayeri[@classCode="PSN']@determinerCode=INSTANCE Jrole[@classCode="PR
$T1)VsubjectOf2i@typeCode="SBJ'[organizer/code[@code="2"[@codeSystem='2,16.840,1.113883.
3,989.2.1.1.20']|[1Vorganizef@classCode="CATEGORY'|[@moodCode="EVN'Jcomponent{ @typeC
ode="COMP"[[substanceAdministration][r)/substanceAdministration[@classCode="SBADM'][@maod
Code="EVN'Vconsumable[@typeCode="CSM[1)instance OfKind[@classCode="INST VkindOfProduc
{@classCade="MMAT'][@determinerCade="KIND'}/code[@codeSystem="TBD-MPID'}/@codeSyste
mVersion
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e D.10.8.r.2b

EXMMBEIF (MPID)

ISC IDMP
nEEY

Coded With
Equivalents (CE)

code=Character
String (ST)

(BI# 3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0I[@xsi:schemal.ocation="urn:h7-org:v3
MCCI_IN200100UV01.xsd /P ORR_IND480 16UV{r//controlActProcess[@classCode='CACT J[@moo
dCode="EVN'isubject{@typeCode="SUBJ[1}investigationEvent[@classCode='INVSTG [@moodCo
de="EVNJ/component{@typeCode="COMP'[adverseEventAssessment][1])/adverseEventAssessment
[@classCode=INVSTG' [@moodCode=EVN}Vsubjecti[@lypeCode="SBJ'[ 1 /primaryRole[@classC
ode="INVSBJVplayer1[@classCode="PSN'l[@determinerCode=INSTANCE Vrole[@classCode='PR
5[1)/subjectOf2[@typeCode='SBJ'[organizer/code[@code="2"][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20[1Vorganizer[@classCode="CATEGORY[@moodCode="EVNVecomponeni @typeC
ode='COMP'][substanceAdministration][f//substanceAdministration[@classCode="SBADM|[@mood
Code='EVNT/consumable[@typeCode="CSM][1}instance OfKind[@classCode="INST'VkindOfProduc
t@classCode="MMAT J@determinerCode="KIND'/code[@codeSystem="TBD-MFID'@code

e D.10.8.r.3a

PORID Ji—Ya AR E
=

(SO IDMP
DEBY

GCoded With
Equivalents (CE)

codeSystemVersion=
Character String {ST}

IMCCI_IN200100UVOE@ITSVersion="XML_1.0'[@xsi:schemal ocation="urn:hl7-org:v3
MCCI_IN200100UVQ1 .xsd'VPORR_ING49016UV[rYcontrolActProcess[@classCode="CACT[(@moo
dCode='"EVNT/subjecti@typeCode="SUB.J"|[1]investigationEvent[@classCode='INVSTG[@moodCo
de="EVN'/fcomponent[@typeCode='"COMP'|[adverseEventAssessment][1adverseEventAssessment
[@classCode="INVSTG[(@moodCade="EVNsubject[@typeCode="SBJ][1)primaryRole[@classC
ode="INVSBJ'Vplaveri[@classCode="PSN'[@determinerCode="INSTANCE }role]@classCode='PR
S'T1)subjectOf2[@typeCode="SBJorganizer/code[@code="2][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20']1Vorganizerj@classCode='CATEGORY'[@moodCode="EVN'Ycomponent{ @typeC
ode="COMP"][substanceAdministration][r'substanceAdministration[@classCode="SBADM'|[@mood
Code="EVN/consumable[@typeCode="CSM][1]instance OfKindj@classCode="INST'YkindOfProduc
t{@classCode="MMAT|[@determinerCode='KIND'Vcode[@codeSystem="TBD-PhPID'/@code Syste

‘mVersion

e D.10.8.r.3b

NEWRF (PhPID)

150 IDMP
DEEHY

Coded With
Equivalents (CE}

code=Character
String (ST)

FMCCI_IN200100UVO[@ITSVersion="XML_1.0@xsi:schemaLlocation="urn: hi7-crg:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[rl/controlActProcess{@classCode="CACT[@moco
dCode="EVN/subject{@typeCode="SUBJ[1}investigation Event{@classCode='INVSTG'|[@moodCe
de="EVNJcomponentf{@typeCode="COMP'[[adverseEventAssessment][1 JadverseEventAssessment
[@classCode="INVSTG'[@moodCode=EVN'}/subjecti[@typeCode='SBJ'][1¥primaryRole[@classC
ode="INVSBJYplayerlf@classCode='"PSN'[[@determinerCode="INSTANCE[/role[@classCode='PR
$[1V/subjectORi@typeCode='SBJ'[organizer/code[@code="2[(@codeSystem='2.16.840.1.113883.
3.989.2.1.1.20|[1Vorganizerf@classCode="CATEGORY'|[@moodCode="EVN'Jicomponen @typeC
ode="COMP"[[substanceAdministration][r}substanceAdministration[@classCode="SBADM[@mood
Code="EVNJconsumable[@typeCode="CSMT[1)instanceOfKind[@classCode="INST'/kindOfProduc
{@classCode="MMAT|[@determinerCode="KIND Veode[@codeSystem="TED-PhPID'/@code

e D.10.8.r4

LG

Bt/ Bl

Interval of Peint in
Time {VL<TS>)

low=Interval
Boundary {IVXB)

MCCI_IN200100UVOM[@ITSVersion="XML_1.0'][@xsi:schemaLocation="urn:h|7-0rg:v3
MCCI_IN200100UV01.xsd' VPORR_IN048016UV[r)control ActProcess[@classCode="CACT[@moo
dCode="EVN/subject{@typeCode="SUBJ][1]/investigationEvent[@classCode=INVSTG[@mecodCo
de='EVN'|//component{@typeCode="COMP"[adverseEventAssessment][1)adverseEventAssessment
[@classCode='NVSTG[@moodCode="EVN'Vsubject1 [@typeCode="SBJ] 1}primaryRole[@classC
cde="INVSBJ')player1[@classCode="PSN']|@determinerCode="INSTANCE'Vrole[@classCode="PR
5'[1)/subjectOf2[@iypeCode="SBJ'[organizer/code[@code="2'[[@codeSystem="2.16.840.1,113883,
3.989.2.1.1.20")[1)forganizer]@classCode="CATEGORY|[@moodCode="EVN'J/component{@typeC
ode="COMP'|[substanceAdministration][r}/substanceAdministration[@classCode="SBADMT@mood
Code="EVN')feffective Time[@xsi:type="IVL_TS'Now/@value
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NullFlavor

(B 3)

IMCCIL_IN200100UV0OM[@ITSVersion="XML_1.0'[{@xsi:schemaLocation="urn:hl7-org:v3
MCCIL_IN200100UVD1 xsd YPORR_IND49016UV[rVcontrolActProcess[@classCode="CACT l[@mac
dCode="EVN')subjec{@typeCode="SUB.J'j1)investigationEvent@classCode=TNVS TG [@moodCo
de="EVNJcomponent{@typeCode="COMP|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVS TG [@moodCode="EVN Vsubject1[@typeCode="SBJ|[1}primaryRole[@classC
ode='NVSBJplayeri[@classCode="PSN@determinerCode="INSTANCE Jrolef@classCode="PR
S'TYsubjectOf[@typeCode='SR.[organizer/code[@cade="2@codeSystem='2.16.840.1,113883,
3.989.2.1.1.201)[1 Vorganize{@classCode="CATEGORY'][@moodCode="EVN J/component{@typeC
ode="COMP"][substanceAdministration][r}/substanceAdministration[@classCode="SBADM][@mood
Code="EVN']/effectiveTime[@xsl:type="IVL_TS'Jow/@nullFlavor

e D.10.8.r.5

¥TH

=B} o2

Intervat of Point in
Time (IVL<TS>)

high=Interval
Boundary (IVXB})

IMCCI_IN200100UVQI@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01 xsd'VPORR_IN049016UVir)controlActProcess[@classCode="CACT[@moo
dCode="EVN'Vsubject[@typeCode="SUBJ[1)investigationEventf@classCode="INVSTG'[@moodCo
de="EVN'|/componeni[@typeCode="COMP'[adverseEventAssessment][1 /adverseEventAssessment
[@classCode=INVSTG@moodCode="EVN'Jsubject1[@typeCode="SBJ|[1 /primaryRole[@classC
cde="INVSBJ)player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S[1)/sublectOf2[@typeCode="SBJ[organizer/code[@code='2[@codeSystem="2.16.840.1.113883.
3.989.2,1.1.20][1l/organizer{@classCode="CATEGORY'|[@moodCode="EVN'}component @typeC
ode="COMP'|[substanceAdministration][r}substanceAdministration]@classCode="SBADM'][@mood
Code="EVNVeffectiveTime[@xsi:type="IVL_TSVhigh/@value

NullFlaver

/MCCY_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-arg:v3
MCCI_IN200100UV01.xsd"YPORR_IN049016UV[rVcontrolActProcess[@classCode="CACT[@moo
dCode="EVN'subject{@typeCode='SUB.J|[1]investigationEvent[@classCode=INVSTG][(@moodCo
de="EVN'J/compenent[@typeCode='COMF'JadverseEventAssessment] 1)adverseEventAssessment
[@classCode="INVSTG'[@moodCode='EVNYsubject1[@typeCode="SBJ)[1 VprimaryRole]@classC
ode='INVSBJYplayer1[@classCode="PSN[@determinerCode='INSTANCErole[@classCode="PR
S[1)¥subjectOf2[@typeCode="SBJ'|[organizer/code[@code="2"[(@codeSystem='2.16.840.1.113883.
3,889.2.1.1.20'|[1Verganizer{@classCode="CATEGORY'[@moodCode="EVN'fcomponeni@typeC
ode="COMP'|[substanceAdministration][r}/substanceAdminisiration[@classCode="SBADM[@moad
Code="EVN'effective Time[@xsi :type=iVL_TS'Jhigh/@nullFlavor

e D.10.B.r.6a

HEAEHAO MedDRA /i—
Sa

4AN

Coded With
Equivalents (CE}

codeSystemVersion=
Character String (ST)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVe1 xsd YPORR_IN043016UV[ricontrolActProcess[@classCode=~'CACT J[@meo
dCode="EVN"/subject{@typeCode="SUBJ']1linvestigationEvent{@classCode='INVSTG][@moodCo
de='EVN'/fcomponentj@typeCode="COMP"|[adverseEventAssessment][1}adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'Ysubject! [@typeCode="SBJ 1¥primaryRole]@classC
ode='|NVSBJ'Vplayer1[@classCode="PSN|[@determinerCode="INSTANCErole[@classCode="PR
S[1)isubjectOf2[@typeCode="$BJ Torganizer/code[@code="2J[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20']|[1)organizer@classCode="CATEGORY'|[@moodCode="EVN'Jcomponent@typeC
ode="COMP'|[substanceAdministration][r}/substanceAdministration[@classCode="SBADM|[@moad
Code="EVNToutboundRelationship2[@typeCode="RSON'[observation/code[@code="19"][@codeSy
stem='2.16.840.1.113883,3,.989.2,1.1.19)[1)/observation[@classCode="0BS'[@moodCode="EVN')/
value[@xsi:type="CE'|[@codeSystem="2.16.840.1.113883.5.163')[1}/@codeSystemVersion
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(A% 3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:h7-org:v3
MCCL_IN200100UVO1.xsd' YPORR_IN049016UV[rlcontrolActProcessi@classCode="CACTl[@moo
dCode="EVNY/subjeci[@typeCade="SUB.J']i1)investigationEvent{@classCode="INVSTG'[@moodCo
de='EVN'//compeonent[@typeCode="COMP'|[adverseEventAssessment][1}/adverseEventAssessment
. [@classCode="INVSTG[[@moodCode="EVN]/subject][@typeCode="SBJ [ 1}/primaryRele[@classC
Coded With cade=Character i ode='|NVSBJVplayer1[@classCode='PSN|[@determinerCode="INSTANCE'Vrole[@classCode='"PR
Equivalents (CE) String (ST) S[1)subjectOfZ[@typeCode="SBJ"[organizer/code[@code="2"[[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20')|[1}organizer@classCade='CATEGORY'|[@moodCode="EVN'Jcomponent@typeC
ode="COMP"]substanceAdministration}[r’substanceAdministration[@classCode="SBADM][@mood
Code~'EVNoutboundRelationship2[@typeCode="RSON[observation/code[@code="19"[@codeSy
stem='2.16.840.1.113883,3,989.2,1,1.197][1}/observation[@classCode="OBS'[[@moodCode='"EVNY
value{@xsi:type="CE'[[@codeSystem="2.16.840.1.113883.6.163'][1]/@code

MMCCI_IN200100UVe1[@ITSVersion="XML_1.0"[@xsi:schemaLlocation="urn:hI7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN048016UV[r)/controlActProcess[@classCode='"CACT'|[@moo
dCode="EVN'subject[@typeCode="SUBJ[1}investigationEvenif@classCode=1NVSTG[@moodCo
de='"EVN')/component[@typeCode="COMP'[ladverseEventAssessment][1adverseEventAssessment
[@classCode="INVSTG[@muoodCode="EVN}subject1 [@typeCode="SBJ'][1)primaryRolef@classC
Coded With codeSystemVersion= i ode="|NVSBJ'Vplayeri[@classCode="PSN'][@determinerCode="INSTANCE Jrolef@classCode=PR
5[ 1)subjectCf2[@typeCode="SB.J'jorganizer/code[@code="2"][@codeSystem="2_16,840,1,113883,
3.989.2:1.1.20N[1)Yorganizer@classCode="CATEGORY'|[@moodCode="EVN'Jcomponent[@typeC
't ode='"COMP'][substanceAdministration][r[/substanceAdministration[@classCode="SBADM'][@maod
Code="EVN'JoutboundRelationship2[@typeCode="CAUS'|[chservation/code[@code="29"[@codeSy
stem="2.16.840.1.113883.3.989.2.1.1.19'}][ 1 Jobservation[@ctassCode='"0BS'[ @moodCode="EVN')/
value[@xsi:type='"CE'[@codeSystem="2.16.840.1.1 13883.6.163'[1)/@codeSystemVersion

IMCCI_IN200$00UVO 1[@ITSVersion="XML_1.0'i@xsi:schemalocation="urn:hi7-org:v3
MCCILIN200100UVD1.xsd VPORR_IN049016UV[rcontrolActPracess[@classCode='CACT | [@moo
dCode="EVN}/subject{@typeCode="SUBJ|[1)investigationEvent@classCode="INVSTG|[@moodCo
de="EVN")/component[@typeCode="COMP'|[adverseEventAssessment][1}adverseEventAssessment
' [@dassCode="INVSTG | [@moodCode="EVN Fsubject j@typeCode="SB.J'|[{VprimaryRole[@classC
Coded With code=Character & ode='INVSBJ)player1[@classCode="PSN']@determinerCode="INSTANCE'Vrole[@classCode='PR
Equivalents (CE) String {ST) 5'1VsubjectOf2[@typeCode='SBIJ[organizer/code{@code="2'|[@codeSystem="2. 16.840.1.113883.
3.989.2.1.1.20[1Jorganizerf@classCode='CATEGORY[[@moodCode='"EVN Jcompanent{@typeC
| ode="COMP'|[substanceAdministration][r)/substanceAdministrationf@classCode="SBADM[@moad
Code=EVN'/outboundRelationship2[@typeCode="CAUS Jjobservation/code[@code="29"][@codeSy
stem='2,16,840.1,113883,3,889.2.1,1.19|[1/ohservation[@classCode="OBS[@moodCode="EVN'}
value[@xsi:type="CE|[@codeSystem='2.16.840.1.113883.5.163[1}@code -

IMCCI_IN200100UVO[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hi7-org:v3
. MCCI_IN200100UVO1 xsd YPORR_IN049016UVVcantrolActProcess[@classCode="CACT'f@moo
o — U 3 dCode="EVN'//subject{@typeCode="SUBJ']1}investigationEvent{@classCode="|NVSTG'][@moodCo
i‘gfggﬁ?‘* (BEIZR ‘; _J f L de="EVN'J’componeni{@typeCode="COMP'|[adverseEventAssessment][1/adverseEventAssessment
. . [@classCode=INVSTG'[@moodCode="EVN'}subject1[@typeCode="SB.J')[1)primaryRole[@classC
ode="INVSBJ)YsubjectOf2[@typeCode="SBJTJobservation{id]fcode[@code="28[@codeSystem="2, 1
6.840.1.113883.3.889.2.1.1.19]]

e - D.10.8.r.6b EAEH (MedDRA I—F) | 8N

BEMA®O MedDRA H— g 2AN

& D.10.8r7a o Equivalertts (CE) Character String (5T)

e D.10.8.r.7b E{FA (MedDRA O— F) 8N

E—AWBRRICLVEES
h=BHER - HEER

ICHICSR Hilfiigs ‘ 2016411 A 10E
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e Eil1a

BEBTREN SN, B—R
WERIcL Y& EhEE
ffR - AEEE

250AN

Coded With
Equivalents (CE}

originalText =
Encapsulated Data
(ED)

(BUEs 3)

IMCCI_IN200100UVO[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn: hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UV[rlcontrolActPrecess[@classCode="CACT [@moo
dCode="EVNsubject[@typeCode='SUBJ[1)investigationEvent[@classCode=NVSTG@moodCo
de="EVN'component{@typeCode="COMP'[adverseEventAssessment][1)adverseEventAssessment
[@classCode="|NVSTG[@moctCode="EVN'/subject1[@typeCode="SBJ'[1V/primaryRole[@classC
ode="INVSBJ)subjectOf2[@typeCodes"SBJ" [observationfid)[code[@code="28[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.191]l[ifabservation]@classCode="0OB S [@moodCode="EVNvalue[@x
sitype="CE'|[@codeSystem="2.16.840.1.113883.6,163|[1}originalText/text()

e E.i.1.ib

W—RFRRICEVRES
hi-RER - AREROE
|

3A

Coded With
Equivalents (CE)

original Textlanguage
=Coded Simple Value
(Cs)

IMCCI_IN200100UVO1 [@ITSVersion="XML_1.0'{@xsi:schemal.ocation="urn:hi7-org:v3
MCCI_IN200160UV01.xsd VPORR_IN043018UV[rlcontrol ActProcess[@classCode='CAC T @moo
dCade="EVN'}subjecti@typeCode="SUBJ|[1]investigationEvent[@classCade=NVS TG [[@moadCo
de="EVN'Jcompanent[@typeCode="COMP"[adverseEventAssessment][1 fadverseEventAssessment
[@classCode="INVSTG'@moodCode="EVN Vsubject! [@typeCode="SBJ'][1)/primaryRole[@classC
cde='INVSBJ YsubjectOf2]@typeCode='S B.'|[observationid][code[@code=29"[@code System="2.1
6.840.1.113883.3.989.2.1.1. 19]]li/observation[@classCode="0BS|[@moodCode="EVNVvalue[@x
sitype="CE][@codeSystem="2.16.840.1.113883.6.163'[1 Voriginal Text/@language

e E.i1t.2

HiR &Ntz B—RiEE
suEEThEAFRSH
wER

250AN

Encapsulated Data
(ED)

MCCI_IN2001 00UV [@ITSVersion=XMI._1.07[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 . xsdYPORR_IN0480 16UV[rJ/controlActProcess[@classCode="CACT'|[@moo
dCode=EVNsubjecti@lypeCode="SUBJ][1}investigationEvent@classCode=INVSTG[@moodCo
de="EVN'/component{@typeCode='"COMP'[[adverseEventAssessment][1}/adverseEventAssessment
[@classCode=INVSTG"[@moodCode='EVNVsubject1[@typeCode='SB.'[1)/primaryRole[@classC
ode="|NVSBJ'JsubjectOf2[@typeCode="SBJ Jfobservation[id)[code{@code="29"[[@codeSystem="2.1
6.840.1.113883,3.980,2,1.1.19']]|[[fobservation[@classCode='"0BS [ @moodCode="EVN'Joutbound
Relationship2[@typeCode='PERT )[observation/code[@code="30"[@codeSystemn="2,16.840.1.11388
3,3,980.2.1.1.19"]][1 Vobservation[@classCode="0BS'|[[@moadCode="EVNvalue{@xsitype=ED'][1]
fted()

e EQ2.1a

Bt HEERO
MedDRA 18—30 3 >

4AN

Coded With
Equivalents {CE)

codeSysternVersion=
Character String (ST)

MCCI_IN200100UVO[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org.v3
MCCI_IN200100UV01.xsd YPORR_[N0O49016UV[l/controlActProcess[@classCode="CACT][@moo
dCode="EVN'Vsubject{@typeCode="SUBJ[1}investigationEvent{ @classCode='INVSTG[(@moodCo
de='EVNfcomponent[@typeCode="COMP"|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=TNVSTG [@moodCode=EVN Ysubject! [@typeCode='SBJ'[1/primaryRole[@classC
ode="|NVSBJ'YsubjectOf2[@typeCode="SBJ][observation[id)[code[@code="29fi@codeSystem='2.1
6.840,1.113883.3.989.2.1.1.19][[fobservation[@classCode="OBS [@moodCode="EVN'Pvalue[@x
sitype='CET@codeSystem='2.16.840.1.113683.6. 1637 1¥@codeSystemVersion

e E.iz21b

B~ HWEE (MedDRA
a-—F)

8N

Coded With
Equivalents (CE)

code=Character
String (ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urm:hl7-0rg:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[r}/controlActProcess[@classCode="CACT][@moo
dCode="EVN')/subject{@typeCode="SUBJ|[1}investigationEvent{@classCode="INVSTG'[[@moodCo
de="EVNJicomponent[@typeCode="COMPJ[adverseEventAssessment][1//adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN'Ysubject1[@typeCode="SBJ'I1 )/primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJ[observation[id][cade{@code="29"[@codeSystem='2.1
6.840.1.113883,3.989.2.1.1,197]][i}/fobservation[@classCode="0BS'[{@moodCode="EVN'value[@x
sitype='CE'[@codeSystem='2.16.840.1.113883.6.16 3] 1V@code

ICH ICSR HEHfFa g
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e E.i.3.1

BEEICEH>TERELZA
=RER - ARER

1N

Coded With
Equivalents (CE)

code=Character
String (ST)

(BT 3)

MMCCLIN200100UVOI[@ITSVersion="XML_1.0"|[@xsi:schemalocation="umm:hl7-org:v3
MCCI_IN200100UV01.xs<'YPORR_IND49016UV[rJcontrolActProcess[@classCode="CACT | [@moo
dCode="EVN Vsubject{@typeCode="SUBJ'|[1)investigationEvent[@classCode=INVSTG'[@moodCo
de="EVN'Jfcomponent[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssassment
[@classCode="INVSTG'[[@moodCode="EVN'Vsubject![@typeCode="SB.J'][1}primaryRole[@classC
ode="INVSBJ'YsubjectOf2[@typeCode="SBJ[observation[id][code[@code="29"[@codeSystem="2.1
6.840,1,713883,3,989.2.1,1.19]fiil/observation|@classCode="0OBS'[@moodCode="EVNVYoutbound
Relationship2[@typeCode="PER T |[observationfcode[@code="37"][@codeSystem="2.15.840.1. 11388
3.3.989.2.1.1.19)[1}observation[@classCode="0BS5"[@moodCode="EVNWvalue]@xsitype="CENl@
codeSystem='2:16.840.1,113883.3.989.2.1,1.107[1)/@code

BEEICE>TRELZA
LR - S RERICET
% ICH a—FUX bDsi—
Saw

MCCI_IN200100UVD1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-crg:va
MCCI_IN200100UV01.x5d' P ORR_INC49016UV([/controlActProcess[@classCode='CACT|[@moo
dCode='EVNT)/subjeci[@typeCode="SUBJ][1)/investigationEventj@classCode="INVSTG][@moodCo
de="EVN/companan@typeCade="COMP'[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTGE)j@moodCode='EVNsubject1[@typeCode="SBJ[1]/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode="SBJ][observation[id][ccde[@code="29][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]|[iMobservation[@classCode="0BS'|[@mocdCode="EVN]outbound
Relationship2[@typeCode="FERT][observation/code[@code="37[@codeSystem='2.16.840.1.1138
£3,3.985.2.1.1.197][1)/ubservation[@«lassCode="0BS [ @mood Code="EVN'|/value[@xsi:type="CE'{
{@codeSystem="2.16.840.1.113883.3.985.2.1.1. 10 1Y @codeSystemversion

h E.i3.2

HFRERILOERITOXE
S

e E.i.3.2a

EIZELHLD

F=1&

Boolean {BL)

IMCCI_IN200100UVH[@IT SVersion="XML_1.0'l@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN0480 16UV rlicontrolActProcess[@classCode='CACT |[@moo
dCode="EVN'|/subject{@typeCode="SUBJ']1]investigationEvent[@classCode="INVSTE [@moodCo
de="EVNJfcomponent@typeCode="COMP"[adverseEventAssessment][1fadverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN')subjecti[@typeCode="SBJ"[1 VprimaryRole[@classC
ode="INVSB.'VsubjectOf2[@typeCode="SBJ[observation{id)[code[@code="29"[@codeSystem='2.1
6.840.1.113883.3.980.2.1.1.197)][il/observation[@classCode="OB 8 J[@moodCode="EVN'Youtbound
Relationship2[@typeCode='"PERT'|[observation/code{ @code="34"@cadeSystem='2.16.840.1.11388
3.3.980.2.1.1.19|[1)ohservation[@classCode="0BS[@moodCode='"EVN'Yvalue[@xsi:type='BL[ 1)
@value

NullFlavor

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation='urn; hi7-org:v3
MCCILIN200100UV01.xsd YPORR_IND49016UNV Y controlActProcess[@classCode="CACT [ @moo
dCode="EVN)subject{@typeCode="SUBJ[1}investigationEventi@classCode="INVSTG'|[@moodCo
de="EVN]/component[@typeCode="COMPJ[adverseEventAssessment][1JadverseEventAssessment
[@classCode="INVSTG'|[@moodCode=EVN'subject![@typeCode="SBJ'I[1)/primaryRole[@classC
ode="INVSBJ'YsubjectOf2{@typeCode="5BJ"[observation[id][code[@code='29"[@codeSystem="2,1
6.840.1.113883.3.989.2.1.1.197][[iJobservation[@classCode="OBS'[@mood Code="EVNJoutbound
Relationship2[@typeCode="PER T ][cbservation/code[@code="34"][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.19')[1}observation[@classCode="OBS[@moodCode="EVNTvalue[@xsitype="BLJ[1}
@nullFlaver
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EFERMTED

=B

Boclean (BL)

(B¥s3)

JMCCI_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hl7-org:v3
MCCI_EN260100UV01.xsd YPORR_IN049016UVr)controlActProcess{@classCode="CACT[@moco
dCode="EVN")/subject{@typeCode="SIUBJT1]investigationEventf@cdassCode="INV5TG'[@moodCo
de="EVN'Jcomponen@typeCode="COMP"[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode='EVN’)/subject1[@typeCode="SBJ'[1 VprimaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJ Jlobservation[id][code][@code="29"][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19][[ifobservation[@classCode="0BS"[@moodCode="EVNJoutbound
Relationship2[@typeCode="PERT'J[observation/code[@code="21'][@codeSystemn='2.16.840.1.11388
3.3.989.2,1.1.19'][1Vobservation[@classCode='0BS[@moodCode="EVN'Ivalue[@xsi:type="BLI1Y
@value

NullFlavor

/MCCI_IN200100UVD1[@ITSVersion="XML_1.0'][@xsi:schemaLlocation="urn:hl7-org:v3
MCCILIN200100U0VIH xsd/PORR_IND490161% Y control ActProcess]@classCode="CACT@moo
dCode="EVNsubjecii@typeCode="SUBJ[1)investigationEventf@classCode="INVSTG'[[@moxiCo
de="EVN'J/componentf@typeCode='COMP'J[adverseEventAssessment][1}adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVNsubject[@typeCode="SBJ'J1}/primaryRole[@classC
otde="INV5BJ'YsubjectOf2{@typeCode="SBJTobservation[id][code[@code="29[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][ifobservation[@classCode="0BS [@maodCode="EVN Youtbound
Relationship2[@typeCode='"PERT |[observation/code[@code="21"][@codeSystem="2.16.840.1.11388
3.3.988.2.1.1.197[ 1) observation[@classCode='"0BS"|[@mocodCode="EVN'value[@xsitype='BL1}
@nullFlavor

RO EHOARIIT AR
MMoOERMALETHD S
@

TR

Boolean (BL)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN0489016UV[JcontrolActProcessf@classCode='CACTl[(@moo
dCode="EVN'/subject{@typeCode="SUBJ[1}investigationEvent{@classCode="INVSTGQ'|[@maoodCo
de="EVN'l/component[@typeCode="COMP'][adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'}subject1[@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJVsubjectOf2[@typeCode="SBJ |[observation[id][code|@code=28'[@codeSystem="2.1
6.840.1.1138683.3.989.2.1.1.19T[l[i/observation]@classCode="0BS'[@moodC cde='EVN")/outbound
Relationship2[@typeCode=PERT Jlobservation/code] @code="33"[@codeSystem="2.16.840.1.11388
3,3.989.2.1.1.19][[)/observation[@classCode="0OBS[@moodCode="EVNJvalue[@xsi:type="BL[1}/
{@value .

NullFlavor

MCCL_IN200100UVO@ITSVersion="XML_1.0[@xsi:schemal_ccation='urn:hl7-org:v3
MCCI_IN200100UV01.xsd' VPORR_ING490 16UV r)/controlActProcess[@classCade='"CACT[@moo
dCode=~'EVN'J/subject[@typeCode="SUBJF][1}investigationEvent[@classCode='INVSTG[@moodCo
de="EVN'//componeni[@typeCode="COMP']adverseEventAssessmentl[1fadverseEventAssessment
[@classCede="INVSTG'[@moodCode="EVN'Vsubject1[@typeCode="SBJ'][1}primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="SBJ'J[observation[id])[code[@code="29"][@codeSystem="2.1
6.840.1.113883.3.989.2,1.1.197)[[[/observation[@classCode="0B S| @moodCode="EVN'Joutbound
Relationshipz{@typeCode="PER T observation/code[@code="33"[@codeSystem="2,16.840.1. 11388
3.3.989.2.1.1.18Tj[ 1}observation[@classCode="0BS'|[@moodCaode="EVN'valve[@xsi:type="BL)1Y
@nullFlavor

e E.i.3.2b
e
e Eid.2c
e
e . E.i.3.2d

TR R LA A -
T2l L0

it %)

Boolean {BL)

MMCCI_IN200100UVO I [@ITSVersion="XML_ 1.0'][@xsi:schemalocation="urn:hl7-orgv3
MCCI_IN200100UVO1.xsd'YPORR_IN046016 UV[rYcontrol ActProcess[@classCode='CACT[@moo
dCode="EVN')/subject{@typeCode="SUBJ[1)finvestigationEvent[@classCode="INVSTG(@moocdCo
de="EVN')icomponent[@typeCode="COMP"|[adverseEventAssessment][1VadverseEventAssessment
[@classCode='INVSTG'[@moodCode="EVNYsubject{[@typeCode="SB.)'|[1)/primaryRole[@classC
ode="TNVSBJ'VsubjectOf2[@typeCode="SBJ Jobservation[id][code[@code="29"[@codeSystem='"2.1
6.840.1.113883.3.989.2.1.1.19]|[lfobservation]@classCode="OBS'[@moodCode="EVN'Voutbound
Relationship2[@typeCode='"PERT|[observation/codef@code="35"|[@codeSystem="2.16.540.1,11388
3.3.989.2.1.1.19[1Jobservation[@classCode="0BS [@moodCode="EVNYvalue[@xsitype='BLI1Y
@value
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NullFlavar

. (3% 3)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"/PORR_INO49016UV[rl/controlActProcess[@classCode='"CACT[@mco
dCode="EVNYsubject{@typeCode="SUBJ[1}investigationEvent[@classCode="INVSTG'[@moodCo
de='EVN'//component{@typeCode='COMP|[adverseEventAssessment][1VadverseEventAssessment
[@classCode="INVSTG'[[@moodCode="EVN'[/subjecti[@{ypeCode="SBJ[1)/primaryRole[@classC
ode="INVSBJ)subjectOf2{@typeCode="SBJ[observation[id][code[@code="2%][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19][[i/observation[@classCode="OBS [j@moadCode="EVN Joutbound
Relationship2[@typeCode="PERT [[observation/code[@code="35'[@codeSystem='2,16,840,1.11388
3.3.989.2.1.1.197][ 1)/observation[@classCode="0BS"|[@mood Code="EVN'livalue[@xsi: type="BL'} 1}
@nullFlavor

e E.i.3.2e

EXREERT O

F—NE

Boalean (BL}

IMCCI_IN200100UVO[@ITSVersion="XML_1.0'l[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVD1.xsd'VPORR_IND49016UV[rVcontrolActProcess[@classCode="CACT [[@moo
dCode="EVN)/subjecti@typeCode="SUBJ'|[1])/investigationEvent[@dassCode="INVSTG|[@moodCo
de=EVNeomponenti@typeCode="COMP'|[adverseEventAssessment][1}adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVNVsubject1{@typeCode="SBJ'][1JprimaryRole[@classC
ode="INVSBJ'YsubjectOf2[@typeCode="SB.)'|[cbservation]id])[code[@code="28'|@codeSystem="2, 1
6.840.1.113883.3.989.2.1.1.19'Jl[iVobservation[@classCode="OBS'|[@mocdCode="EVN'Joutbound
Relationship2[@typeCode='"PERT'[observation/code[@code="12"[@codeSystem="'2.16.840.1_11388
3.3.989.2.1.1.19'[1Vobhservation[@classCode='0BS | @meodCode="EVN'Jvalue[@xsitype="BLI1}
@value

NultFlaver

JICC] IN200100UVO1[@ITSVerston="XML_1.0']@xsi:schemalocation="urn:hl7-org-v3
MCCI_INZ00100V01 xsd YPORR_IND4901 6LV rYcontrolActProcess[@classCode="CACT |[@moo
dCode="EVN')/subject{@typeCode="SUBJ'I1}investigationEvent{@classCode="INVSTG][@mocdCo
de="EVN'lcomponentf@typeCode="COMPadverseEventAssessment)f1 JadverseEventassessment
[@classCode=INVSTG'[@moodCode="EVN'}Ysubject1[@typeCode="SB.'[{1¥primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ|[observation[id][code[@code="29@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][Jfobservation[@classCode='"OB S @moodCode="EVN'Youtbound
Relatienship2[@typeCode="PERT"][observation/code][@code="12"[@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197][1Yobservation]@classCode="OBS"|[@moodCode="EVN'|value]@xsi:type="BL'I[1Y
@nuliFlavor

e E.i.3.2f

TooERSICEERR
.

TAE

Boolean (BL)

MCCI_IN200100UVO1[@ITSVersien="XML_1.0"[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UVO1.xsd YPORR_INO49016UV[r)/controlActProcess[@classCode="CACT[@moo
dCade="EVN')/subject{@typeCode='SUBJ][ 1¥investigationEventi@classCode="INVSTG {@maodCo
de="EVN'//component[@typeCode="COMP'JadverseEventAssessment][ 1 VadverseEventAssessment
[@classCode="INVETG' [@moodCode="EVN'//subjecti[@typeCode="SBJ[1)/primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="5BJ"|[observationfid][code[@code="20"][@codeSystem="2.1
6.840,1.113883.3,989.2.1.1.19)][i/observation[@ciassCode="OBS'[[@muoadCode="EVN"Youthbound
Relationship2{@typeCode="PERT'|[observation/codel@code="26'}@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197[1Yobservation[@classCode="0BS'[@moodCode="EVN Wvalue[@xsi:type="BL' {1}
@value

NullFlavor

| IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-org:v3

MCCI1_IN200100UVD1 xsd' VPORR_INO49016UV[rYcontrolActProcess[@classCode="CACT@moo
dCode="EVN')/subject[@typeCode="SUBJ'][1)finvestigationEvent[@classCode='|NVSTG[@moodCo
de=EVNecomponenti@typeCode='"COMP'|[adverseEventAssessment][1}adverseEventAssessment
[@classCode=INVSTG[(@moodCode="EVNVsubject1{@typeCode="SBJ[1 VprimaryRole[@classC
ode="INVSBJVsubjectOf2[@typeCode='SBJ observation[id][code[@code="29][@codeSystem="2.1
6.840.1.113883.3.989.2,1.1.197]][Vobservationf@classCode="OBS J@moodCode="EVN'Joutbound
Relationship2[@typeCode='"PERT'Jobservaticn/code][ @code='26']|@codeSystem='2.16.840.1.11388
3.3.980.2.1.1.19|[1{/observation[@classCode='0BS [@moodCode="EVNJvalue[@xsitype="BL][1}
@nullFlavor
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(BEE3)

1Ei4 BEISBUY |46y EisRUELS - o -
Ei6 DT~ TOHHE OFATORAMRE IMCCI_IN200100UVD1[@ITSVersion="XML_1.0'][@xsi:schemalacation="urn:hl7-org:v3
HKERZhELRE | o -t MCCI_IN200100UV01.xsd'VPORR_INO480 16UV{rlicontrolActProcess[@classCode="CACT[@moo
RENZLRE dCode="EVN'Jsubject[@typeCode="SUBJ1}investigationEvenif@classCade=1NVSTG[@moodCo
. - de="EVN'[/component{@typeCode="COMP JladverseEventAssessment] 1)/adverseEventAssessment
¢ Ei4 B HEERORWR | BH/HN | o7 FosE lowslnterval i [@classCode="INVSTG[@moodCode="EVN'Ysubjecti[@typeCode="SBJT1}/primaryRole[@classC
Interval of Point in Baundary (IVXB) ode="INVSBJYsubjectOf2[@typeCode='SBJTobservation[idj[code[ @code="29l[@codeSystem='2.1
Time (IVL<TS>) 6.840.1.113883.3.989.2.1.1.19][[ifobservation[@classCode="0BS | @moodCode="EVN'VeffectiveTi
- me[@xsi:type="IVL_TSow/@value
IMCCI_!NZOO1ODUVD1[@ITSVersion'='XML__1.0‘][@xsi:schemaLocaﬂon='um:hl7-org:v3
MCCI_IN200100UV01.xsd YPORR_IND43016UV[JcontrolActProcess|@classCode="CACT|[@moo
dCode="EVNYsubjecti@typeCode="SUBJY[1]investigationEvent|@classCode=1TNVS TG [@moodCo
e NullFlavor de="EVNT/component{@typeCade="COMP"|[adverseEventAssessment][1)/adverseEventAssessment
- [@dlassCode="INVSTG[@moadCode=EVNsubject! [@typeCode="SBJ'][1}primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJ'[observation[id][code[@code="29"|[@codeSystem="2. 1
6,840.1.113883.3.989.2.1.1.19 Tjj[i//observation[@classCode="OBS'@moodCode="EVN'VeffectiveTi
me[@xsi:type="IVL_TSVow/@nuliFtavor
2.Ei4, Ei5 RU _ }
EISDTSTOREB | 54,15 RUELS - S -
HRERENIPS DERTORE HE IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsizschemalocation="urn:hi7-org:v3
g MCCI_IN200100UV01.xsdYPORR_IN048016UV]iJcantrolActProcess[@classCode='CACT[@moo
- TmENLDRE dCode=EVNsubject|@typeCode= SUB. [ }investigationEvent|@dassCode="INVSTG](@moodCo
'f_ﬁ' Bl SXPR & de="EVN')/component@typeCode="COMP'][adverseEventAssessment][1/adverseEventAssessment
a 3BHD compME | =4 BSXPREME | M [@classCode=INVSTG I@moodCode="EVN'Vsubjecti[@typeCode="SBJ'|[1VprimaryRole[@classC
5 &40 comp TAH ode="INVSEBJYsubjectOf2[@typeCode="SBJ Jobservation[id][code[@code="28"[@codeSystem="2.1
H? P 6.840.1,113663.3.9689.2.1. 1.197][[ifobservation[@classCode='0BS |@mocdCode="EVN YeffectiveTi
Parenthotic Se-t me[@xsi:type="SXPR_TS/comp[@xsi:type="IVL_TS'/low/@value
N . comp/low=Interval
Expression of Point Boundary (IVXB)
in Time
{SXPR<TS>)
{MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urmn: hl7-org:v3
MCCI_IN200100UV01.xsd"YPORR_IN043016UV[r)controlActProcess[@classCode="CACTJ[@moo
dCode="EVN'Ysubjec{@typeCode="SUBJ][1])investigationEvent(@classCode=NVSTG][@mecdCo
de="EVN'Vcomponent{@typeCode="COMP'|[adverseEventAssessment][1YadverseEventAssessment
e MullFlavor | [@classCode="INVSTG'|[@moodCode="EVN'Vsubject1[@typeCode="SBJ'][1}/primaryRale[@classC

ode="INVSBJVsubjectOiZ[@typeCode='SB.)'|[observation[id][codef@code="29"][@codeSystern="2.1
6.840.1.113883.3,889.2.1.1.197][ifcbservation[@classCode="0BS’][(@mocdCode="EVN')effectiveT
me[@xsi:type="SXPR_TS'comp[@xsi:type="IVL_TS'Viow/@nullFlavor
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3.Ei4. Ei5 BU
Ei6 O R TOKE
BEFTLINE

FT—45% SXPR &4
35 2FE® comp W

3.Ei4.EL5 RV EiS

DT_TORALE
FEhBRE

(AIEE3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0T[@xsi:schemalocation="urn: h7-org:v3
MCCI_IN200100UV01 . xsd')PORR_INO49016UV([r/controlActProcess[@classCode='CACT [[@meo
dCode="EVN')subject{@typeCode="SUBJ[1}/investigationEvent[@classCode="INVSTG'|[@moodCo
de='EVN'/componeni[@typeCode="COMP"J[adverseEventAssessment][1)/adverseEventAssessment

A F—SHSXPREM | [@classCode="INVSTG[@moodCode="EVN'}subject! [(@typeCode="SBJ [1¥primaryRole[@classC
3 2% H® compIRE ode="INVSBJ'¥subjectOf2i@typeCode="SBJ [observation[id][code[@code="29[@codeSystem="2.1
HLT F—&® 6.840,1.113863.3.989.2.1. 1.19[[[iVobservation|@classCoda="0BS f@moodCade="EVN /effactiveTi
Parenthetic Set compfow=Interval me[@xsi:type="SXPR_TS'ficom pl@xsi:type="IVL_TS[@operator='Allow/@value
Expression of Point | Boundary (IVXB}
in Time
{SXPR<TS>) .
/MCCI_IN200100UVO[@ITSVersion="XML_1.0'][@xsi:schemal ccation="urn:h|7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN048016UVir/controlActProcess]@classCode="CACT[@moo
dCade="EVN'Ysubject{@typeCode="SUBJ'|[1])finvestigationEventf@classCode="INVS TG [@moacdCo
NullFlaver de='"EVN'//componeni[@typeCode="COMP[adverseEventAssessment][1adverseEventAssessment
[@classCode="INVSTG'[[@moodCode="EVN'Vsubject1[@typeCode="SBJ][1}primaryRole[@classC
ode="INVEB.J'VsubjectOf2[@typeCode="SBJ'Tobservation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19]]{//observation]@classCode="0OB S [@moodCode="EVN JeffectiveTi
me[@xsi:type="SXPR_TS"Vcomp[@sxsi:type='IVL_T3"l|@operator="A"Vow/@null Flavor
1Ei4, EL5 BU
R < . . .
E‘:;: : nffl?\)il:‘: ;)g_'i‘.s;)iiaﬂz‘zgﬁ MCCI_IN200100UV01[@ITSVersion="XML_1.0')@xsi:schemaLocation="urn:hi7-org:v3
= s A AR MCCI_IN200100UV01 xsdYPORR_INO49016UVr¥cantrolActProcessi@dlass Code="CACTT@moo
RENEVRR dCode="EVNYsubject|@typeGode="SUBJ][1]investigationEventi@dassCode=INVS TG [@moodCo
: : HL? F—4& 8. de='EVN'//componeni@typeCode="COMP"|[adverseEventAssessment][1)/adverseEventAssessment
e EiS R/ AEERORTH Bt HmM Interval of Point in high=Interval L : [@classCode="INVSTG [@meodCode=EVNYsubject![@typeCode="SBJ|[1¥primaryRole[@classC
Time (IVL<TS>) Boundary (IVXB) ode="INVSBJ'VsubjectOf2[@typeCode="SB.Jjobservation[id][code[@code="29"[@codeSystem="2. 1
6.840.1.113883.3.989.2.1.1.19][[i/cbservation]@classCode="0OBS'[@moodCode="EVN'lleffectiveTi
mel@xsi:type=TVL_TShigh/@value
IMCCI_IN200100UVD[@ITSVersion="XML_1.0'|[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IND49018UV{r/cantiolActProcess[@classCode="CACTJ[@moo
dCode="EVN)/subject[@typeCode="SUB.J'[1)/investigationEvent{@classCode="INVSTG|[@moodCo
e NullFlavor de="EVN')/component[@typeCode='COMP'JadverseEventAssessment][1}/adverseEventAssessment

[@classCode="INVSTG'|[@moodCode="EVN'Vsubject[@typeCode="SBJS|[1)primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="SB.J'|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1,113883.3,889.2.1.1.19'j[i/observation[@¢lassCode="OB S [@moodCode="EVN'JeffectiveTi
me[@xsi:type="IVL_TS'Jhigh/@nullFlavor
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2Ei4, EiS5RU
Ei6 OF<TOHE

2.Ei4,Ei5 RUEILB

(B#Es 3)

HETTAONE DFATHIRENHR /MCCI_IN200100UVO1[@ITSVersion="XML_1,0[@xsi:schemaLlocation="urn:hI7-crg:v3
REhSRE MCCI_IN200190UV01.xsd VPORR_IN0480 16UV{r)/controlActProcess[@classCode="CACT J[@moo
F—4 8 SXPR %k dCode="EVN')/subject{@typeCode="SUBF][1}investigationEvent{@classCode=INVS TG J[@moodCo
5 . de='EVNJcompeonent[@typeCode="COMP JadverseEventAssessment][1)/adverseEventAssessment
€ 3840 comp AR F—oAUSXPREMH | il [@classCode=INVSTGT@moodCode=EVN Vsubiect [@typeCade='SB.'][1 ¥primaryRole[@classC
3 WD comp RE ode="INVSBJVsubjectOi2[@typeCade="SBJ observation[id][code[@code="29"[@codeSystem="2.1
HL?7 F—4 8 : 6.840.1.113883.3.989.2.1.1.197]][iVobservation{@classCode="0BS [[@moadCode="EVN JfeffectiveTi
Parenthetic Set compihigh=interval me[@xsi:type="SXPR_TS Tcomp[@xsi:type=TVL_TS)high/@value
Exprassion of Point Roundary (IVXB)
in Time
{SXPR<TS>)
IMCCI_IN200100UVO1[@ITSVersion="XML._1.0[@xsi:schemalocation="urn;h7-org:v3
MCCI_IN200100UV01 xsd YPORR_INC48016UV]r)/controlActProcess[@classCode="CACT[@moo
dCode='EVN'[subject{@typeCode="SUBJ][1}investigationEvent{@classCode="INVSTG|[@moodCo
e NullFlavor de='"EVNJ/component[@typeCode="COMP [ladverseEventAssessment][1)/adverseEventAssessment
[@classCode=1NVSTG'[(@moodCode="EVN Vsubject1[@typeCode="SBJ|[1}primaryRole[@classC
ode="INVSBJ VsubjectOi2[@typeCode="SB."observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3,888.2.1.1.197][[i/observation[@classCode="OBS"|[@mood Code="EVNJeffectiveTi
me[@xsitype="SXPR_TS Tcomp[@xsitype=IVL_TSVhigh/@nullFlaver
3Eid4, Eis5 BU
Eis MF<TOHMA
MEBREH DS 3.E.i4.E.i.5 RUSE.IB
DT TOME MK IMCCI_INZ00100UVO1[@ITSVersion="XML_1.0l[@xsi:ischemalocation="urm:7-0rg:v3
54 ® SXPR &Mt rEhIRE MCCI_IN200100UV01.xsd VPORR_ING490 16U VirJcontrolActProcess[@classCode=CACT[@moo
- dCode='EVN'{subject[@typeCode="SUBJ][1}investigationEvent{@classCode="INVSTG'[@moodCo
S2EADcomp W | i de='EVN'/companent{@typeCode='COMP'[fadverseEventassessment][1 JadverseEventAssessment
2| T—5R SXPR £ [@classCode=INVSTG @moodCode="EVN'}isubject[@typeCode='SB.J'T 1 JprimaryRolel@classC
3 2%A® comp WA ode="INVSBJ VsubjectOf2[@typeCade='S B lobservation[id][code]@code="20[@codeSystem="2. 1
HL7 F—& B - 6.840.1.j 1388?.3.989.2.1:1.1 9']]][i].fohgervatitl:m[@classCode='OBS"][.@(lloodCode=‘EVN‘]feﬁecﬁveTi
Parenthetic Set comp/high=Interval me{@xsi:type="SXPR_TSVcomp[@xsi:type=IVL_TST@cperator="A"Jhigh/@value
Expression of Point | Boundary (IVXB}
in Time
(SXPR<TS>)
IMCCILIN200100UVO[@ITSVersion="XML_1.0'][@xsi:schemal ccation="'urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UVfrfcontrolActProcess[@classCade='CACT[@moao
dCode="EVN'Vsubject[@typeCode="SUBJ')[1]finvestigationEvent{@classCode=TNVSTG[@moodCo
NullFlavor de="EVNT/component{@typeCode='"COMP')adverseEventAssessment][1/adverseEventAssessment

[@classCode="INVSTG[@mocdCode="EVN'Vsubject1[@typaCode="SBJ'][1)primaryRole[@classC
ode="INV5BJVsubjectOf2[@typeCode="SBJ'[observationfid])[code[@code="28"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19|][ifabservation[@classCode="0BS[@moodCade="EVNVeffactiveTi
me[@xsi:type="SXPR_TS"Vcomp{@xsi:type='VL_TS'|[@opérator="A'}high/@nuliFlavor
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(BUE3)

1.Ei4. Ei5 RLF
oy . . .
;;gg :h.?;: ﬁggﬁ. ;ﬁ;i‘.‘ééﬁ;g;;e IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hi7-org:v3
. i N MCCL_IN200100UVD1.xsd'VPORR_INO48016UV[rcontral ActProcess[@classCode='CACT[@moo
FERELEE dCode="EVNsubject[@typeCode=SUB.][1}investigationEvent|@classCode=TNVSTG][@moodCa
o Cisa B{EA - HEEROFHELY 5N HL7 ¥—#% 3l de="EVN"/component{@typeCode="COMP"j[adverseEventAssessment][1)adverseEventAssessment
- m (¥ . Interval of Paint in widthivalue=Real [@ctassCode="|NVS TG [@moodCode="EVN'Vsubjecti{@typeCode="S BJ'I[1VprimaryRole[@classC
Time (IVL<TS>) Mumber (REAL} ode='INVSBJ'VsubjectOf2[@typeCode='SBJ'|[observation[id][code[@code="28"[@codeSystem="2. 1
6.840.1.113883.3.989.2.1.1.19']|[ifobservaticn{@classCode="0OBS'[[@mocdCode="EVN'/effectiveTi
, rme[@xsitype="IVL_TS)width/@value
2.E.i4, Ei5 B
P f’g’;ggfﬁ 2Ei4EiSRUELS
T = DFATORE N E MMCCI_IN200100UVO1[@ITSVersion="XML_1,0[@xsi:schemal.ocation="urn; h17-org:v3
FEhDBE MCCI_IN200100UVO1 . xsd' YPORR_IN049016UV Y controlActProcess[@classCode="CACT |[@mao
F—5 ) SXPR &4 dCode="EVN/subject[@typeCode="SUBJ'] 1]investigationEvent[@classCode=TNVSTG[(@mocdCo
e 3 &40® comp A — de="EVNJ/component[@typeCode="COMP"[adverseEventAssessment][1)/adverseEventAssessment
TSI SXPR EH [@classCode="INVETG [@moodCode=EVNYsubjecti@typeCode="SBJ'[1 primaryRole[@classC
~ 3 BHO comp B ode='INVSBJ'subjectOf2[@typeCode='SBd'[observation[idijcode[@code="29"[@codeSystem="2.1
HL? F—42 8 : 5.840.1.113883.3.989.2.1.1.191]liifobservation]@classCode="0BS@moodCode="EVNVeffectiveTi
Parenthetic Set compiwidthivalues me[@xsitype="SXPR_TS'Jeomp[@xsi:type="IVL_TS Jwidth/@value
Expression of Point Real Number (REAL)
in Time
(SXPR<TS>)
3.E.id, Ei5 B
Eis OF~TORA
MEBRANDBG 3.Ei4.Ei5RIFEIS
OFATORBE R IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemal.ocation="urn:hI7-org:v3
F—5 % SxPR B | FENDHE MCCI_IN200100UV01 xsd'VPORR_IN049016UV[rficontrolActProcess{@classCode='CACT[@mao
= dCode='"EVNT/subject|@typeCode="SUBJ][1]finvestigationEvent[@classCode='INVSTG|[@moodCo
32%AO comp| | de="EVNJicomponent{@typeCode="COMP']adverseEventAssessment][1VadverseEventAssessment
] TR ESXPR £ [@dlassCode="INVSTG [@moodCode="EVN'Ysubject1[@lypeCode="SBJ|[1}/primaryRale[@classC
5 2&%B@compIRA ode='|NVSEJ'VsubjectOi2[@typeCode="S BJ lohservation]id][code[@code="29][@codeSystem="2.1
HL7 SF— & 6.840.1.113863.3.989.2.1.1.197][[iobservation[@classCode='0BS [@maodCode="EVN JeflectiveTi
Parenthetic Set compiwidihivalue= me[@xsi-type="SXPR_TS fcomp[@xsi:type="IVL_TS5N@operator="A'Ywidth/@value
Expression of Point ;| Real Number (REAL) -
in Time
(SXPR<TS>)
;'f;";;«tﬁcﬁgg 1.Ei4.EL5 RUE.L6 IMCCI_INZ00100UVO[@ITSVersion="XML_1.0[@xsi:schemal ocation="urn:hi7-org:v3
o LA OTATOMENE MCCI_IN200100UV01.xsd'YPORR_IN049016UV[r/contralActProcess[@classCode="CACT][@moo
ABRENEVRE | e dCode="EVN Jsubject|@typeCode=SUBJ f1}finvestigationEveni@classCode=INVSTGT[@moodCo
e £i6b NER - HRBROHEN 50AN de='EVNfcomponeni{@typeCode="COMP'|[adverseEventAssessment][YadverseEventAssessment
i M (B HL7 F—4& - . X [@¢lassCode=INVSTG'[@moodCode="EVN'lsubject1[@typeCode="SBJ'[[1VprimaryRole[@classC
Interval of Pointin | Widihunit=Coded ode="INVSBJ'YsubjectOf[@typeCode="SBJ [observation[id][codej@code="29'@codeSystem="2. 1
Time (IVL<TS>) Simple Value {CS) 6.840,1,113883,3.989.2.1.1.197][i)/observation[@classCode=0OBS'f@moodCode="EVN VeffectiveTi
me{@xsi:type="IVL_TSTwidth/@unit
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2Ei4, Ei5 BRU
Ei6 0T THRE

2.Ei4.Ei5 RUEIS

(AE3)

/MCCI_IN200100UVO[@ITSVersion="XML_1.0T[@xsi:schemalocation=urn:hl7-org:v3

AERShSBE DFATORE HE MCCI_IN200100UV01.xsd'VPORR_IN048016UV]rJcontrolActPracess[@classCode="CACT[@muo
F—4 B SXPR % Sk IE T4 dCode="EVN Jfsubjec@typeCode="SUBJ[1}investigationEvenlj@classCode=NVSTG|[@moedCo
. SBO comp WEH | g B - de="EVN)component[@lypeCode='COMP'|[adverseEventAssessment][1YadverseEventAssessment
HLT P B © L SXPR EH5 K [@dlassCode="TNVSTG | @moodCode="EVNYsubjectij@typeCode="SBJ'[1}primaryRole[@classC
Parenthetic Set @ camp WH . ode='INVSBJVsubjectOf2[@typeCode="SBJljobservation{id){code[@code="29" [@codeSystem="2.1
Expression of Point comp/width/unit=Cad 6.840.1.113883.3.989,2.1.1.197][i/cbservation|@classCode="OBS @maocdCode="EVN'VeffectiveTi
in Time ed Simple Value (CS) me[@xsitype="SXPR_TSVcomp[@xsi:type="IVL_TS Ywidth/@unit
(SXPR<TS>)
3Ei4. EisRU
EISQFSTOMA | 574 Ei5KUELS
AEFINLBE DFATOREHE
SERERE IMCCI_IN200100UVO 1 [@ITSVersion="XML_1.0')[@xsi;schemalocation="urn:hi7-org:v3
F—4 % SXPR &4k MCCI_IN200100UV01.xsd"/PORR_| IN049016UV[r]fcontroIActProcess[@classCode-‘CACT][@moo
- dCode="EVN'}isubject[@typeCode="SUB.)][1)investigationEveni[@classCode=INVSTGJ[@moodCo
3 2B comp R de="EVNT]/camponent[@typeCode="COMP"|[adverseEventAssessment][1}adverseEventAssessment
E F—AH SXPR %4 [@claltssCodel'"lNV.STG T@moodCode ‘EVI\‘I ]lsubjecu.[@t_ypeCode SBJ'][:I]!pnmaranle[@c!a§sc
5 2 5B ® comp K H ode='INVSBJsubjectOf2[@typeCode="SB. lobservation[id][code[@code="20 | @codeSystem="2. 1
HL7 F— 48 . 5.840.1.113883.3.982.2.1.1.19'fi/fobservation[@classCode="OBS'|[@moadCode="EVN'effectiveTi
Parenthetic Set me{@xsi:type="SXPR_TS'Jicomp[@xsi:type=1VL_T5'|[@operator="A'Mwidth/@unit
Expression of Point czmglwildth\j’unihcc?g
in Time ed Simple Value {CS}
(SXPR<TS>)
/MCCL_INZ00100UVO1[@ITSVersion="XML_1.0]@xsi:schemal.ocation="urn:h|7-org:v3
MGCCI_IN200100UVH .xsd YPORR_IN049016UV[rlicontralActProcess[@classCode="CACT[@moo
dCode=EVN/subject@typeCade="SUB.J|[1)investigationEvent{@classCode=NVSTG[@mcodCo
de=‘EVN']fcomponenl[@typeCode='COMP'][adverseEventAssessment]H]IadverseEventAssessment
Ei7 BEAVEHROTEH/ AR | Coded With . code=Character [@classCode="INVSTG'[@moodCode="EVN'Jsubject! [@typeCode="SBJ)[1)primaryRole[@classC
e o REOER Equivalents (CE) String (ST) ode="INVSBJ¥subjectOf2[@typeCode="SBJ|lobservation[idj[code{ @ code="29'[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19][i//observation[@classCade="0BS[@moodCode="EVN Jfouthound
Relationship2[@typeCode='"PERT][observation/code[@code="27"[@codeSystem='2.16.840.1.11388
3,3,989.2.1.1.197][1 Vobservation[@classCode='0B S [@moodCode="EVN')value[@xsi:type="CE'@
codeSystem="2.16.840.1.113882.3.989.2.1.1.11'][1//@code
MCCI_IN200100UVOT[@ITSVersion="XML_1.0[@xsi:schemalLocation="urn:h7-org:v3
MCCI_IN200100UV01.xsd' VPORR_ING45016UV[r)/controlActProcess[@classCode='CACT [[@moo
dCode=EVN/subjeci{@typeCade="SUBJ][1}investigationEvent[@classCode=TNVSTGT[@moodCo
BRERSORER /5% de="EVN/component[@typeCode="COMP"|[adverseEventAssessment][1//adverseEventAssessment

HEOEWO ICH O—FY
Ab@i—San

[@classCode=TNVSTG[@moodCode="EVN]/subject] [@iypeCode="SBJ][1)/primaryRole[@classC
ode='INVSBJ}subjectOf2[@typeCode="SBJ{observation[id][code[@code="297[@codeSystem="2.1
B.840.1,113883.3.988.2,1.1. 1911 [{)/observation[@classCode="0BS"[(@mood Code="EVNfoutbaund
Relationship2[@typeCode='"PERT Jjobservation/code{@code="27"[@codeSystem='2.16.840.1.1138
83.3.989.2.1.1.19)[1)/observation[@classCode="OBST@mocodCode="EVN'|/value{@xsi:type="CE][
@codeSystem="2.16.840.1.113883.3.989.2.1.1. 11| 1 /@codeSystemVersion
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EMBMRICE D EPHE
2

T8

Boolean (BL)

(BU#Es 3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
MCCILIN200100UVD1.xsd YPORR_IN049016UV[rYcontrolActProcess[@classCode="CACT[@moo
dCode='EVN]/subject{@typeCode="SUBJ'] )investigationEvent[@classCode=INVSTG'|[@moodCo
de="EVN")component[@typeCode="COMP'[adverseEventAssessment][i}/fadverse EventAssessment
[@classCode=INVSTG[@moodCode="EVNsubjectif@typeCode="SBJ'|[1¥primaryRole]@classC
ode='"INVSB.J'VsubjectOf2[@typeCode="SBJ Tobservationfid][code[@code="29"[[@codeSystern="2.1
6.840.1.113883.3.989.2.1.1.187]li/observation[@classCode="0BS [[@moodCode=E VN foutbound
Refationship2[@typeCode="PERT[observatian/code[@code='24'[(@codeSystem="2.16.840.1.11388
3,3.989.2.1.1.19'[[1Vobservation[@classCode="0BST[@meodCode="EVN'value[@xsi:type=BL V@
value

B{EA - HEERARTAL
T EDERI

2A

Concept Descriptor
(CO)

code=Character
String (ST)

MCCLIN200100UVOT[@ITSVersion="XML_1.0"|[@xsi: schemaLocatJon ‘urn:hl7-org:v3
MCCI_IN200100UV01 xsd' YPORR_INO49016UV([rl/controlActProcess[@classCode="CACT)[@moo
dCode='EVN‘]fsuhject[@typeCode='SUBJj][1]ﬁnvesﬁgationEvent[@classCode=‘INVSTG'][@moodCo
de='EVNT/component{@typeCode="COMP'fadverseEventAssessment]1}/adverseEventAssessment
[@classCode="NVSTGT[(@moodCode="EVN'/subjecti[@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode='SBJ'|[observationfid][code[@code="29[@codeSystem="2.1
6.840.1.113883.3,989.2.1.1.19T[[/observation[@dlassCode="0BS'[@moodCode="EVN'}iocation|
@typeCode="LOC1)locatedEntity[@classCode="LOCE JocatedPlace[@cdlassCode="COUNTRY"][
@determinerCode="INSTANCEfcode[@codeSystem="1.0.3166.1.2.2'V@code

BEOBNKICMET SRR
EUNEORR (BEISHEL
WYET)

IMCCI_IN200100UVOH[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:h|7-org:v3
MCCIIN200100UV1 xsd YPORR_INO49016UV[rfcontrol ActProcess{@classCode="CACT J[@moo
dCode="EVN')/subject[@typeCode="SUBJ'] 1}investigationEvent[@classCode=INVSTG'|[@moodCo
de=EVN/component[@typeCode="COMP"[adverseEventAssessment][ 1}/adverseEventAssessment
[@classCode="NVSTG'][@moodCode=EVN']/subjectij@typeCode="SB.J'|[1)primaryRole[@classC
ode="INVSBJ VsubjectOR2[@typeCode="SBJ'Jorganizercode[@code="3][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1 Jorganizer]@classCode="CATEGORY [ @moodCode="EVN'Ycompoenent]
@typeCode='"COMP"][observation/code[@codeSystem='2.16.840.1.113883.6.163'])

Bt (&)

Bt/ HM

Paintin Time (TS}

MCCLIN200100UVD[@ITSVersion="XML_1.0"[@xsi:schemalocation="urm;hl7-org:v3
MCCI_[N200100UV01.xsd YPORR_ING490 16UV fcontrolActProcess{@classCode="CACT[@moo
dCode="EVN'//subject{@typeCode="SUBJ'|[1}invesligationEvent{@classCode='INVSTG[@moodCo
de="EVNVcomponent[@typeCode="COMP'JladverseEventAssessment][1JadverseEventAssessment
[@classCode=INVSTG'[@meodCode="EVN'Vsubjecti[@typeCode="SBJ'|[1}/primaryRole[@classC
ode="INVSBJ)subjectOf2[@typeCode="SBJ'|[organizer/code[@code="3'[@codeSystem='2,16.,840.1
.113883.3.968.2.1.1.20"|[1 Vorganizer @classCode="CATEGORY'J{@mocdCode="EVNJcomponent]
@typeCode="COMP'Jobservation/code[@codeSystem="2,16.840.1.113883.8.163']|[r}/observation[@
classCode="0BS[@moodCode="EVN')/effectiveTime/@value

NullFlavor

| IMCCI_IN200100UVE[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-org:v3

MCCI_IN200100UVD1, xsd'VPORR _IN0490168UV[r)eontrol ActProcess[@classCode="CACTl[@moo
dCode="EVN'[/subjecti@typeCode="SUBJ'][ 1JinvestigationEvent[@classCode="INVS TG [@moodCo
de="EVN")/component[@typeCode="COMP'[adverseEventAssessment][1¥adverseEventAssessment
[@classCode=NVSTG[@moodCode="EVN'Vsubjecti[@typeCode="SBJ' [[1¥primaryRole[@classC
ode="INVSBJ'VsubjeclOf2[@typeCode="SBJ'[organizer/code[@code="3'| @codeSystem="2,16.540.1
.113883.3.988.2.1.1,20|[1}forganize@classCode="CATEGORY'f@moodCode="EVN'Jcomponen{
@typeCode="COMP"|[cbservation/code[@codeSystern='2,16.84%,1,113883. 5. 163’]]{r]n'observat|on[@
classCode="0B5"|[@moodCode="EVN'/effective Time/@nullFlavar
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e F.r2.1

HEA (ARRK)

250AN

Concept Descriptor
(1))

original Text=Encapsu
lated Data (ED)

(BEE3)

/MCCI_IN200100UVO1[@ITSVersion=XML_1.0"@xsi:schemalocation='urn:hl7-crg:v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UV[r)controlActProcess[@classCode="CACT]@moo
dCode="EVNTsubjecti@typeCode="SUBJ'|[1VinvestigationEvent{@classCode='INVSTG][@moodCo
de='"EVM'//component{@typeCode='COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTE'[@mocdCode="EVN'Vsubject1[@typeCode="SBJ'J[1]/primaryRolef@classC
ode="INVSBJVsubjectOf2[@typeCode="SBJ'[organizer/code[@code="3"[@codeSystem="2,16.,840,1
.113883,3.989.2,1.1.207)(1 Vorganizer@classCode='CATEGORY")[{@mcodCode="EVN'/component]
@typeCode="COMP"[observation/code[@codeSystem="2.16.840.1.113883.6.163"|[rllobservation[@
classCode="0BS[@moodCode="EVN'J/codeforiginal Text/text(}

e F.r.2.2a

#HBAEEO MedDRA 73— 3
-

4AN

Concept Descriptor
(<o

codeSystemVersion=
Character String (ST)

MMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemal ocation="umn:hl7-org:v3
MCCI_IN200100UVD1. xsd VPORR_IN048016UV[r)control ActProcess[@classCode="CACT Ji@moo
dCode='"EVNT/subject{@typeCode="SUBJ[1}investigationEvent{@classCode='|NVSTGT[@moodCo
de="EVN'//component[@typeCode="COMP][adverseEventAssessment][1)fadverseEventAssessment
[@classCode="INVSTC[@moodCode="EVN')/subject1[@typeCode='SB.)'[1)/primaryRole[@classC
ode="INV5BJVsubjectOfR2[@typeCode="SB.J'[arganizer/code{@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207)[1Vorganizer@classCode="CATEGORY [@moodCode='"EVN'//component]
@typeCode="COMP'[[observation/code[@codeSystem="2.16.840.1.113863.6.163T|[r//observation[@
classCode="OBS|[@moodCode="EVN'Jicode/@codeSystemVersion

e Fr22b

#ES (MedDRA O— F)

8N

Concept Descriptor
(CD)

cade~Character
String (ST)

MCCI_IN200100UVO i[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:h|7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UV[rl/centrol ActProcess[@classCode="CACT[@moo
dCode='"EVN'|/subjectf@typeCode="SUBJ|[#}investigationEvent[@classCode="INVSTG][@meedCo
de="EVN'lfcomponent[@typeCode='"COMP'[[adverseEventAssessmentj[1)/adverseEventAssessment
[@classCode='INVSTG'[@moodCode="EVN')/subject1[@typaCode="SBJ'][1)/primaryRole[@classC
ode='INVSBJ'VsubjectOf2[@typeCode="SBJ'Jorganizer/code{@code="3'[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20)[1}organizer @classCode="CATEGORY'][@moodCode="EVN'Jcomponent]
@typeCode="COMP'|[observation/code[@codeSystem="2,16,840,1,113883.6,163')|[r//observation[@
classCode="0OBS"|[(@moodCode="EVN'}code/@code .

BEEn

e Fr34

BEER (a—B

1N

Coded With
Equivalents (CE)

code=Character
String (ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'@xsi:schemal.ocation="urn:hl7-org:v3
MCCi_IN200100UVO1.xsd'VPORR_IN048016UV[r)/cantrolActProcess{@classCode="CACT][@moo
dCode="EVN')/subject{@typeCode="SUBJ[1}investigationEvent[@classCode=TNVSTG[@moodCo
de="EVN'licomponent[@typeCode="COMP’|[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN')/subjecti[@typeCode="SBJ][1}primaryRole[@classC
ode="INVS BJYsubjectOf2[@typeCade='SBJ Jorganizericode[@code="3"[@codeSystem="2.16.840.
.113883.3.989.2.1.1.207|[1}forganizerf{@classCode="CATEGORY'|[@moodCode="EVNJcormponent]
@typeCode="COMP'|[observation/code[@codeSystem="2.16.840.1.113883,6,163"]|[r)/observation[@
classCode="0BS'l[@moodCode="EVN'}interpretationCode[@codeSystem="2.16.840.1.1138583.3.98
9.2.1.1.121V@code

BEER (0—F) 1KY 5
ICH a—FURA +DsR—
3w

IMCCI_IN200100UVO[@ITSVersion="XML_1.07[@xst:schemalocation="urn:hl7-org:v3
MCCI_IIN200100UV01.xsd")/PORR, IND48016UV[r]/controlAciProcess[@classCode='CACT Jf@moo
dCode=EVN/subject{@typeCode="SUBJ[1)investigationEvent[@classCode=TNVSTG[@mocdCo
de="EVN")fcomponent[@typeCode="COMP [adverseEventAssessment][1]fadverseEventAssessment
[@classCode="INVSTG][@moodCode=EVNYsubject1[@typeCode="SBJ][1)/primaryRole[@classC
ode='INVSBJYsubject Of2[@typeCode="SBJ[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207|[1)organizer[@classCode="CATEGORY |[@moad Code="EVN'}/companent]
@typeCode="COMP"|[observation/code[@codeSystem="'2.16.840.1.113883.6.163][r//observation[@
classCode="0OBS{@meodCode="EVN)interpratationCade[@codeSystem="2.16.840.1,113883.3.98
9.2.1.1.12' 1/ @codeSystemVersion
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e F.r.3.2

BELR (H/BETF)

50N

Interval of Physical
Quantity (IVL<PQ>)

1.EQ

center=Physical
Quantity (PQ}

BIRE3)

SMCCLIN2001 00UV I[@IT SVersion="XML_1.0"[@xsi:schemalocation=urn:hl7-org:v3
MCCI_IN200100UVO01.xsd'YPORR_IN0450168UV[r¥controlActProcess[@classCode="CACT'|[@moo
dCode="EVN')subjecti@typeCode="SUBJ'] 1}investigationEventj@classCode=INVS TG [@mocdCo
de="EVN'Jicompanent[@typeCode="COMP"[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVS TG [@moodCode="EVN'Ysubject1[@typeCode="SBJ'|[1¥primaryRolef@classC
ode="INVSBJ'//subjectOf2{@typeCode="SBJ[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20][1Vorganizerl@classCode="CATEGORY'[@moodCode="EVN Vcomponent]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]|[r)/observation[@
classCode="0BS'|[@moodCode='"EVN'valuef@xsitype="IVL_PQ'[1)center@value

2.GT

low=Interval
Boundary (IVXB)

IMCCI_IN200100UVO[@ITSVersien="XML_1.0"[@xsi:schemal.ocation="urn:hi7-crg.v3
MCCI_IN200100UV01 xsd YPORR_INO490 16UV r)/contralActProcess[@classCode="CACT {@moo
dCode="EVN'[/subject{@typeCode="SUBJ1}investigationEvent|@classCode=INVSTG'|[@maodCo
de='EVN'Vcompenentf@typeCode="COMPJladverseEventAssessment]f1)/adverseEventAssessment
[@classCode= INVSTG'[@moodCode="EVN'Vsubject [@typeCode="SBJT1)/primaryRole[@classC
ode="INVSBJVsubjectOf2[@typeCode="SB.)|[organizer/code]@code="3"][@codeSystem="'2.16.840.1
.113883.3.989.2.1.1.20'][1 Yorganizeri@classCode="CATEGORY'[@moocdCode="EVN'J/component]
@typeCode="COMP'fobsenvation/code[@codeSystem="2.16.840.1.113883.6.163']][r}/obseration[ @
classCode="0BS)[@meoodCode="EVN value[@xsi:type=TVL_PQ'][high'@nullFlavor="PINF'][1]low]
@inclusive="false’)/@value

3.GE

low=Interval
Boundary {(IVXB)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'{@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01 xsd'VPORR_IN049016UV[rl/centrol ActProcess]@classCode="CACT [@mao
dCode="EVNYsubject[@typeCode="SUBJ'[1)investigationEvent[@classCode=INVSTG][@moodCo
de="EVN')//component[@typeCode='"COMP[adverseEventAssessment][1)/adverseEventAssessment
[@cfassCode="INVSTG'[@moodCode="EVNsubjecti[@typeCode="SB)][1VprimaryRole[@@classC
ode="INV5BJ'VsubjectOf2[@typeCode="SBJ [organizericodef@code="3"|[@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20'|[1Yorganizer[@classCode="CATEGORY'[@moodCode="EVN'Jcomponent]
@typeCode='COMP’|[observation/code[@codeSystem='2,16.840.1,113883.8.163|[r)observation[@
classCode="OBS[{@moodCode="EVN'}value[@xsi:type="IVL_PQ'j[high/@nullFlavor="PINF'I[1]/1ow]
@inclusive=true'l@value

41T

high=Interval
Boundary (IVXB)

MMCCI_IN200100UVO1[@I T SVersion="XML_1.0[@xsi:schemaLocation="urn:hI7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049018UV[ri/control ActProcess[@classCode="CACT][@moo
dCode="EVN'|/subjectf@typeCode="SUBJ'] 1)investigationEvent{@classCode=iNVSTE[@moodCo
de='"EVN}component[@typeCode="COMP"[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@moodCode=EVN'}subject[@typeCode="SB.J'|[1VprimaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode='SBJ'[lorganizer/code]@code="3"[@codeSystern="2.16.840.1
.113863.3.989.2.1.1.207][1)organizer{ @classCede="CATEGORY'[ @moodCode="EVN'component]
{@typeCode="COMP'][observaticn/code[@codeSystem="2.16.840.1.113883.6.163"|[r)/observation[@
classCode="0BS'[[@moodCode="EVN'Wvalue[@xsitype=VL_PQ'llow/@nullFtavor="NINF[1]/high]
@inclusive=Tfalse'f@value

5.LEhigh=Interval
Boundary (iVXB)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:h|7-arg:v3
MCCI_IN200100UV01.xsd JPORR_INO49016UV[r¥cantrolActProcessf@classCode="CACT[@moo
dCede~"EVN'lisubject{@typeCode="SUBJ'[1}investigationEveni@classCode="INVSTG'J[@maoodCo
de="EVN'}compenentf@typeCode='COMP'JadverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN'}subject1 [@typeCode="SBJ'J[1}/primaryRale[@classC
ede="INVSBJYsubjectOr2[{@typeCode="5B.J jlorganizer/code[@code="3@codeSystem="2.16.840. 1
.113883,3.969.2.1.1.20[)organizefj@dassCode="CATEGORY'|[@macdCade="EVN'Vcomponent]
@typeCode="COMP"[observation/codef@codeSysiem='2,16.840.1.113883.6. 163 |[rJobservation[@
classCode="0BS[@mocdCode="EVNAalue[@xsi:type="IVL_PQ'llow/@null Flavor="NINF][1)/high[
@inclusive="true'y@value
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e F.ra.3

B R (B

50AN

Interval of Physical
Quantity (IVL<PQ>)

1.EQ

center/valuefunit=Phy
sical Quantity {(PQ)

(AEE3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemal.ocation="urn:hl7-org:v3
MCCI_IN200100UNVO1.xsd YPORR_IND49016UV rHcontrolActProcess[@classCode="CACT|[@moo
dCode=EVN/subject[@typeCode="SUBJ']1linvestigationEvent{@classCode=INVSTG[@moodCo
de='EVN'Jcomponent{@typeCode='COMP'|[adverseEventAssessment][1/adverseEventAssessment
[@classCode="INVSTG'[@mocdCode="EVN)subject1[@typeCode="SBJ'|[1YprimaryRole[@classC
ode="|NVSBJ'VsubjectOf2[@typeCode="SBJ [organizer/code[@code="3[@codeSystem="2.16.840.1
.113683.3.989.2.1.1.207|[1Yorganizer[@classCode="CATEGORY|[@moodCode="EVN'/component]
@typeCode="COMP'][observation/code[@codeSystem='2.16.840,1.113883.6.163 | rjfobservation[@
classCode="0BS'[@moodCode="EVN'|value[@xsi:type="IVL_PQ'][1)/center/@unit

2.GT

low/value/unit=Coded
Simple Value {CS)

IMCCL_IN200100UV01[@ITSVersion="XML_1.0@xsl:schemaLocation='urn:hi7-org:v3
MCCI_IN200100UV01.xsd" YPORR_ING49016UVrVcantrolActPracess[@classCode='CACT][@moo
dCode="EVN"subjectf@typeCode="SUBJ[1)investigationEventi@classCode="INVSTG'[@moadCo
de="EVNcomponent[@typeCode="COMPTadverseEventAssessment][ 1 VadverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN'Ysubject1[@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJ lJorganizer/code{@code="3"] @codeSystem="2.16.840.1
.113883.3.989.2.1.1.20)[1Vorganize{@classCode="CATEGORY'j@maodCede="EVNYcomponent]
@typeCode="COMP'Jjobservation/code]@codeSystem="2.16.840.1.113883.5. 163 TIlrlobservation[@
classCode='0BS[@moodCode="EVNTvalue[@xsitype="WL_PQIlhigh/@nuliFiavor="PINF][1}low]
@inclusive=Talse'Y@unit

3.GE

lowivaluefunit=Coded
Simpte Value (CS)

JMCCI_INZ00100UVO 1[@ITSVersion="XML_1.07[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UVO1.xsd YPORR_INC49016UV[r/contrelActProcess[@classCode="CACT[@moo
dCode="EVN')fsubject[@typeCaode="SUBJ][1}investigationEvent[@classCode=NVSTG[@moodCo
de="EVN')fcomponent[@iypeCode='COMP'[adverseEventAssessment][1/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'Vsubject1[@typeCode='SBJ'[1}primaryRole[@classC
ode='|NVSBJ'VsubjectOf2[@typeCode="SBJ|[crganizer/cade]@code="3"][@codeSystem="2,16.840,1
.113883.3.989.2.1.1.20"]|[1)organizer[@classCode= CATEGORY' [@moodCode="EVNcomponent]
@typeCode="COMP"|[observation/cade]@codeSystem="2.16.840.1.113883.6.163']|[r}/cbservation[@
classCode='0BS[@moadCode="EVN}value[@xsi:type='IVL_PQ'[high/@nullFlavor="PINF[1}ow{
@inclusive="true'V@unit .

4LT

high/valuefunit=Code
d Simple Value (CS)

IMCCI_IN200100UVH[@IT SVersion="XML_1.0[@xsi:schemalocation="urn:hI7-org:v3
MCCI_IN200100UV01.xsd' VP ORR_IN048016UV[rJcontrol ActProcess[@classCode='CACT[@mao
dCode="EVN/subject[@typeCode="SUBJ][1]/investigationEvent[@classCode="NVSTG[@moodCo
de='EVN')/component{@typeCode="COMP'|[adverseEventAssessment][1YadverseEventAssessment
[@classCode="INVSTG [@moodCode="EVN'Vsubject1[@typeCede='SBJ'[1}/primaryRole[@classC
ode="INVSBJ VsubjectOf2[@typeCode="SB.'][organizer/code]@code="3'[{@codeSystem='2.16.840.1
.113883.3,989.2.1.1.20]|[1Jorganizerj@classCode='"CATEGOR Y'[@maodCode="EVN}/companent]
@typeCode='COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163']|['Yobservation[@
classCode="OBS[@moodCode="EVN}value[@xsitype='VL_PQ'[low/@nullFlavar="NINFT[1Vhigh[
@inclusive=alse'V@unit -
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5.LE

high/value/unit=Code
d Simple Value {CS)

(BUEE3)

{MCCI_IN200 100UV [@ITSVersion="XML_1.07[@xsi:schemaLocation="urn:hI7-orgiv3
MCCI_IN200100UVD1. xsd' VPORR_INQ49018UV{ri/controlActProcess[@classCode="CACT[@moo
dCode="EVN'}/subject|@typeCode="SUBJ[1)finvestigationEvent[@classCode=INVSTG)[@moodCo
de="EVN'//componani{@fypeCode="COMPadverseEventAssessmeant][1)adverseEvantAssassment
[@classCode="INVSTG[@muoodCode="EVNVsubjecti [@typeCode="SBJ][1)/primaryRole[@classC
ode="INVSBJVsubjectOi2[@typeCode="SBJ'[organizer/code[@code="3][(@codeSystem="2.16.840.1
.113883.3.980.2.1.1.20']][1 Yorganizer|@classCode="CATEGORY')[@moodCode="EVN'J/component]
@typeCode='COMP"|[observation/code[@codeSystem="2. 16.840.1.113883.6. 163" ][r//observation[@
classCode="OBS@moodCode="EVN'Jvalue[@xsi:type="IVL_PQ'jlow/@nullFlavor="NIN F'][1)/high[
@inclusive="true"Y@unit .

REHBCHET BIEMEL
F—5 (BHER

20D0AN

Encapsulated Data
ED

MCCI_IN200100UVD1[@ITSVersion="XML_1.0'li@xsi:schemalocation="urn:hi7-org:v3
MCCIL_IN200100UVO1.xsd'YPORR_IN048016UV[rlcontrol ActProcess[@dassCode="CACT [@moo
dCode="EVN')/subject{@typeCode="SUBJ|[1}investigatiocnEvent[@classCode="INVSTG'|[@mocdCo
de="EVN'Yecomponent{@typeCode="COMPadverseEventAssessment][1]fadverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN/subject[@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode='SBJ']organizericode[@code='3"|@cadeSystem='2,16.840.1
.113883.3.889.2.1.1.20][1organizerd@classCode="CATEGORY'J@moodCode='"EVN'Ycompanent]
@typeCode="COMP"|[observation/code[@codeSystern="2.16.840.1.113883.6.16 3'|[rl/observation[@
classCode="OBST[@moodCode="EVN'value[@xsi:type="ED'[[ 1]/text()

EXEE (El

S50AN

Physical Quantity
(FQ)

value=Real Number
(REAL)

MCCIL_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UVD1.xsd'VPORR_IN0480168UV[i¥controlActProcess[@classCode='"CACT[@moo
dCode="EVN')subject[@typeCode="SUBJ[1)investigationEvent{@classCode~'INVSTG[@moodCo
de='"EVN'Ycompaonent[@typeCode="COMP"|[adverseEventAssessment]f1 ) adverseEventAssessment
[@classCode=INVETG'[@moodCode="EVN'Ysubject[@typeCode="SBJ][1}primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="SB."lorganizer/code[@code="3'[@codeSystem="2,16.840.1
.113883.3.989.2.1.1.20'|[1Jorganize {@classCode="CATEGORY[[@mocdCode="EVNYcomponent]
@typeCode="COMP'Jjobservation/code]@codeSystem='2.16.840.1.113883.6. 163 [rfobservation[@
classCode="0BS|@moodCote="EVNT/referenceRange[@typeCode="REFV"|[observationRangefint
erpretationCode{@code='L'[@codeSystem='2,16.840.1,113883.5.83'][1)/observationRange{@class
Code='0BS"[@moodCode='"EVN.CRT valua[@xsi:type="PL)/@value

e F.r.3.4
e F.r.4
e F.r.5

EXEHE &

S0AN

1

Physical Quantity
(PQ)

value=Real Number
(REAL)

MCCI_IN200100UNVO1[@ITSVersion="XML_1.0'}[@xsi:schemal.ocation='urn: hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN048016UV[rVcontrol ActProcess[@classCode="CACT"|[@moo
dCode='"EVNT/subject{@typeCede="SUBJ'|[1)finvestigationEveni[@classCode=INVSTG[@moodCo
de="EVN')lcompenent[@typeCode="COMP|[adverseEventAssessment][1)adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN'Vsubject[@typeCode="SBJ[1}primaryRole[@classC
ode="lNVS B VsubjectOf2[@typeCode="SB.'[organizer/code] @cade="3"|@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20][1}organizer@classCode='"CATEGOR Y'|[@moodCode="EVN'Ycomponent]
@typeCode="COMP"[observation/code[@cadeSystem="2.16.840.1.113883.6.163']|r//observation@
classCode="0BS"|[@moodCode='"EVN'lireferenceRange[@typeCode="REFV"lobservationRangefint
erpretationCode[@code="H']|@codeSystem='2,16.840,1.113883.5.83]][1]/observationRange[@class
Code="0OBS'[@moodCode="EVN.CRTJvalue[@xsi:type="PQ'Y@value
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e

2000AN

Encapsulated Data
(ED)

(A% 3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0][@xsi:schemal.ocation="urn:hl7-arg:v3d
MCCI_IN200100UVO1.xsd' VPORR_IN045016UV[r/controlActProcess[@classCode="CACT[@moo
dCode="EVNT/subjectj@typeCode="S UBJ{1}investigationEvent{@classCode=1NVSTG'[@moodCo
de='"EVN'//component{@typeCode="COMP'[[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVETG|[@moodCode="EVNsubjecti{@typeCode="SBJ1}primaryRolef@classC
ode="INVSEJVsubjectCf2[@typeCode='SBJ'[organizer/code][@code="3'[@codeSystem="2.16.840.1
.113883.3.988.2.1.1.20"]|[1 Yorganizef@classCode='"CATEGORY'Jf@moodCode="EVN'Ycomponent]
@typeCode="COMP Jlobservation/code[@codeSystem="2.16.840.1.113883.6.163]|[/fobservation|@
classCode='"0BS[@moodCode="EVNT/outboundRelationship2[@typeCode="PERT fobservationica
dej@code="10')[@codeSystem="2.16.840.1.113883.3.989,2.1.1.19/observation[@classCode='0BS
@moodCade="EVN'Jvalue[@xsi:type='ED'I1}itext()

ik

J—nE

Boolean (BL)

IMCCI_IN200100UVe1[@IT SVersion="XML_1.0'li@xsi:schemal ccations'urn:hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN049016UVrYcontrolActProcess[@classCode="CACT'|[@moo
dCode='EVN'/subject[@typeCode="SUBJ|[1]investigationEvent{@classCode=INVSTG'][@moodCe
de="EVN'Jcomponent[@typeCode='"COMP'[adverseEventAssessment][1)/adverseEventAssessment
[@classCaode=INVSTG [@moodCode="EVN'Vsubjecti[@typeCode="SB.J'][1}primaryRole[@classC
ode="INVSBJVsubjectOf2{@typeCode="5B.) J[organizer/code{@code="3"@codeSystem="'2,16.840.1
.113883.3.989.2.1.1.20'))[1)organizer{@classCode="CATEGORY'][@moodCade="EVN'Ycomponent]
@typeCode="COMP'[observalion/code[@codeSystem="2.16.840.1.113883.6.163llr//observation[@
classCode="OBS'[@moodCode="EVNJoutboundRelationship2[@typeCode='"REFR [jobservation/co
de[@code="25"[@codeSystem="2.16.840.1.113883,3.989,2,1.1.19'Vobservation[@classCode="CBS
T@moodCode='EVN'Wvalue[@xsi:type="BL|[1}/@value

EXSME (BEICLLEY
iz}

NE
| «
™ B

i

MCCI_IN200100UVO1[@ITSVersien="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3

| MCCI_IN200100UV01.xsd YPORR_IN0490 16UVi)/controlActProcess[@ctassCode="CACT T@moo

dCode="EVN']/subject{@typeCode="SUBJ][1}investigationEvent{@classCode~INVS TG [@moodCo
de='EVN'[fcomponent{@typeCode="COMP'fadverseEventAssessment][1/adverseEventAssessment
{@classCode="INVSTG'[@moodCode="EVN'}Ysubject![@typeCode="SBJ [ 1}piimaryRole[@classC
ode='|NVSBJ'YsubjectOfZ[@typeCode="SBJ[oganizer/code]@code="4l[@codeSystem='2,16.840.1
.113883.3.980.2.1.1.20]][1 Jorganizer@classCode='CATEGOR Y'|[@moadCode=EVN'Ycomponent]
@typeCoade="COMP'|[substanceAdministration/id]

EXSB SO

Coded With
Equivalents (CE)

code=Character
String {ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalLocation="urn:h17-org:v3
MCCI_IN206100UVG . xsd ) PORR_IN049018UV{rlicontrolActProcess[@classCode="CACT[@moo
dCode="EVN'//subject[@typeCode='SUBJ][1}investigationEvent[@classCode=TNVSTG'[@moodCo
de="EVN'l/component{@typeCode='"COMP'[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTC' [[@moodCode="EVN'Ycompenent[@typeCode="COMP JicausalityAssessme
nt/cade[@code="20"[(@codeSystem="2.16.840.1.113883,3,868.2,1.1.19"/causalityAssessment{@cla
ssCode="0BS'[@moodCode="EVN[subject2[@typeCode="SUBJ'VproducttseReferencef@classCo
de="SBADM'|[@moodCode="EVN'Yid[@root="UUID of k-th
drugTvalue[@xsi:type='CET@codaSystem="2,16.840.1.113883.3.989.2.1.1.13"V@code
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EXZME ORI
T3 ICH O—FUR+D
A=

(BlEE 3)

MMCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hi?-org:v3
MCCI_IN200100UVO1.xsd")/PORR_ING49016UV]r//control ActProcess[@classCode="CACT J@moo
dCode="EVN/subjeci[@lypeCode="SUBJ][1)finvestigationEventj@classCade="INVSTG][@moadCo
de="EVNT/component[@typeCode="COMP)[adverseEventAssessment][1)adverseEventAssessment
[@classCode="INVSTG[@moodCode="EVN/compenent[@typeCode="COMP"|[causalityAssessme
nticode[@code="20")[@codeSystem="2.16.840.1.113883.3.989,2,1,1.19JcausalityAssessmen[@c¢I
assCode="OBS")[@moodCode="EVN[subject2[@typeCode="SUBJ/preductlUseReference[@classC
ode='SBADM][@moodCode="EVN/id[@root="ULHD of k-th
drug‘]]lvalue[@xs[ type='"CE[@codeSystem="2,16.840.1.113883.3.880.2.1.1. 13‘]I@codeSystemVer
sion

h G.k.2

Exsomz

h " G.k.2.1

EXGOBHRITF M
DEE#TF

e Gk2.1.1a

MPID /i—% 3 Y AR /&S

1SO IDMP
oEEY

Coded With
Equivalents (CE)

codeSystemVersion=
Character String (ST)

MCCI_IN200100UVOI(@ITSVersion="XML_1.0'|[@xsi:schemalocaton="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IND49016UNV[rYcontrolActProcess[@classCode="CACT[@moo
dCode="EVN'|/subject{@typeCode="SUBJ[1}investigationEventj@classCode="INVSTG[@moodCo
de="EVN}component{@typeCode="COMPT[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVETG'[@moodCode='EVN Vsubject[@typeCode="SBJ [1}primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SB ) [organizer/code{@code="4"T@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20'][ 1 Vorganizer@classCede='CATEGORY'|[@moodCode="EVN'}component]
@typeCode="COMP'][substanceAdministration/id][k)/'substanceAdministration[@classCode="SBADM
Ti@moodCode='"EVN'Veonsumable[@typeCode="CSM'][1)instanceOfKind[@¢lassCode='INS T'/kind
OfProduct@classCode='"MMAT[@determinerCode="KINDYcode[@cadeSystem="TBD-MPID'I@co
deSystemVersion

e ‘Gk2.1.1b

EERMUSNIIF (MPID)

15O IDMP
nEEY

Caded With

Equivalents (CE) ‘

code=Character
String (ST)

MMCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="um:hl7-org:v3
MCCI_IN200100UV01,xsd' YPORR_INQ49018UV[ricontrotActProcess[@classCaode="CACT|[@moo
dCode="EVN'Visubject{@typeCode="SUBJ[1)/investigationEvent{@classCode='INVSTGT@moodCo
de="EVN'Vcompanent]@typeCode='"COMP[adverseEventAssessment]1)/adverseEventAssessment
[@classCode='INVSTG'[@meodCode="EVNVsubject1[@typeCode="SBJ[1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ'Jorganizer/code@code="4'[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207|[1Voiganizer@classCode='CATEGORY'[@moodCode="EVN'}component]
@typeCode="COMP']substanceAdministrationfidfk)/substanceAdministration[@classCode="SBEADM
Ti@meoodCode="EVN)consumable[@typeCode="CSM'][1)instanceCiKind[@classCode="INST'Vkind
OfProduct@classCode="MMAT][@determinerCode="KIND'Ycode{@codeSystem='TBD-MPID'}@co
de

e G.k.2.1.2a

PhPID 73— 3 Y Hit/ 8
g

SO [DMP
DLHEY

Coded With
Equivalents {CE)

codeSysternVersion=
Character String (S8T)

MMCCI_IN200100UVOI[@ITSVersion="XML_1.0'[@xsi:schemal.ocation="urn: hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IND43016UV[r)/control ActProcess[@classCode='CACT [[@moo
dCode="EVN')/subjecti@iypeCode="SUBJ[1}/investigationEvent{@classCode=INVSTG][(@moocdCo
de='"EVN'Jcomponent[@typeCode='COMP|[adverseEventAssessment][1)adverseEventAssessment
[@classCode=INVSTG'[@moodCode=EVNVsubject1 [@typeCode="SBJ'[[1¥primaryRole[@classC
ode="INVSBJ'YsubjectOf2[@typeCode="SBJ"organizer/code[@code="4")@codeSystem="2.16.840. 1
.113883.3.988.2.1.1.207][ 1 Jorganizerf@classCode="CATEGORY [@moodCode="EVN'Ycomponent]
@typeCode="COMP"|[substanceAdministration/id]k}J/substanceAdministration[@classCode="SBADM
i@moodCode="EVN'/consumablef@typeCode="CSM'][1)instance OfKind[@classCode="INST"V/kind
CiProduct{@classCode='"MMAT][@determinerCode="KIND'}code[@codeSystem="TBD-PhPIDT/@c
odeSystemVersion
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e G.k.2.1.2b

BHETIF (PhPID)

ISO IDMP
DEEY

Coded With
Equivalents (CE}

code=Character
String (ST)

(B 3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urmn:hl7-org:v3
MCCI_IN200100UV01.xsd'VPORR_ING49016UV[r)icantrolActProcess[@classCode="CACT | [@moo
dCode="EVN")/subject{@typeCode="SUBJ'|[1)investigationEvent[@classCode=TNVS TG [@moodCo
de="EVNicomponent[@typeCode='COMP[adverseEventAssessment][1 fadverseEventAssessment
[@classCode='INVSTG@moodCode="EVN Jsubject1[@typeCode="SBJ[1)/primaryRole[@classC
ode="|NVSBJ VsubjectOf2[@typeCode="SBJ'|[organizer/code[@code="4'[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207|[1}organizer@classCode='"CATEGORY'|[@moodCode="EVN'Jcomponent]
@typeCode="COMP'|[substanceAdministrationfid][k}/substanceAdministration[@classCode="SBADM
@moodCode='EVN'Yeonsumable[@typeCode="CSM[1}instanceOfKind[@classCode='INST}kind
OfProduct{@ciassCode="MMAT [ @determinerCode='KIND' JYeode[@codeSystem="TBD-PhPID)/@c
ode

e Gk22

E—XiERIcLVESES

hi-EXRE

250AN

Entity Name (EN)

name=Entity Name
Part (ENXP)

IMCCI_IN200100UVD[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hl7-org:v3
MCC|_IN200100UV01 xsd'VPORR_INO49016UVrcontrolActProcess[@classCode='CACT|[@moo
dCode="EVNYsubject{@typeCode="SUBJ'[1)investigationEvent{@classCode="INVSTG][@moodCo
de='"EVN/camponent{@typeCode="COMP'|[adverseEventAssessment][1)adverseEventAssessment
[@classCode='|NVSTG@moodCede="EVN'}/subjecti[@lypeCode="SBJ'I1)/primaryRole[@classC
ode="INVSB.)"VsubjectOf2[@typeCode="SBJforganizer/code[@code="4'][@codeSystern="2.16.840.1
.113883,3.989.2.1.1.20'[[1Vorganizef@classCode="CATEGORY'[@moodCode="EVN'Jcomponent
@typeCode="COMP"][substanceAdministration/id]{k}/substance Administration[@classCode="SBADM
[@moodCode="EVN'Yconsumable[@typeCode="CSM'][1}instanceOfKind[@classCode="INSTVkind
OfProduct{@classCode="MMAT'|[@determinerCode="KIND'Vname[1}/text()

h Gk23r

R4/ HERIOBANT L
& (DWW LAY IEY)

wyEL

~
ks

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemal ccafion=' um.hl?-org:vS
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[r)/controlActProcess[@classCode="CACT[@meo
dCode="EVN'Vsubject{@typeCode='SUBJ'][1}investigationEvent{@classCode=NVSTG@moodCo
de='EVN'}Jcompanent{@typeCode="COMP"][adverseEventAssessment]{1 adverseEventAssessment
[@classCode='INVSTG'[@moodCode="EVNYsubject1[@typeCode="SBJ'[[1)/primaryRale[@classC
ode="INVSBJTsubjectOf2[@typeCode="SBJ[organizer/code]@cade="4"][@ccdeSystem="2.16.840.1
,113883.3,989,2.1.1.20'][1)organizer@classCode="CATEGORY'[@moodCode="EVN'Ycomponent]
@typeCode="COMP"jsubstanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
T@moodCode="EVN'Jconsumablel@typeCode="CSM][1 JinstanceOfKind[@classCode="INST'}/Kind
OfProduct{@dassCode="MMAT'|[@determinerCode="KINDVingredient{@classCode='ACTI']

e Gk.23.r1

% P o

250AN

Trivial Name (TN}

name=Entity Name
Part (ENXP)

IMCCI_IN200100UVOM[@ITSVersion="XML_1.0'[@xsl:schemalocation="umn:hl7-org.v3
MCCI_IN200100UV01.xsd YPORR_IN0490 16UV controlActProcessf@classCode="CACT'[@moo
dCode=EVN/subjéci{@typeCade='SUBJ"[1}investigation Event{@classCode=NVSTG[@moodCo
de="EVN'//compenent{@typeCode="COMP"|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN')subject1[@typeCode="SB.J'][1}/primaryRole{@classC
ode="INVSBJYsubjectOf2[@typeCode='SBJ'|[organizer/code]@code="4"][@codeSysiem="2.16.840.1
.113683.3.989.2.1.1.201][1)organizer @classCode='CATEGORY'|[@muodCode="EVN'Yeormponeni]
@typeCode="COMP"|[substanceAdministration/id][k}/substanceAdministration[@classCode='SBADM
i@moodCode="EVN'Jconsumable[@typeCode="CSM[1)instanceOfKind[@classCode="INSTVkind
OfProduct{@classCode="MMAT'][@determinerCode="KIND'lingredieni{@classCode="ACTI'|r}ingre
dientSubstance[@classCode="MMAT"]|@determinerCode="KIND'¥name[1]/texi()
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e G.k.2.3.r.2a

R FERSO ID 28—
3B EE

150 IDMP
nEBEY

Coded With
Equivalents (CE}

codeSystemVersion=
Character String (ST}

(BIEE3)

MMCCI_IN200100UVD1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urm:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049018UV[rYcontrolActProcess]@classCode="CACT[@moo
dCode='"EVN1isubjecti@typeCode="SUBJ[1)investigationEventj@classCode=INVS TG li@moadCo
de="EVN'[/compcnent{@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=" INVSTG[@moodCade="EVN/subject! [@typeCode="SBJ'J[1)/primaryRole[@classC
ode="INVSBJYsubjectOf2[@typeCode="SBJforganizer/code[@code="4[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20')][1)organizer@classCode="CATEGORY'|[@macdCode="EVN'Vcomponent]
{@typeCode="COMP'][substanceAdministration/id][k]/substance Administration[@classCode='"SBADM
i@meodCode="EVN Yeonsumable]@typeCode="CSM[1instanceOfKind[@classCode="INSTVkind
OfProduct@classCode="MMAT [@determinerCode="KIND'}ingredien{{@classCode="ACT|'ir)fingre
dientSubstancel@classCode="MMAT|[@determinerCode="KIND'J/code[ @codeSystem='TBD-Substa
nce'l@codeSysternVersion

e GX.2.3.r.2b

B/ RSO D

SO IDMP
DEEY

Coded With
Equivalents (CE}

code=Character
String (ST)

IMCCI_IN200100UVD[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn: hi7-org:v3
MCCI_IN200100UV01 . xsd'VFORR_IND48016UV[r)/controlActProcess[@classCode="CACT I @moo
dCode="EVN'Ysubject[@typeCode="SUBJ"|[1)/investigationEventi@classCode=INVSTG [@moodCo
de="EVN'//componenti@typeCode='"COMP[[adverseEventAssessment][1)adverseEventAssessment
[@classCode="INVSTGE'|[@meodCode="EVN'Vsubjecti[@typeCode="SBJ")[1VprimaryRale[@classC
ode="INVSBJVsubjectOf2[@typeCode="SBJ'][organizer/code[@code="4'[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20'][1 Yorganized @classCode='"CATEGORY'l[@moodCode="EVN")/companent]
(@typeCode="COMP"|[substanceAdministration/id][k}/substanceAdministrationf@classCode="SBADM
T@meecdCode="EVN'Jeonsumable[@typeCode="CSMT1}instance OfKind[@classCode="INST"Vkind
OfProduct{@classCode="MMAT[[@determinerCade="KIND'Vingredient{@classCode="ACTI[r)ingre
dientSubstance[@classCode="MMAT"][@determinerCode="KIND'//code[@codeSystem="TBD-Substa
nee’)f@code

e G.k.2.3.r3a

&k (%0

10N

Physical Quantity
(PQ)

value=Real Number
(REAL)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0'@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 xsd'YPORR_IN049016UV[rl/controlActProcess[@classCode="CACT |[@moo
dCode="EVN']/subject[@typeCode="SUBJ"] 1)investigationEvent[@classCode='|NVSTG' [@moodCo
de="EVN'J/component{@typeCode="COMP"[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode=EVN)/subject1[@typeCode="SBJ'|[1VprimaryRole[@classC
ode="INVSB.J) VsubjectOf2[@typeCode='SBJ'jlorganizer/code[@code="4T[@codeSystem="2.16.840.1
.113863.3.989.2.1.1.207][ 1 Jorganizerf@classCode="CATEGORY'@moodCode='"EVN'}componen]
@typeCode="COMP'|[substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
[@moodCode='"EVN'Veonsumable[@typeCode="CSM[1}instanceOfKind[@classCode="INST'I’kind
OfProduct[@classCode='"MMAT'|[@determinerCode="KIND'Yingredient{@classCode="ACTI'|[)//quant
ityldenominator/@value="1"}/numerator/@value

e G.k.23.1.3b

SR (HED

S0AN

Physical Quantity
(FQ) ’

unit=Coded Simple
Value {CS)

MCCI_IN200100UVD1[@ITSVersion="XML_1.0°)[@xsi:schemalocation='urn:hl7-arg:v3
MCCI_IN200100UV01.x5d"YPORR_IN049016UV[rYcontrolActProcess[@classCode='CACT[@moo
dCode="EVN')/subject{@typeCode="SUBJ][1)investinationEvent[@classCode="INVSTG[@mocdCo
de="EVN'[/component{@typeCode='COMP'|[adverseEventAssessment][1VadverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN')/subject[@typeCode="SBJ"|[1}primaryRole{@classC
ode="INVSBJ Y subjectOf2[@typeCode="SB."|[organizer/codel@code="4']@codeSystem="2.16.840.1
.113883,3,989.2,1.1.20'][[1Verganize@classCode="CATEGORY'[[@moudCode="EVN'Vcomponent]
@typeCode="COMP'|[substanceAdministration/id]ik)/substanceAdministration[@classCode='SBADM
T@moodCode="EVNJconsumablef@typeCode="CSM[1VinstanceQOfKind{@classCode="INST'Vkind
OfProduct{@classCode="MMAT'|[@determinerCode="KIND'}ingredient{@classCode='ACT{][ri/quant
ity[denominator/@value="1Tinumerator/@unit
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(BB 3)

IMCCLIN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3
MCCE_IN200100UV01 . xsd'YPORR_IN049016LV[rJcontrolActProcess[@classCode="CACT|[@moo
dCode="EVN')/subjec{@typeCode='SUB.J][1}investigationEvent[@classCode=INVSTG[@maodCo
de=EVNJicomponeni{@typeCode="COMP[adverseEventAssessmentj[1)/adverseEventAssessment
[@classCode=TNVSTC (@moodCode="EVN'Vsubject! [@typeCode="SBJ']1)/primaryRole[@classC

‘ country=Address Part ode='INVSBJ'YsubjectOf2{@typeCode="SBJ[organizer/code{@code="4[@codeSystem="2,16.840.1
e Gk24 EXSEATF LI-EOKI 2A Postai Address (AD) | . hwp i 1 .1136883.3.989.2.1.1.20'][1Vorganizer{@classCode="CATEGORY'|[@meodCode="EVN'Ycomponent]

( ) @typeCode="COMP'|[substanceAdministration/id][kl/substanceAdministration[@classCode="SBADM

T@meodCode=EVN/consumable[@typeCode='CSM][1}instanceOfKind@classCode=INST/subj
ectOfi@typeCode="SBJ][1VproductEvent{@classCode="ACT[[@mcodCode="EVN’|[code[@code='1"
li@codeSystem="2.16.840.1.113883.3.989.2.1.1.18|/performer{@typeCode="PRF YassignedEntity[
@classCode="ASSIGNED JrepresentedOrganization[@classCode="ORG'l[@determinerCode="INST
ANCE'Vaddricountry[1)texi()

IMCCL_IN200100UVO@ITSVersion="XML_1.0'@xsi:schemal ccation="urr: hi7-crg:v3
MCCI_IN200100UV01.xsd VPORR_INO48016UV[rJcontrolActProcess]@ciassCode="CACT[@moo
dCode="EVN'/subject[@typeCode="SUBJ'[1)investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN'J/component[@typeCade='"COMPadverseEventAssessment][1VadverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN'Vsubject1[@typeCode="SBJ'|[1}primaryRele[@classC
e G.kz25 EREOTWIRRR F—0LE Boolean (BL) g ode=INVSBJ)subjectOf2{@typeCode="SB.J'|[organizer/code{@code="4 ] @codeSystem='2.16.640.1
.113863.3.989.2,1,1.20){1 Yorganizerj@classCode="CATEGORY'|[@moodCede='EVN'Jecomponent]
@typeCode="COMP"[substanceAdministration/id][kl/substanceAdministration[@classCode="SBADM
[@moodCode="EVN'YouthoundRelationship2[@typeCode='"PERT J[observation/code[@code='8"[@
codeSysten="2.16.840.1.113883.3.989.2.1.1.19]|[1/fobservation[@classCode="0BS'[@moodCode
=EVN'value[@xsi:type=BLI[1V@value . .

EXSORBOD#ERV
A2/ RINES

MCCI_IN200100UVO[@ITSVersion="XML_1.0"[@xsi:schemal.ocation="urn: hi7-org.v3
MCCI_IN205100UVH .xsd' YPORR_IN049016UV{rl/controlActProcess[@classCode="CACT Jj@moo
dCeade=EVN')/subject{@typeCode="SUBJ][1}investigationEvent{@classCode=NVSTG[@moodCo
de="EVN']/component[@typeCode="COMP|[adverseEventAssessment][1)adverseEventAssessment
{@classCode="INVSTG'[[@moodCode='EVN Vsubject1[@typeCode='SBJ)[1)/primaryRole[@classC
e Gk3A D EEES 35AN Instance Identifier extension=Character i 1 ede="INVSBJ'VsubjectOf2[@typeCode='SBJ[organizer/icode[@code="4'[@codeSystern="2.16.840.1
i o {n String {ST) .113883.3.989.2.1,1.20|[1forganize{@classCode="CATEGORY'|[@meodCode="EVN'l/companent]
@typeCode="COMP"|[substanceAdministration/id][k)/substance Administration[@classCode="SBADM
i@moodCode="EVN'Jconsumable[@typeCode="CSM'][1)instance OfKind[@classCode='INST'/kind
OfProduct[@classCode="MMAT][@determinerCode="KIND [fasManufacturedProduc @classCode=*
MANU'YsubjectOfl@typeCode='SBJ'[[1]/approvali@classCode='CNTRCT[@moodCede="EVN')id]
@root="2.16.840.1.113883.3.989.2.1.3.4/@extension
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€ Gk3.z2

RRHmE

Coded With
Equivalents (CE)

code=Character
String (S8T)

(BU¥s 3)

MCCI_IN200100UVO[@ITSVersion="XML_1.0'l[@xsl:schemalocation="urn:hl7-org:v3
MCCI_IM200100UV01.xsd YPORR_IN0490 16UV{r)/controlActProcess{@classCode="CACT|[@moo
dCode=EVNTsubject[@typeCode="SUBJF][1])/investigationEvent{@classCode="INVSTG@moodCo
de="EVN'[/component{@typeCode="COMP"J[adverseEventassessment][1)/adverseEventAssessment

- [@classCode='|NVSTG'[@moodCode='EVN'/subject1[@typeCode="SBJ'|[1 VprimaryRole{@classC

ade='INVSB.J'VsubjectOf2[@typeCode='SB.'][organizer/cade[@code="4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1 lorganize {@classCode="CATEGORY'||@meodCode="EVN'Jcomponent]
@typeCode="COMP'|[substanceAdministration/id][k}/substanceAdministration[@classCode='SBADM
Tfi@moodCode='"EVN'Jconsumablef@typeCode='"CSM][1}instance OfKind[@classCode="INST'Vkind
OfPreduct{@classCode='"MMAT [ @determinerCode="KIND"//asManufacturedProductj@classCode="
MANU"YsubjectOfl@typeCode="SBJ[1)/approval[@classCode="CNTRCT'|[@moodCode="EVN)/aut
hor{@typeCode="AUT PterritorialAuthority[ @classCode="TERR Jtemtory|@classCode='"NAT[@dete
rminerCode="INSTANCE)code[@codeSystem="1.0.3165.1.2.2')@code

e G.k.3.3

EZoOmMBAE  RNEDA
Lo

B0AN

Organization Name
(ON)

name=Entity Name
Part (ENXP)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'f@xsi:schemalccation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd"YPORR_IN049016UV[r}controlActProcess[@classCode="CACT J[@moo
dCode="EVNsubjecti@typeCode='SUBJ'[1)investigationEventf@classCode='NVSTG[@moodCo
de="EVN')/component[@typeCode='COMP"[adverseEventA nent][1)/adverseEventA ent
[@dlassCode="INVSTG'[@moodCode="EVN'/subjecti[@typeCode="SBJ|[1}primaryRole[@classC
ode="INVSBJsubjectOf2[@typeCode="SBJ"Jorganizer/code] @code=4)[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20'|[ 1 Yorganizer{@classCode="CATEGORY'|[@moodCode="EVN'J/companent]
@typeCode='COMP'][substanceAdministrationfid]k}/substanceAdministration[@classCode="SBADM
@moodCode="EVN'liconsumable[@typeCode="CSM[1]instance CfKind[@classCode="INSTVkind
OfProduci@dassCode="MMAT[@determinerCode="KIND fasManufacturedProduct @classCode='
MANUYsubjectOfi@typeCode="SBJ'[[1Vapproval[@classCode="CNTRC T i@moodCode="EVN]'hol
der{@typeCode="HLD'][1}/role[@classCode="HLDYplayingOrganization[@classCode="CRG'[@dete
rminerCode="INSTANCE'/name/text()

h G.k.4r

B ER R UMK (BEC |

HL#YET)

-3
T

YiE L

MCCI_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="urn: hi7-org:v3
MCCE_IN200100UV01.xsd' VPORR_IN049018UV[rVcontrolActProcess[@classCode="CACT |[@moo
dCode="EVN')/subjectf@typeCode="SUUB.J[1}investigationEventi@classCode='INVSTG[@moodCo
de='"EVN'licomponent[@typeCode="COMP"[adverseEventAssessment][{}/adverseEventAssessment
[@classCode=INVSTG[@moodCode=EVNVsubjecti[@typeCode="SBJ][1}primaryRole[@classC
ode="INVSBJ'VsubjectOf2{@typeCode="3BJ[organizercode[@code="4'[@codeSystem="2.16.840.1
.113883,3.989.2.1.1.20")[1Yorganizer@classCode='CATEGORY'{@moodCode="EVN'Ycomponent]
@typeCode="COMP'[[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
‘Ti@moodCode="EVNYoutbound Relationship2[@typeCode="COMP'][substanceAdministration]

e Gkdrla

BER (¥

8N

Physical Quantity;
(PQ)

value=Real Number
(REAL)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN220100UV01 xsd YPORR_ING49016UV[r//controlActProcess[@classCode="CACTT[@moo
dCode="EVN']/subjeci[@typeCode="SUBJ][1])finvestigationEventf@classCode="|NVSTG"[@moodCo
de="EVN'Jcomponent{@typeCode="COMP'[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'Vsubject1 [(@typeCode="SBJ'][1)/primaryRole[@classC
cde="INVSB.J'VsubjectOf2[@typeCode='SBJ'|[organizer/code[@code="4)[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1)forganizer@classCode="CATEGORY'|[@moodCode="EVN'J/component]
{@typeCode="COMP'|[substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
T@maoodCode="EVN JoutboundRelationship2[@typeCode='"COMP'IsubstanceAdministration][r}sub
stanceAdministration[@classCode='SBADM[@moodCode="EVN)/doseQuantity/@value

ICH ICSR H:ffFeiE

-50-

2016411 B 108




G.kAr3 MM
HOWME :

Physical Quantity
Q)

value=Real Number
(REAL)

(A7 3)

IMCCI_IN200100UVO1{@ITSVersion="XML__1.0'][@xsi:schemal ocation="urn:h|7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN0490 16UVr/control ActProcess[@classCade="CACT][@moo
dCode="EVN'Vsubject[@typeCode="SUBJ][1]finvestigationEvent[@classCode="INVSTGJ[@meaadCo
de="EVN'}component{@typeCode='"COMP'[ad EventA nent][1)adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'}subject1[@typeCode="SBJ'][1)/primaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ']organizer/code[@code="4][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']|[1/organizer{@classCode='"CATEGORY"J[@moodCode="EVN}companent]
@typeCode="COMP"[substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
I@moodCode="EVN*J/outbcundRelaticnship2{@typeCode="COMP'|[substanceAdministration][r}/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVN')/doseCheckQuantity[denominator
[@xsi:type="PO'[@nullFlavor="UNK)inumeratorf@xsi:type="PQ’/@value

e G.k.4.r.1b

SR (Hifi)

50AN

Physical Quantity
PQ)

unit=Coded Simple
Value (C8)

MCCI_IN200100UVO[@IT SVersion="XML_1.0'][@xsi:schemal ocation='um:hl7-org:v3
MCCI_IN200100UVD1.xsd'YFORR_IN049016UV[rl/control ActProcess[@classCode="CACTJ[@moo
dCode="EVN'Vsubject[@typeCode="SUBJ][1}finvestigationEventi@classCode="INVETG[@mootdCo
de='"EVN'//component{@typeCode="COMP'][adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode='EVN'}subject1[@typeCode="SBJ'][1)/primaryRole[@classC
ode='INVSBJ)/subjectOf2[@typeCode="SBJ'J[organizer/code]@code="4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20"|[1}organizer@classCode="CATEGORY'[[{@mcodCode="EVN')component]
@typeCade="COMP'|[substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM

@moodCode="EVNJoulboundRelationship2[ @typeCode="COMP'|[substanceAdministration][r}/sub

stanceAdministration[@classCode="SBADM[@moodCode="EVN")/doseCluantity/@unit

G.k4.r3 OGRS
HOHRE

Physical Quantity
(PQ)

unit=Coded Simple
Value (CS)

IMCCI_INZ200100UVOI[@ITSVersion="XML_1.0'][@xsi:schemal ocation="urn:hl7-org-vd
MCCI_IN200100UV01.xsd'VPORR_ING49016UVIr)controlActProcess[@classCode='CACT[@moo
dCode="EVN'subjecti@typeCode="SUBJ'|[1]/investigationEvent{@classCode='|NVSTG[@moodCo
de='EVN'//component]@typeCode="COMP']adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@muoodCode="EVN}subject1[@typeCade="SBJ']1)/primaryRole[@classC
ode="INVSBJ VsubjectOf2[@typeCode="5BJ'|[organizer/code[@code="4)[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20'[[1Voerganizer{@classCode="CATEGORY'|[@moodCode="EVN'/component]
@typeCode="COMP"|[substanceAdministration/id][k[/substanceAdministration[@classCode="SBADM
T@moodCode="EVN'/outboundRelationship2[@typeCode="COMP|[substanceAdministration][r}/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVNJ/doseCheckQuantity[dencminator
[@xsitype="PQ][@null Flavor="UNK'[/numerator[@xsi.type="PQ'V@unit
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e G.k.4.r2

REMmOBEN

4N

1.UFOF—5IRE
M2 DERZ SHiEH
BRENDIBE
1) Gk4r.2,
G.k4r3
2) Gk.4.r4
3) Gk4rs
4) GkArb6a,
G.k4.r.6b
F—4 8 SXPR %&{¢
3D comp HE

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

period/value=Real
Number (REAL)

(BIFE3)

IMCC_IN203100UVRE@ITSVersion="XML_1.0']@xsi:schemal ocation='urn; hi7-org:v3
MCCL_IN200106UVO1 xsd' YPORR_IN048016UV[rlcontrol ActProcess[@dassCode="CACT[@moo
dCode="EVN')/subject[@typeCode="SUBJ']|[T}investigationEvent[@classCode=TNVSTG][(@moodCo
de="EVN'Jlcomponen{{@typeCode="COMP'|[adverseEventAssessment][1/adverseEventAssessment
[@classCode='INVSTE'[@moodCode="EVN'Vsubject1[@typeCode="SBJ'|[1}/primaryRole{@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ [organizer/codef@code="4[@codeSystem="2.16.840.1
.113863.3.989.2.1.1.20'][1 Yorganizer @classCode='"CATEGORY'j[@moodCode="EVN'Jcomponent]
@typeCode="COMP"J[substanceAdministration/fidiikVsubstanceAdministration[@classCode="SBADM
“@moodCode="EVN'YoutboundRelationship2[@typeCode='COMP'|[substanceAdministration][r[/sub
stanceAdministration]@classCode='SBADM [@moodCode="EVNVeffectiveTime[@xsi:type="SXPR_
TS Jcomp[@xsitype="PIVL_TSVperiod/@value -

2ZETFOTF—42RE
D2 DEHA LW
BFEESHLPE -

1) G.k4r2.
Gk4rd

2)Gk4rd

3) G.kA.LS

4)Gk4.reéa,
G.kd.r.6b

T—% % SXPR %4
5 2% E®D comp TH
=l

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

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalccation="urn:hl7-org:v3
MCGI_IN200100UV01.xsdPORR_ING49016UV([rl/controlActProcess[@classCode="CACT|[@moo
dCode='"EVN'}subject[@typeCode="SUBJ][1}¥investigationEvent[@classCode="INVSTG[@moodCo
de='"EVNT/component{@typeCode="COMPJfadverseEventassessment][1/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'Ysubject1[@typeCode="SBJ][1)primaryRolef@classC
ode="INVSBJ')/subjectOf2{@typeCode="SBJ[organizer/code[@code='4'|[@codeSystem='2,16,840.1
.113883.3.988.2.1.1.20'][1 Yorganizer{@classCaode="CATEGORY'|[{@moodCode="EVN'Ycomponenif
@typeCode="COMP'[substanceAdministration/id][k)substanceAdministration[@classCode="SBADM
‘[@moodCode="EVN'YoutboundRelationship2f@typeCode="COMP"][substanceAdministration][r}/sub
stanceAdministration[@classCode="SBADM[@mocdCode=EVNeffectiveTimef@xsi:type="SXPR_
TSYeomp[@xsitype="PIVL_TS'|[@operator="A"}/period/@value
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JUTOF—4HE
@ 1 DHHOHH R

(BlE 3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[i@xsl:schemaLocation='urn:hi7-org:v3

TEhD
FEROME MCCI_IN200100UV01.xsd'VPORR_IN049016UNV[rVcontrol ActProcess@classCode="CACT [[@moo
dCode="EVN'//subject{@typeCode="SUBJ']1]investigationEvent[@classCode='INVSTG][@moodCo
1) G.k4.r2, de="EVN'J/companent[@typeCode='"COMP'[adverseEventassessment][ 1}adverseEventAssessment
G.k.4.r3 iodivalue=Real [@classCode='INVSTE'[@moodCode="EVNJsubject! [@typeCode="SBJ [ 1)primaryRole[@classC
e 2)GkArd ﬂi’ﬁbe‘f(;;ﬁ;a ode="INVSBJ'YsubjeciOR[@typeCode="SB.J organizercede[@code~'4"] @codeSystem="2.16.840.1
3) Gk4.r5 .113883.3.989.2.1.1.207][1 Yorganizer @classCode="CATEGORY'|[@mocdCode='"EVN'Ycomponent]
@typeCode="COMP"|fsubstanceAdministration/id][k}substanceAdministration[@classCode="SBADM
4) Gk4.rea, T@moodCode=EVNioutboundRelationship2{@typeCode="COMP[substanceAdministration][f¥sub
G.k.4.r.6b stanceAdministration[@classCade="SBADM J[@moodCade="EVN'|feffective Time[@xsi:type=PIVL_T
S'Yperiodi@value ]
Periodic Interval of
Time (PIVL_TS)
1EFOF—45HE
0 2 DDEARERE
hops
N Gk4r2,
G.k4.r3 /MCCI_IN200100UVO[@ITSVersion="XML._1.0'[@xsi:schemaLocation="um:hl7-org:v3
) G.k4rd MCCI_IN200100UV01 . xsd' JPORR_IN049018UV[r/contralActProcess[@classCode='"CACT][@moo
3) G.RALS dCode="EVN/subject[@typeCode=SUBJ[1}investigationEvent[@classCode=INVSTG[@moodCo
4 Gk4rca de='EVN')/component[@{ypeCode='"COMP[adverseEventAssessment]1)/adverseEventAssessment
. hrhiabiand sodiunit=Coded [@classCode='INVS]'G'][@moodCode=‘EVN']!subject1[@typeCode='SBJ'][1 JprimaryRolef@classC
e Gka.r3 BEMMAOER 50AN Gk4.reb oA ode="INVSBJYsubjectOf2[@typeCode="SBJ forganizericode[ @code='4']| @codeSystam="2. 16.840.1
imple Value (C3) 113883.3.989.2.1.1.20]][1 Vorganizer@classCode="CATEGORY'|(@maodCode="EVN'Ycompanent]
F—a B SXPR B @typeCode='COMP'[substanceAdministrationfid)jk}/substanceAdministration[@classCode="SBADM
3 BAD comp HE N@moocdCode="EVN'JoutboundRelationship2[@typeCode='"COMP'][substanceAdministration][r}/sub
stanceAdministration[@classCode='SBADM|[@moodCode='EVN']/effectiveTime[@xsi:type="SXPR_
TSVoomp[@xsi:type="PIVL_TSVpercd/@unit
Parenthetic Set:
Expression of Time
(SXPR_TS)

[Periodic Interval of
Time (PIVL_TS)]

" ICHICSR HATHIER
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2ETFTOT—4%1RB

D2 OEBXHEN

ErRThiIRE

1) Gk4r2,
G.k4.r.3

2)Gk4.r4

HGK4ArS5

4) Gk4.r6a,
G.k.4.r.6b

T—4 B SXPR £
5 2EED comp W
B

| Parenthetic Set

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

(A% 3)

MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV0 1. xsd VPORR_ING480 16UV[r¥controlActProcess[@classCode="CACT [@moo
dCode="EVN/subject{@iypeCode="SUBJ][1]investigationEvent[@classCode='INVSTG'l{@moodCo
de="EVN'J/component[@typeCode="COMPadverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moadCode="EVN'}subject1[@typeCode="SBJ'][1}/primaryRole[@classC
ode="INVSBJ'¥subjectOf2[@typeCode="SBJ'|[organizer/code[@code='4'|[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20T][1}/organizer] @classCode='CATEGORY'|[@meodGode="EVN'Ycompanent]
{@typeCode="COMP'[[substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
‘fi@mocdCode='EVN VoulboundRelationship2[@lypeCode="COMP')substanceAdministration]fry/sub
stanceAdministration[@classCode="SBADM|[@moodCode="EVN')/effectiveTime][@xsi:type="SXPR_
TS'Ycomp[@xsitype="PIVL_TS'l@operator="A')period/@unit

S.UTFOF—42%E
N1 2OEDHHFE
RENDBE

1 Gk4r2.
G.k4.ra
2 GkArd
GkALS

4)G.k4.réa,
G.k4.1.6b

Periadic Interval of
Time (PIVL_TS)

period/unit=Coded
Simple Value (CS)

IMCCI_IN200100UVO1[@IT SVersion='XML_1.0'[@xsi:schemaLocation="urn: hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN048016UV[r//centrol ActProcess[@classCode="CACT [@moo
dCode="EVN'}/subject{@typeCode="SUBJ'[1}investigationEvent[@classCode=TNVSTG [@moodCo
de="EVN]/component[@typeCode='"COMP'|[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG'[@moodCode='"EVN'Vsubjecti[@typeCode="SBJ'[1¥primaryRole[@classC
ode="INVSBJ'}subjectOf2[@typeCode="SBJ"|[organizer/codel@code="4'[@codeSystem='2,16.840.1
.113883.3.989.2.1.1.207[[ 1]forganizer|@classCode="CATEGORY'[@moodCode='EVN'/component]
@typeCode="COMP'|[substanceAdministration/id][k[/substanceAdministration[@classCode='SBADM
Ti@moodCade="EVN'JoutboundRelationship2[@typeCode="COMP"][substanceAdministration][ry/sub
stanceAdministration[@classCode="SBEADM][@moodCode="EVN'YelectiveTime[@xsitype=PIVL_T
SYperiod/@unit )
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LUATDF—5HE

BIE3)

M2 DEEA LN
ETELOPS
1) Gk4r2.
Gk4.r3 IMCCI_IN200100UVD1[@ITSVersion="XML_1.0'[@xsi:schemal ocation="urn:hl7-org:v3
2)G.kd.r4 MCCI_IN200100UVO1 . xsd YPORR_IN049016UV[r/controlActProcess[@classCode="CACT J[@moo
3 GRALS dCode="EVN')/subject[@typeCode="SUB.I[1]investigationEvent[@classCode="INVSTG[@moodCo
4)GkA4rsa de="EVNJcomponent[@typeCode="COMP'|[adverseEventAssessment][1/adverseEventAssessment
o k 4 . ‘Gb * low=Interval [@classCode="INVSTG'[@moodCode="EVN')/subjecti[@typeCode="SBJ"|[1)/primaryRole[@classC
e Gk4.r4 EXSOREMEA - BB KA Boundary (IVXB ik ode="INVSB.'VsubjectOf2[@typeCode="SBJ'[organizer/code]@code="4"l[@codeSystern="2.16.840.1
. o oundary (IVXE) .113883.3.989.2.1.1.20[1Yorganized@classCode="CATEGOR Y [[@moodCode="EVN/component]
. F—4H T SXPR % @typeCode="COMP'|[substanceAdministration/idfk)/substanceAdministration[@classCode="SBADM
5 83 comp HE N@mooedCode="EVN"Youtbound Relationship2{@typeCode="CCMP'|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM f@moodCode="EVNeffectiveTimel@:xsi:-type='"SXPR_
TS5V comp[@xsi:type="WL_TSlow/@value
Parenthetic Set
Expression of Time
(SXPR_TS)
[Intervale of Point in
Time {(IVL_TS)]
IMCCI_IN200100UVH[@ITSVersion="XML_1.0')@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVMH xsd YPORR_IN049016UV[r//controlActProcess[@classCode='CACT'|[@moo
dCode="EVN')subject[@typeCode="SUBJ'T1linvestigationEventi@classCode='INVSTG[@moodCo
de=EVN'lcomponent{@typeCode="COMP[adverseEventAssessment][1VadverseEventAssassment
[@classCode="INVSTG [@moodCode='EVN]isubjecti{@typeCode='SBJ'|[1)primaryRole[@classC
e NullFlavor | ode='INVSB.)'VsubjectOf2[@typeCode="SBJ'Jorganizer/code[@code="4'][@codeSystem="2.16.840.1

.113883.3.989.2.1.1.20][1}forganizerf @classCode='"CATEGORY'|[@moudCode="EVN )/component]
@typeCode="COMP'|[substanceAdministrationfidjik)/substanceAdministration[@classCode="SBADM
T@moodCode="EVN'YoutboundRelationship2{@typeCode='COMP"][substanceAdministration][r]/sub
stanceAdministration[@classCode='"SBADM [@moodCode="EVN')effectiveTime[@nsitype='"SXPR_
TS Jcompl@xsitype=TVL_TSTlow/@nullFlavor

ICH ICSR HififRiEH
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2UTFTOF—4HEA
®2OEEZ HEN
HRERDRE

1) Gk.4r2,
Gk4r3

2Gkars
3)Gk4rs

4) G.kA.r6a.
G.k.4.r.6b

(A7 3)

IMCCI_INZ200100UVO1[@ITSVersion="XML_1.0"|[@xsi:schemaLlocation="urn:hi7-org:v3
MCCI_IN200100UV01 . xsd'/PORR_ING49016UV[rlfcontrolActProcess[@classCode="CACT[@muoo
dCode="EVN')/subject{@typeCode="SUBJ][1}investigationEveni{@classCode='INVSTG|[@moodCo
de="EVN'[/component[@typeCode="COMP'adverseEventAssessment][1//adverseEventAssessment
[@classCode=TNVSTG'[@moodCode="EVN'Ysubjecti[@typeCode="SBJ'|[1}/primaryRole[@classC

il ode="INVSBJ')/subjectOf2[@typeCode='SBJ'|[crganizer/code{@code="4'[[@codeSystem="2.16.840.1
=47 SXPR £ .113883.3.969.2.1.1.20][1)organizef@classCode="CATEGORY'|[@moodCode="EVN'[compenent]
T @typeCode="COMP'|[substanceAdministration/id](k}/substanceAdministration[@classCode='SBADM
3 25%B@ comp R "[@moodCade="EVN'JoutboundRelationship2{@typeCode="COMP"|[substanceAdministration][r}/sub
B stanceAdministration[@classCode="S BADM][@mocdCode=EVN')effectiveTimef@uxsi-typa="SXPR_
TS)fcomp[@xsitype=IVL_TS'[@operator=AYlow/@value

Parenthetic Set

Expression of Time

(SXPR_TS)

[Intervale of Peint in '

Time (IVL_TS)]
/MCCL_IN200100UVD1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd VPORR_IN049016UVIricontrolActProcess[@classCode="CACT[@moo
dCode="EVN')/subject[@typeCode="SUB.J|[1)/investigationEvent[@classCode=INVSTG'[@moodCo
de="EVN')/component|@typeCode='"COMP"[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG'@moodCode="EVN}subjecti[@typeCode='"SBJ')[1)/primaryRole[@classC

NullFlavar | ode="INVSBJ'VsubjectOf2[@typeCode="SBJ forganizericode[@code="4'[@codeSystern="2,16.840.1

,113883.,3.989.2.1.1.20'|[1 Vorganizer@classCode='CATEGORY'l[@moodCode="EVN[/componentf
{@typeCode="COMP"|[substanceAdministrationfid]{k}/substanceAdministration[@classCode="SBADM
H@moodCode='"EVN'}outboundRelationship2[@typeCode="COMP'|[substanceAdministration]{r]/sub
stanceAdministration[@classCode="SBADM [@moodCode="EVN effectiveTime[@xsitype="SXPR_
TS Vcomp[@xsitype='IVL_TS'[@operatar="A"Vlow/@nuliFtavor

ICH ICSR #¥fiv#iE

-65-

20164E11 B 10 B




(All#Es 3)

ARTFTOT—4KE
21 ""’fifa‘”"ﬁ /MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemaLocation="urn:N7-org:v3
TEhLHRE MCCI_IN200100UV01.xsd YPORR_INO490 T8UV[r)/controiActPracessi@dassCode=CACT[@moo |
1) G.k4r2, dCode='EVN/subject|@typeCode='SUBJ[1}investigationEvent{@classCode="INVSTG[@moodCo
. Gx4r3 de="EVN'{/component{@typeCode="COMP'[ladverseEventAssessment][1}adverseEventAssessment
2) G.k4rd low=interval [@classCode=INVSTG [[@moodCode="EVNVsubject1 [@typeCode="SBJ'|[1¥primaryRole[@classC
e e Boundary (IVXB) i ode="INVSBJYsubjectOfR2[@typeCode="SBJ"organizer/code[@code="4][@codeSystem='2,16.840.1
3} GkArs my .113883.3.989.2,1.1.20j[1 Jorganizer@classCode="CATEGORY'|[@moodGode="EVN eamponent]
4} G.k.4.r6a, @typeCode="COMP"|[substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
G.k4.r8b @moodCode="EVN'JoutboundRelationship2[@lypeCode="COMP JisubstanceAdministration]frl/sub
stanceAdministration[@classCode='SBADM[@moodCode="EVN'VeffectiveTime[@xsitype='IVL_TS
P "Mow/@value
Interval of Point in
Time (IVL_TS)
/MCCI_IN200100UVD1[@ITSVersion="XML_1.0'][(@xsi:schermalocation="urn: hi7-org:v3
MCCI_IN200100UV01 xsd JPORR_ING49018UVrJcontrolActProcess{@classCode=CACT[@moo
dCode='EVN'/subject{@typeCode="SUBJ|[1VinvestigationEvent[@classCode='INVSTG l@moodCo
de="EVNJcomponentf@typeCode="COMP'[adverseEventAssessment][1]/adverseEventAssessment
[@classCode='INVSTG'[@moodCede="EVN'/subject1[@typeCode="SBJ'[[1}primaryRole[@classC
e NullFlaver | ode="INVSBJYsubjectOf2[@typeCode="SBJ'J[organizer/code[@code="4][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1organizer@dassCode="CATEGORY'[[@moadCode="EVN Jcomponent]
@typeCode~"COMP'|[substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
'l@moodCode="EVN'/outboundRelationship2[@typeCode="COMP'|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM]@moodCode=EVN feffectiveTime[@xsitype=IVL_TS
"Mow/@nuliFtavor .
1.RTFTOT—425E
® 2 DEBA SN
EREhDHE
1) Gk4r2,
G.k4.r3 .
2) Gkarad O IMCCI_IN2001 00UVO1 [@ITSVersion="XML_1.0'][@xsi:schemalLocation="urn:h|7-org:v3
3) Gk Ar5 MGCCI_IN200100UV01.xsd"YPORR_IN049016UV[r//controlActProcess[@classCode='CACT[@moo
B dCode="EVN'|fsubject[@typeCode="SUB.J'|[1)investigationEvent[@classCode="INVSTG|[@moadCo
4)G.kd.r6a, de="EVNl/component@typeCode="COMP'|[adverseEventAssessment][1adverseEventAssessment
G.k.4.r.6b high=Interval [@classCode="INVSTG'[@moodCode="EVN/subjecti[@typeCode="SBJ'][1)/primaryRole[@classC
e Gkd.rs EXLORSETA B1t.~5M BEur;dg n(lNXB) i ode='INVSBJ'VsubjectOf2[@typeCode="SBJ'[organizer/code[@code='4'][@codeSystem="2,16,840.1
F &% SXPR £ i .113883.3.989.2.1.1.20|[1 Jorganized@classCode="CATEGORY'[@moodCode="EVN'Jcomponent]
- @typeCode="COMP'][substanceAdministration/id][k¥substanceAdministration[@classCode="SBADM
%)M comp AH T@moodCode="EVN'loutboundRelationship2f@typeCode="COMP'|[substanceAdministration]{r)/sub
stanceAdministration[@classCode="SBADM [@moodCode="EVN'JeffectiveTime[@xsitype='SXPR_
Parenthetic Set TS'Veomp[@xsi:type='IVL_TSVhigh/@value
Expression of Time
(SXPR_TS)
[Intervale of Point in
Time (IVL_TS)}
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(BU#E3)

MMCCIL_IN200100UVO1[@ITSVersion="XML_1.0[@xsi:schemalocation="um:h7-org:va
MCCI_IN200100UV01.xsd YPORR_IN049018UV[rl/control ActProcess[@classCode='CACT [@moo
dCode="EVN]/subjecti@typeCode="SUBJ 1 )linvestigationEvent{@classCode=NVSTG[@moodCo
de='EVN'Jcomponent[@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG [(@moodCode='EVN)subject1[@typeCode="SBJ][1)}primaryRole[@classC
e NullFtavar | ode='INVSBJ'YsubjectOf2[@typeCode="SBS |[organizer/code{@code="4'I@codeSystem='2,16.840.1
.113883,3,989,2.1.1.200[1¥organizerd@classCode='CATEGOR Y'|[@moodCode="EVN'Vcomponent]
@typeCode='"COMP'|[substanceAdministrationfidfk)/substanceAdministration[@classCode="SBADM
@mocdCode="EVN'JoutboundRelationship2f@typeCode="COMP'][substanceAdministration][r}/sub
stanceAdministration]@classCode="SBADM'[@moodCode="EVN')feffectiveTime[@xsi:type="SXPR_
TS'Jcomp]@xsiztype='IVL_TSVhigh/@nullFlavor
2HTOT—2RE
D2 DRI DN
FRThHBE :
1) Gk4rz2,
G.k4.r3
2) Gkard /MCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org:v3
3) Gk4rs MCCI_IN200100UV01.xsd’PORR_IN049018UV[r/contralAciProcess(@classCode="CACT[@moo
4) G.k.4.r6a, dCode="EVN]/subject[@typeCode="SUBJ[1)investigationEvent{@classCode="INVSTG'[@moadCa
G.L4r6h de="EVN'//componen@typeCode="COMP'|[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN')subject1[@typeCode="SBJ'[1}/primaryRole[@classC
) ik ode="INVSB.J'}subjectOf2[@typeCode="SBJ organizer/code[@code="4@codeSystern="2.16.840.1
F—45E SXPR £ .113883.3.989.2.1.1.207[1 Yorganizerj@classCode="CATEGORY'{@moodCode='"EVN'Ycomponent]
5 2FB® comp IR @typeCode='COMP'|[substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
5] "li@maoodCode="EVN'JoutboundRelationship2[@typeCode="COMP'][substanceAdministration][r}'sub
stanceAdministration[@classCode="SBADM][(@moodCode="EVN Veffective Time[@xsi:type="SXPR_
. TS'Vcompl@xsitype="IVL_TS'|[@operator="A"lhigh/@value
Parenthatic Set
Expression of Time
(SXPR_TS)
[Intervale of Pointin
Time (IVL_TS)]
MMCCILIN200100UVD1[@ITSVersion="XML_1.0°][@xsi:schemalocation="urm:hl7-org-v3
MCCI_IN200100UV01.xsd’VPORR_IN048016UV[JeontrolActProcessf@classCode="CACTj@moo
dCode="EVNY/subjecti@typeCode="SUBJ'|[1}investigationEvent[@classCode="INVSTG ) [@moodCo
de='"EVN'Jcomponent]@typeCode='COMP'JadverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'/subject![@typeCode='SBJ][1)/primaryRole[@classC
NullFlavar | cde="INVSBJ|subjectOf2[@typeCode="SB.) loganizertode]@code="4"[{@codaSystem="2.16.840.1
.113883.3.989.2.1.1.20'[[1Jerganizef@classCode="CATEGORY'[@mocdCode="EVN)/component]
@typeCode="COMP"[substanceAdministration/id][kl/substanceAdministration[@classCode="SBADM
"i@moodCode="EVN'JoutboundRelationship2{{@typeCode='COMP'|[substanceAdministration][r}/sub
stanceAdministration[@classCode='SBADM][@moodCode="EVN VeffectiveTime[@xsi:type="SXPR_
TS Vcomp[@xsitype="IVL_TS@operator="Ahigh/@nullFtavor
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(AlE3)

JETOT—4RA
O 1 IDEDHHE
RENSBE IMCCI_IN200100UV0 1[@ITSVersion=XML_1.0"l[@xsi:schemalocation="urn: hi7-org:v3
MCCI_IN200100UV01 xsd'YPORR_IN048016UV rJcontrolActProcess@classCode="CACT[@moo
dCode="EVN'//subject[@typeCode="SUBJ'[1)finvestigation Even{@classCode="INVSTG'[@moodCo
1) G.kar2, de="EVN'|//component[@typeCode="COMP'|[adverseEventAssessment]{1)/adverseEventAssessment
Gk4r3 hiah=lnterval [@classCode="INVSTG [@moodCode='EVNYsubject[@typeCode="SB.J)[1}primaryRele[@classC
e 2} G kdrd B[gu; dary (IVXE) i ode="INVSBJ'VsubjectOf2[ @typeCode="SBJ'[organizer/code[@code="4'][@codeSystem='2,16.840.1
3} G.k4.rs i .113883.3.989.2.1.1.20'][[1Vorganizef@classCode="CATEGORY'[@moodCode='"EVN'Jcomponent]
@typeCode="COMP'[[substanceAdministration/id)[k)/substanceAdministration[@classCode="SBADM
4) Gk4.r.Ba. T[@moodCode="EVNJoutboundRelationship2{@typeCode='"COMP'isubstanceAdministration][rJ/sub
G.k4.r6b stanceAdministration[@classCode="SBADM|[@maodCode="EVN'|leffective Time[@xsitype="IVL_TS
Thigh/@value
Interval of Point in
Time (IVL_TS) )
/MCCY_IN200100UVO1[@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IND49016UV[rl/controlActProcess{@classCode="CACT'[@mao
dCode=EVN'Jsubject(@typeCode="SUBJ][1}investigationEvent|@classCode='INVSTG[@moodCo
de="EVN'J/component[@typeCode='COMP'jadverseEventAssessment][1/adverseEventAssessment
[@classCode=INVS TG {@moodCode='EVNVsubject1[@typeCode="SBJ][1)/primaryRole[@classC
e NullFlavor | ode='INVSBJ)/subjectOf2[@typeCode="SBJ|[organizer/code[@code='4"l[@codeSystem="2.16,840.1
113863.3.989.2.1.1.207)[1 Jorganizer@classCode="CATEGORY'][@moodCode="EVNJ'component]
@typeCode="COMP'|[substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
Ti@moodCode="EVN'YoutboundRelationship2[@typeCode="COMP"]J[substanceAdministration][r)/sub
stanceAdministration[@classCode="SBADM|[@moodCade="EVN')effective Timef@xsitype="IVL_TS
. high/@nullFlavor
1ETFOF—4ME
02 DEEA BN
ERENLPS
1) Gk4r2.
Gk4r3
2) GkArd i IMCCI_IN200100UVO1 [@ITSVersion="XML_1.0°[@xsi:schemal.ocation="urn:hl7-org.v3
3)GkALS MCCI_IN200100UV01.xsd'/PORR_IN048SD16UV[r}/controlActProcess@classCode="CACT[@moo
HAL dCode=EVNYsubject[@typeCode="SUBJ][1¥investigationEvent[@classCode="INVS TG ][@moodCo
4) G.k4.rGa. de='"EVN')fcomponent[@typeCode="COMP |[adverseEventAssessmeant][1ladverseEventAssessment
G.k.4.r.6b idthivalue=Real [@classCode=TNVSTG'|[@moodCode="EVN'Vsubject1[@typeCode="SBJ[1}primaryRole[@classC
e G.k.4.r.6a EXSEEEM (3 5N ‘I:Lmb;r EJR E AL) iE ode=INVSBJ}subjectOf2{@typeCode="SBJ[organizer/code[@code='4"][@codeSystem='2.16.840.1
Fers B SXPR T8 .113883.3.989.2.1.1.20)][1)forganizer@classCede="CATEGORY'][@mood Code=EVN'Jcomponent]
- @typeCode="COMP"|[substanceAdministration/id][kl/substanceAdministration[@classCode="SBADM
3 BPO comp A T@moodCode="EVN'VoutboundRelationship2[@typeCode="COMP'J[substanceAdministration][rl/sub
stanceAdministration{@classCode="SBADM[@meoodCode="EVN')effectiveTime[@xsitype="SXPR_
Parenthetic Set TS'Jfcomp[@xsi:type="tVL_T& Ywidth/@value
Expression of Time
{SXPR_TS)
{Intervale of Pointin
Time {IVL_TS)] A
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2L FODT—5 WA
M2 IEEZHMEN
EREhLBA:

1) Gk4r2,

G.k4r3
2} G.K.4.r4
3) Gkars

4) G.k.4.r6a,
G.k4.r.6b

F—4 % SXPR %
52FB O comp |
B

Parenthetic Set
Expression of Time
(SXPR_TS)
[Intervale of Point in
Time (IVL_T8)]

(BlEs3)

MMCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemal.ocation="urn:hi7-crg:v3
MCCI_IN200100UV01 xsd'VPORR_IN049018UV[rVcontrolActProcess[@classCode="CACT'[@moo
dCode="EVN")subject[@typeCode="SUBJ|[1}investigation Event{@ciassCode=INVSTG'|[@mocdCo
de="EVN'Jcompanent[@typeCode="COMP'|[adverseEventhssessment][1]fadverseEventAssessment
[@classCode="INVSTG [[@meodCode="EVN'Vsubject1[@typeCode="SBJ[1}primaryRole[@classC
ode="TNVSBJ'JsubjectOf2[@typeCode="SB )" [organizer/codef@code="4"|| @codeSystem="2.16.840.1
.113883.3.989.2.1.1.20"|[1lforganizer{@classCode="CATEGCORY'|[@mocodCode="EVN'/component
(@typeCode="COMP'|[substanceAdministration/id][k}/substance Administration[@classCode="SBADM
T@meodCode="EVN JouthoundRelationship2[@typeCode='"COMP'[substanceAdministration][r}/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVN JeffectiveTime[@xsitype="SXPR_
TSVcomp[@xsi:type='IVL_TS'|[@operator="A'J/width/@value

LTOT—42WA
0 1 DOEOAHHE
RELDES

1} G.k.4r.2,
Gk4r3

2)G.k4r4

3) G.kd.rs

4)G.k.4.r6a,
G.k.4.r.6b

Interval of Paint in
Time (IVL_TS)

width/value=Real
Number (REAL)

MCCI_IN200100UVO[@ITSVersion="XML_1.0[@xsi:schemaLlocation="urn:hi7-org:v3
MCCI_IN200100UVD1 xsd'VPORR_ IN049016UV[r]IcontroIAclProcess[@classCode"‘CACT'][@moo
dCode="EVN Vsubjecti@typeCode="SUBJ']1]}investigationEventj@classCode=INVS TG @maodCo
de='EVN'l/componeni[@typeCode="COMP|[adverseEventAssessment][1)adverseEventAssessment
[@classCode='INVSTG|[@moodCode="EVN Vsublect! [@typeCode="8BJ[1 JpimaryRale[@classC
ode=INVSBJ'}subjectOf2[ @typeCode='SBJ[organizer/code[@code~'4"|[@codeSystem='2.16.840.1
.113863.3.989.2.1.1.207)[1Vorganizer{@classCode='"CATEGORYT@moodCode='"EVN'Yecomponent
@typeCode="COMP|[substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
T@meodCode="EVN'VoutboundRelationship2[@typeCode="COMP"][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVN/effectiveTime[@xsi:type=IVL_TS
Twidth/@value
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e G.k.4.r6b

EXELTENN (B

50AN

1LUTFOF—4HE
02 DERZ S
FrEhdHBE

1)GR4r2,
G.k4.r3

2) GX4.r4

3 Gk4rs

4) GX4.r6a.
G.k.4.r.6b

F—& B SXPR #8E
5 B comp IRE

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

width/unit=Coded
Simple Value (CS)

_ (B¥EE3)

IMCCI_INZ00100UVM[@ITSVersion="XML_1.0'[@xsi:schemal ocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN0490 T8 UV[rJcentrelActProcess[@classCode="CACTI[@moo
dCode='"EVN')/subject[@typeCode="SUBJ'][1]finvestigationEvent[@classCode=1NVSTG[@moodCo
de="EVN Jicomponent[@typeCode="COMP'[adverseEventAssessment) 1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'Vsubject1[@typeCode="SBJ1)/primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJ'l[crganizer/code[@code="4'|[@codeSystern="2.16.840.1
.113883.3.989.2.1.1.20']F1 Yorganizer@classCode='"CATEGORY'|[@mocdCode="EVN'Vcomponent]
@typeCode="COMP'J[substanceAdministration/id][klsubstanceAdministration[@classCode="SBADM
‘[@moodCode="EVNJoutboundRelationship2[@typeCode="COMP'][substanceAdministration][r}/sub
stanceAdministration[@classCode='"SBADM|[@moodCode="EVN Yeffective Time[@xshtype="5XPR_
TSYeomp[@xsi:type="TVL_TS Pwidth/@unit

2UFOTF—5AEB
O 2 DEER BN
ERELDLPE
1) Gk4r2,
G.k4.r3
2) GXk.4r4
3)Gk.4.r5
4) GXA.r6a,
G.k4.r.6b
F—32 B SXPR &
32HFB® comp @
H
Parenthatic Set
Expression of Time
(SXPR_TS)[Interval

e of Point in Time
{IVL_TS)]

MMCCL_IN2001 00UVHI[@ITSVersion="XML_1.0"]@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_INC49016UV[rlcontrolActProcess[@classCode='CACT[@moo
dCode="EVN}/subject[@typeCode="SUBJF][1)investigationEvent[@classCode=NVSTG [@moodCo
de="EVNjJicomponent{@typeCode="COMP"J[adverseEventAssessment][1)adverseEventAssessment
[@classCode="INVSTG | @moodCode='"EVN'Vsubject i[@typeCode="SBJ][1)primaryRole[@classC
ade="INVS BJ'VsubjectCf2[@typeCode="S BJ'|[organizerfcodel@code='4'|[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1Jorganize]@classCode="CATEGORY'|[@moodCade="EVNYeomporient]
@lypeCode="COMP*][substanceAdministration/id)ik})substanceAdministration[@classCode='SBADM
[@moodCode="EVN'JoutboundRelationship2[@typeCode="COMP'|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVN')effectiveTimef@xsi-type="SXPR_
TSfcomp[@xsi:type="IVL_TS'[@operator='A'Ywidth/@unit
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JUTOF—41H
D 1 DOMEDIHE
FEhLPE

1N Gk4r2,
G.k4r3

2) Gk4rd
3)GkALS

4) Gk4.r6a.
GX4rBD

Interval of Point in
Time (IVL_TS)

width/uni{=Coded
Simple Value (CS)

(BI#H 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0')[@xsi:schemalLocation="ura:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[rJcontrelActProcess[@classCode="CACTI@moo
dCode="EVNfsubject[@typeCode="SUBJ 1}investigationEvent[@classCode=INVSTG'[@mocdCo
de='EVN'[/cdmponentf@typeCode="COMP"|adverseEventAssessment][1 fadverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN')subjecti[@typeCode="SBJ'][[1}primaryRole[@classC
ode="INVSBJ'}YsubjectOf2{@typeCode="SBJJlorganizericode[@code="4][@codeSystern='2,16.840.1
.113883,3.989.2.1.1.2011[1 Vorganizer@classCode="CATEGORY'f[@moodCode="EVN'/component]
@typeCode='"COMP'][substanceAdministration/id][k}/substanceAdministration{@classCode="SBADM
Ti@moodCode="EViN'/outboundRelaticnship2[@typeCode='"COMP'][substanceAdministration][r}/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVN Veffective Time]@xsitype="IVL_TS
"JAwidth/@unit

e Gkar7

ReF o0v -ES

35AN

Character String
(87)

MCCI_IN200100UVO1[@ITSVersion="XML_1.0'[[@xsi:schémalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'VPORR_INO49018UV[r¥controlActProcessf@classCode='CACT'|[@moo
dCode="EVN'/subject[@typeCode="SUB.F][1}investigationEvent|@classCode='INVSTG[@moodCo
de='"EVN')component{@typeCode="COMP'[[advarseEventissessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVNYsubject1[@typeCode="SBJ'[[1)primaryRole[@cdlassC
ode="INVSBJ [/subjectOf2[@typeCode="SBJ [organizer/code]@code="4'[@codeSystem="2,16.840.1
.113883.3.989.2.1.1.20[[1Yorganizer@classCode="CATEGORY'|[@mocdCode="EVN'Ycomponent]
@typeCode="COMP'][substanceAdministration/id][k])/substanceAdministration[@classCode="SBADM
'"@moodCode="EVNToutboundRelationship2[@typeCode='"C OMP'|[substanceAdministration][rl/sub
stanceAdministration[@classCode="SBADM[@meodCode="EVN')/consumable[@typeCode="CSNM[
1JinstanceOfKind[@classCode=INST)/productinstancelnstance[@classCode="MMAT [[@determine
rCode="INSTANCE M loiNumberTexttext(}

e G.k.4.r.8

BEEREETRERNE

2000AN

Encapsulated Data
(ED)

IMCCI_IN200100UVO[@ITSVersion="XML_1.0')[@xsi:schemalccation="um:hl7-org:v3
MCCI_IN200100UVD1 . xsd'YPORR _IN048016UV[rl/controlActProcess[@classCode="CACT J[@moo
dCode="EVN'|/subject[@typeCode="SUBJI[1]/investigationEvent[@classCode=INVSTC | [@mocdCo
de="EVNcomponentf{@typeCode="COMP']adverseEventAssessment][1)adverseEventAssessment
[@classCode='INVSTG[@mocdCode='EVN'Vsubject [@typeCode="SBJ[1 VprimaryRole[@classC
ode="INVSBJ)/subjectOf2[@typeCode="SBJ'[[organizercode[@code='4][@codeSystem="2.156.540.1
.113883.3.989.2,1.1.207][1 Yorganizer@classCode="CATEGORY'|[@moodCeode="EVN"Ycomponent]
@typeCode='COMP"|substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
N@moodCade="EVN')outboundRelationship2[@typeCode="COMP|[substance Administration][r{/sub
stanceAdministration[@classCode="S BADM][@moodCode="EVN"textiaxt()

h Gk4.r9

EXGHIN

e G.k4.r.9.1

EXRAE (BHRK)

B60AN

Coded With
Equivalents (CE)

originalText=Encapsu
lated Data (ED)

IMCCI_IN20G100UVO[@ITSVersion="XML_1.0'][@xsi:schemalLocation="urn: h17-org:v3
MCCI_IN200100UV01.xsd YPORR_IND49018UV[FJcontrolActProcess{@classCode="CACT |[@moo
dCode='EVNTsubjecti@typeCode="SUBJ'|[1)/investigationEvenii@classCode=1NVSTG[@moxiCo
de="EVN']/componeni{@typeCode='COMP'][adverseEventAssessment][1{adverseEventAssessment
[@dlassCode="INVSTGE [@moodCode="EVN'Vsubject! [@typeCode="SBJ|[1}primaryReole[@classC
ode="INVSBJVsubjectOf2[@typeCode="SB.'Jlorganizer/code{@code="4'[@codeSystem="2.16.840.1
.113883.3,989.2.1.1.201][1Yorganizeri@classCode='CATEGORY'|[@moodCode="EVN'Ycomponent]
@typeCode="COMP'][substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
T[@mocdCode="EVN'VoutboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration]@classCode='"SBADM'[[@moodCoda="EVNTconsumabl e[@typeCode="CSM']
1¥iinstance OfKind[@classCode="INST'YkindOfProduc@classCode="MMAT[[@determinerCode="K|
ND'JformCode[@codeSystem="TBD-DaseForm'|foriginal Textitext()
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MullFlavor

(BIEE3)

IMCCI_IN200H00UVD1[@IT SVersion="XML_1.0’][@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UVO1.xsd'YPORR_IN049016UV[r}/controlActProcess@classCode='CACT [[@moo
dCode='EVN')/subject{@typeCode="SUBJ[1)investigationEvenl[@classCode=INVSTG@maodCo
de="EVN'l/component[@typeCode="COMP"adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVS TG [@moodCode="EVNYsubjecti[@typeCode="SBJ[1)primaryRole[@classC
ade=INV5BJVsubjectOfZ[@typeCode="SB.J [organizer/code]@code="4l[@codeSystem="2.16.840.1
,113883.3.989.2.1,1.207][1Vorganizer{@classCode="CATEGORY'|[@meodCode="EVN'Ycompanent]
@typeCode="COMP'|[substanceAdministration/id][kVsubstanceAdministration[@classCode="SBADM
T@moodCode="EVNVoutboundRelationship2{@typeCode="COMP'|[substanceAdministration][r}sub
stanceAdministration[@classCode="SBADM[@moodCode='EVN)/consumable[@typeCode="CSM'][
1}instance OfKind[@classCode="INST'VkindOfProduc{@classCode="MMAT'|[@determinerCode="Kl
ND'VormCode[@codeSystem="TBD-DoseForm'Joriginal Text/@nullFlavor

e Gk4.r9.2a

EXSKED D A—Pa
B %S

ISC IDMP
DEHY

Coded With
Equivalents (CE)

codeSystemVersion=
Character String (ST)

IMCCI_IN200100UVO[@ITSVersion="XML_1.0'[@xsi:schemaLocation='um:hl7-org:v3
MCCI_IN200100UV01.x5d' VP ORR_IN048016UV[r)/control ActProcess[@classCode="CACT J{@mon
dCode="EVN'Vsubject{@typeCode="SUBJ'[1}investigationEvent[@classCode="INVSTG][@moodCo
de='"EVN'Vcomponent{@typeCode='"COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG|[@meoodCode="EVN)/subject[@typeCode="SBJ"|[1}/primaryRole[@classC
ode="INVSBJ")subjectOf2[@typeCode="SBJ'Jorganizer/code[@code="4][@codeSystem="2.16.840.1
.113883.3.969.2.1.1.20][1Vorganizer@classCode='CATEGORY'[@moodCode="EVNJ/component]
@typeCode='COMP']|[substanceAdministration/id][k}/substanceAdministration[@classCode="SEADM
"[@moodCade="EVN"foutboundRelationship2[@typeCode="COMP'|[substanceAdministration][r}/sub
stanceAdministration[@classCode='"SBADM[@mood Code="EVN'//consumable[@typeCode="CSM[
1)AinstanceOfKind[@ctassCode="INST'}kindOfProduc{@classCode="MMAT'[@determinerCode="Ki
ND'JformCode]@codeSystem="TBD-DoseForm J/@codeSystemVersion

e G.k.4.r.9.2b

EXRHRED D

ISO IDMP
NELY

Coded With
Equivalents {CE)

code=Character
String (&T)

MMCCL_IN200100UVO[@ITSVersion="XML_1.0'f@xsi:schemal ocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd' VPORR_IN048016UV[rYcontrolActProcess[@classCode='CACT [@moo
dCode="EVN'Jsubject{@typeCode="SUBJ][1)investigationEvent{@classCode=NVS TG (@moodCo
de='EVN'{component{@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVNVsubject1[@typeCode="SBJ'|[1}/primaryRolej@classC
ode="INVSBJYsubjectOf2[@typeCode="SBJ [Jorganizer/code[@code="4l[@codeSystem="2.16.840.1
.113883,3.989.2.1.1.20j[1Jorganize{@classCode='"CATEGORYJ[@moodCode='"EVN'Ycamponent]
@typeCode="COMP"]substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
@moodCode="EVNYoutboundRelationship2[@typeCade="COMP'jjsubstanceAdministration][r)/sub
stanceAdministrationf@classCode="SBADM][@moodCode="EVN'consumable[@typeCode="CSM'][
1)finstanceOfKind[@classCode="INST'/kind OfProduc{ @classCode='MMAT J[@determinerCode="KI
ND'VormCode[@codeSystem="TBD-DoseForm')@code

h Gk4.n10

REEN

[ Gk4.r.10.1

REEE (BRER

G60AN

Coded With
Equivalents (CE)

original Text=Encapsu
lated Data (ED)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'l|@xsi:schemal ocation='urn:hl7-org.v3
MCCI_IN200100UV01.xsd YPORR_IND49016UV[rlcontrolActProcess{@classCode='CACT[@moo
dCode="EVN'//subject[@typeCode="SUBJ[1]investigationEvent[@classCode="INVSTG][@meadCo
de="EVN'J/component[@typeCode="COMPadverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'Vsubject1 [@typeCode="SBJ'|[1}primaryRole[@classC
ode="INVSBJ}YsubjectOf2{@typeCode="SB."|[organizer/code[@code="4"[@codeSystem="2,16.840.1
,113883.3.989.2.1.1.20'J[1)organizef@classCode="CATEGORY'][@moodCode='"EVN'Vcomponent]
@typeCode='COMP"|[substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
T@moodCode="EVNYoutboundRelationship2[@typeCode="COMP'|[substanceAdministration][r)/sub
stanceAdministration[@classCode="SBADM[@moodCode=EVN]routeCode[@codeSystem="2.16.
840.1.113883.3.989.2.1.1.14 Joriginal Text/text(}
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-72-

2016911 A 10H




NullFlavor

(¥R 3)

MCCLIN200100UVTHIE@ITSVersion="XML_1.0°)[@xsi:schemalocation="urn: hI7-crg:v3
MCCI_IN200100UVD1 xsd'YPORR_IND49016UV[r{contralActProcess[@classCode="CACT"|[@moo
dCode="EVN')/subject{@typeCode="SUBJ][1}investigationEvent[@classCode=INVSTG][@mocdCo
de='EVN')component{@typeCode="COMP'[adverseEventAssessment][1VadverseEventAssessment
[@classCode="INVSTG'[[@moodCode="EVN'//subject1[@typeCode="S5BJ')[1}primaryRole[@classC
ode="INVSB.J'subjectOf2[@typeCode="SBJ'|[organizercode[@code="4'[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.207][1}organize{@classCode='"CATEGORY'@moodCode="EVN'}component]
@typeCode="COMP'][substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
@moodCode=EVNYouthroundRelationship2[@typeCode='COMP*|[substanceAdministration]frl/sub
stanceAdministration[@classCode="SBADM][@moodCode='"EVN'VrouteCode[(@codeSystem="2.15.
840.1.113883.3.989.2.1.1.14)/original Text/@nullFlavor

e G.k.4.r.10.2a

HEERO D S—TavA
ft &s

IS0 IDMP
nEEY

Coded With .
Equivalents (CE)

codeSystemVersion=
Character String (ST)

IMCCI_IN200100UVDI[@ITSVersion="XML_1.0'{@xsi:schemalocation="urn:hI7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016 UV[rficontrolActProcess{@classCade="CACT[@moo
dCode="EVN')subject{@lypeCode="SUB.J'T[1)investigationEvent[@classCode="INVSTG[@moodCo
de='EVNVcomponent{@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG@moodCode="EVN'Isubject1 [@typeCode="SBJ[1/primaryRole[@classC
ode="INV5BJsubjectOf2[@typeCode="SBJ'[organizer/code[@code='4"[@codeSystem="2. 16,840, 1
.113883.3.989.2.1.1.20'Tff1 Yorganizer @classCode='CATEGORY'J{@moodCade="EVN'Vcomponent]
@typeCode='"COMP'][substanceAdministration/id)[k}/substanceAdministration[@classCode="SBADM
‘li@meodCode~"EVNVoutboundRelationship2[@typeCode="COMP’][substanceAdministration][r}/sub
stanceAdministration[@classCode="SBADM'[@moodCode='EVN')/routeCodef@codeSystem="2.16.
840.1.113883.3.989.2.1.1.14)/@code SysternVersion

e G.k.4.r.10.2b

REEHEOID

ISO IDMP
NnEHY
(3N)

Coded With
Equivalents (CE)

code=Character
String (ST)

IMCCI_INZ00100UVH[@ITSVersion="XML_1.0[@xsi:schemalocation="um:hi7-org:va
MCCL_IN200100UV01 . xsd' YPORR_IN049016UV[rfcantrolActProcess{@classCode='CACT][@moo
dCode="EVN/subject[@typeCode="SUBJ[1}investigationEvent[@classCode="INVSTG[@maodCo
de="EVN'J/component[@typeCode="COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="|NVSTG][@maodCode="EVN'subjecti[@typeCode="SB.J][1JprimaryRole[@classC
ode='|NVSBJ'VsubjectOR2[@typeCode="SBJ [organizer/code[@code="4'|@codeSystem='2.16.840.1
-113883.3.989.2,1.1.200][1Vorganizeri@classCode="CATEGORY'|[@moodCode='"EVN'}/component]
@typeCode="COMP"][substanceAdministration/id][k}/substanceAdministrationf@classCode="SBADM
Ti@moedCode="EVN'}eutboundRelaticnship2[@typeCode="COMP'|[substanceAdministration][r}/sub
stanceAdministration]@classCode="SBADMJ[@moodCode="EVN'JrouteCode]@codeSystem='2.16.
840.1.113883.3.989.2.1.1.14'/@code

h Gk.4.r11

PR 5 W—F R
REEORE)

e Gk.4.r11.1

BAOREER (5 HEN)

G0AN

Coded With
Equivalents (CE)

originalText=Encapsu
lated Data (ED)

IMCCILIN200100UVD1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 . xsd'VPORR_IN049018UV[rYcontrolActProcess{@classCode='CACT[@moo
dCode=EVN/subjeci{@typeCode="SUBJ|[1])finvestigationEven{@classCode=INVS TG {@moodCo
de="EVN'J/component{@typeCode="COMP[adverseEventAssessment][1l/adverseEventAssessment
[@classCode="INVSTG|[@rmoodCode="EVNVsubject1[@typeCode="SB.J'J[1 YprimaryRole{@classC
ode="INVSBJ'YsubjectOf2{@typeCode="SBJ Jorganizer/code[@code="4'|@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20]][ Jorganizer @classCode='"CATEGORY'Jj@moodCode="EVN'Ycomponen(
@lypeCode="COMP'|[substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
N@moadCode="EVN JYoutboundRelationship2i@typeCode="C OMP'|[substanceAdministration][rifsub
stanceAdministration[@classCode="SBADM'[@moodCode="EVN'//inboundRelaticnship[@typeCode
=REFR[observation/codef@code="28")[@codeSystem='2,16.840.1.1136883.3.989.2.1.1.19"]|[1/obse
rvation[@classCode='OBS|@moodCode="EVN'/value[@xsi:type='"CE'J[@codeSystem='2.16.840.1.
113883.3.989.2.1.1.147[1Variginal Text/text()
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NullFlavor

(BUE3)

MCCI_IN200100UVO[@IT SVersion="XML_1.0'][@xsi-schemalocation="urm:hl7-org:w3
MCCI_IN200100UV01.xsd' YPORR_IN0490 16UV[rifcontrol ActProcess[@classCode='"CACTJi@moo
dCode='EVNT/subject[@typeCode='SUBJ][1)investigationEveni{@classCode='INVSTG[@moodCo
de="EVN'llcomponen[@typeCode='"COMP"fad EventA nent)[1}adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN'Ysubject1[@typeCode="SBJ']1)/primaryRole[@classC
ode="INVSB.J'YsubjectOf2[@typeCode="SB.J|[organizercode[@code="4@codeSystem="2.16.840. 1
.113883.32.989.2.1.1.20']|[1Jorganizer@classCode="CATEGORY'[@mocdCode="EVN'Vcompanent]
@typeCode="COMP'|[substanceAdministration/id][k}/substanceAdministration{@classCode="SBADM
'[@meodCode='EVN'foutbcundRelationship2[@typeCode="COMP"|[substance Administration][r}/sub
stanceAdministration[@classCode="SBADM|@mouedCode="EVNinboundRelationship]@typeCode
=REFR[observation/code[@code="28"@codeSystem='2. 16.840.1.1138683,3.989.2.1.1.19'[1Jobse
rvation[@classCode="0BS[@mocdCode="EVN'Jvalue[@xsi:type='"CE'|@codeSystem='2.16.840.1.
113883.3.989,2.1,1.14'[1YoriginalText/@nullFlavor

e Gk.4r11.2a

BADHEERED ID /-
ZavA &R

ISO IDMP
DEBY

Coded With
Equivatents (CE)

codeSystemVersion=
Character String (ST)

IMCCI_IN2G01 00UVO[@IT SVersion="XML_1.0'][@xsi:schemalocation='urn:h|7-org:v3
MCCI_IN200100UV01.xsd'VPORR_ING49018UV/controlActProcess[@classCode="CACT {@moo
dCode='EVN/subject@typeCode="SUBJ][1}investigationEveni{@classCode='INVSTG[@meodCo
de="EVN']/componen[@typeCode='COMP"jjadverseEventAssessment][1)/adverseEventAssessment
[@classCode='INVSTG |@moodCade="EVN'subjecti [@typeCode="SBJ']1}primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="5BJ[organizer/code]@code="4"l[{@codeSystem="2.16.840._1
.113883.3.989.2.1.1.20")|[1Vorganizer@classCode="CATEGOR Y [[@moodCode="EVN Vcomponent]
@typeCode="COMP"|[substanceAdministration/id][k}/substanceAdministration[@classCode="SBADM
i@moodCode='EVN'YoutboundRelationship2[@typeCode="COMP '|[substanceAdministration][r//sub
stanceAdministration[@classCode="SBADM][@mocdCode="EVN")finboundRelationship[ @typeCode
='REFR"[observation/code[@code="28"[@codeSystem="2.16.840.1.113883.3.989.2.1.1.19']il 1 Vohse
rvation[@classCode="0BS J[@moodCode='EVNlvalue[@xsi:type='"CE'[@codeSystem="2.16.840.1.
113883.3.989.2.1. 1141} @codeSystemVersion

e G.k4.r11.2b

HADESEEO D

1SO IDMP
o EEBY
(3N)

Coded With
Equivalents (CE)

code=Character
String (ST)

IMCCI_IN200100UNVO1[@I T SVersion="XML_1.0'[@xsi:schemalocation="urn:hi7-org.v3
MCCI_IN200100UV01.xsd'YPORR_INQ490 18UVIrYcontrol ActProcess[@classCode='"CACTi@mao
dCode='"EVN/subjecti@typeCode='SUBJ[1]finvestigationEvent{@classCode='INVSTG[@moodCo
de="EVN Jicomponent[@typeCode="COMP'JadverseEventAssessment][1}/adverseEventAssessment
[@classCode=INVSTG[@moodCode="EVN'Vsubject1[@typeCode="SBJ'|[1)/primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode='SBJ'lorganizer/code]@code='4'[@codeSystem=2,16.840.1
.113883.3.989.2.1.1.20'|[1 Jerganize{@classCode='"CATEGORY'|[@moodCode="EVNVcomponentf
@typeCode="COMP"|[substanceAdministration/id][k]'substanceAdministration[@classCode="SEADM
[@moodCode=EVN YouthoundRelationship2[@typeCode="COMP"][substanceAdministration][r}sub
stanceAdministration]@ctassCode="SBADM[@moadCode="EVN'linboundRelationship[@typeCode
='REFR'|[observation/code[@code="28'][@codeSystem="2.16.840,1.113883,3,989,2,1.1,19']|[1)/obse
rvation[@dassCode="0BS"[@moodCode="EVN'Yvalus[@xsitype="CE'|[@codaSystem="2.16.840.1.
113883.3.989.2.1.1.14'[1/@code -

e G.k.5a

HEA - FREEEREAFT
DEMBESE (W)

10N

Phystcal Quantity
(PQY}

value=Real Number
(REAL)

IMCCI_IN200100UVO1[@ITSVersion='"XML_1.0"]@xsi:schemalocation="urn: hl7-org:v3
MCCE_IN200100UVD 1. xsd' YPORR_INO49016UV[rl/controlActProcess[@classCode="CACT'|[@moo
dCode="EVN')subject{@typeCode="SUBJ[1)investigationEvent[@classCode="INVSTG|[@mocdCo
de="EVNTicomponent@typeCode='COMP|[adverseEventAssessment][1/adverseEventAssessment
[@classCode="INVSTG'[@moodCode='"EVNTsubjecti[@typeCode="SB.J')[1VprimaryRote[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJ'[organizer/code[@code="4'][@codeSystem="2.16.840.1
.1138B3.3.989.2.1.1.207|[1¥organizer @classCode="CATEGORY'|[@maoodCode="EVN'Ycompanent]
@typeCode='COMP'|[substanceAdministration/id)(k}/substanceAdministration[@classCode="SBADM
N@moodCode='"EVN'VoutboundRelationship2[@typeCode="SUMM[observation/code[@code="14'{
@codeSystem="2.16.840.1.113883.3.989.2.1.1.19][ 1)lobservation] @classCode="0BS'|[@maoodCod
e='EVN'value[@xsitype="PQ'[[1V@value
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G.k.5b

BER - A EERRERET
ORRZESR (M)

S0AN

Physical Quantity
FQ)

unit=Coded Simple
Value (CS)

(Bl%s 3)

MMCCI_IN200100UVO1[@ITSVersion="XML_1.0T[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IND48018UV[rlcontralActProcess[@classCode="CACT I[@moo
dCode='"EVN')/subject{@typeCode='SUBJ[1)investigaticnEvenff@classCode='INVSTG'j@moodCo
de="EVN')/companent{@typeCode='"COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG I@moodCode="EVN'Vsubjectij@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 Yorganizer{@classCode="CATEGORY'[@moodCode="EVN'}/componentf
@typeCode="COMP'[[substanceAdministration/id][kFsubstanceAdministration[@classCode="SBADM
'l@moodCade="EVNYoutboundRelationship2[@typeCode="SUMM J[observation/code[@code="14T[
@codeSystem="2.16.840.1.113883.3.989.2.1.1.19"]][ 1}/observation[@class Code='0B S| [@moodCod
e="EVN"value[@xsi:type="PQT1]/@unit

Gkta

HEEOITRNM (3

3N

Physical Quantity
(PQ)

value=Real Number

{REAL)

MCCI_IN200100UVI[@ITSVersion="XML_1.0')[@xsi:schemal ocation="um:hl7-org:v3
MCCI_IN200100UVD1.xsd YPORR_ING49016UV[r/controlActPracess(@classCode="CACT|[@moo
dCode='EVN'/subject{@typeCode="SUBJ[1)/investigationEvent{@classCode=INVSTE[@moodCo
de="EVN’Jicomponeni{@typeCode="COMP'JadverseEventAssessment][1/adverseEventAssessment
[@dassCode="INVSTS[@moodCode='"EVN'Ysubject![@typeCode="SBJ|[1}primaryRole[@classC
ode="INVSBJVsubjectOR2[@typeCode="SBJ JJorganizer/code{@code="4'[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20'[1 Yorganizer@classCode="CATEGORY'|[@moodCode="EVN/component]
@typeCode="COMP'|[substanceAdministration/id][k}/substanceAdministration]@classCode="SBADM
T@moodCoda="EVN'loutboundRelationship2[@typeCode="PERT'|[cbservation/code]@code="16']
@codeSystern="2,16.840.1.113683.3.989.2.1.1.19'][ 1}/observation[@classCode="0BS'}@moodCod
e='EVN'Jvalue[@xsi:type="FQ')[1)/@value

G.k.6h

e ORI (BifD)

50AN

Physical Quantity
PQ)

-] unit=Coded Simple

Value (C5)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'@xsi:schemalocation="urn:hl¥-org;v3
MCCI_IN200100UV01.xsd'YPORR_IN048016UV[rl/controlActProcess[@classCode="CACT'[[@moo
dCode="EVN')subject{@typeCode="SUBJ'][1}investigationEvent[@classCode='INVSTGE'|[@moodCo
de='EVN'Jcomponenti@typeCode="COMP"adverseEventAssessment][1//adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'Vsubject[@typeCode="SBJ|[1}/primaryRole[@classC
ode="INVSBJVsubjectOf2[@typeCode="SBJNorganizer/code[@code="4[@codeSystem="2,16,840,1
113863.3.989.2.1.1.20][1Vorganizer@classCode="CATEGOR Y [@moodCode='"EVN'lcomponent]
@typeCode="COMP"][substanceAdministration/id][kysubstanceAdministration[@classCode="SBADM
'li@moodCode='EVN'YoutboundRelationship2[@typeCode='"PERT[[observation/code[@code="16"][
@rcodeSystem="2,16.840.1.113883.3.989.2.1.1.1¢']|[1/observation]@classCode="0BS' [@moodCod
e=EVNJvalue[@xsi:type="PQ[1]/@unit

Gk7r

EXRERAEDR (BEICE L
WYET)

~ %
!
T

{MCCI_IN200100UVO1[@ITSVersien="XML_1.0"[@xsi:schemalLocation='urn:hl7-org:v3
MCCI_IN200100UVO1.xsd VPORR_INQ490168UVI¥controlActProcess[@classCode='"CACT [(@moo
dCode="EVN'Ysubject[@typeCode='SUBJ[1}investigationEvent{@classCode=INVSTG[@mowdCo
de='"EVN')//component{@typeCode='COMP'|[adverseEventAssessment][1}/adverseEventAssessment
[@classCede="INVSTG [@moodCode="EVN'[/subject1[@typeCode="SBJ|[1})primaryRole[@classC
ode="INVSBJYsubjectOf{@typeCode="SBJ[organizer/code]@code="4'l[@codeSystem='2.16.840.1
-113883.3.980.2.1.1. 20| )/organize@classCode='CATEGOR Y [@moodCode="EVN'Vcomponent]
@typeCode='COMP'[substanceAdministration/id)[k}/substanceAdministration[@classCode="SBADM
'[@moodCode="EVN"JfinboundRelationshipl@typeCode="RSON'[observation/code]@code="19"[@c
odeSystem="2,16.840.1.113883.3.985.2.1.1.19"]]

ICHICSR Feffiftiz s

=75=

2016411 A.10 B




e G.k.7.r.1

W—RIKERIC L YRGS
hi=GERER

250AN

Coded With
Equivalents (CE)

originalText=Encapsu
lated Data (ED)

(BFs3)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.07@xsi:schemal.ocation='urn:hl7-org:v3d
MCCI_IN200100UV01.xsdYPORR_IN048016UV[rlcontrolActProcess{@classCode="CACT[(@moao
dCode="EVN'Jsubject[@typeCode="SUBJ|[1}investigationEvent{@classCode="INVSTG'[@moodCo
de='"EVN'/compeonent{@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN/subject1[@typeCode="SBJJ[1}primaryRole[@classC
cde="INVSBJ ) subjectOf2{@typeCode="SBJ organizer/code[@code="4'[[@codeSystem="2.16.840.1
.113883.3.980.2.1.1.20]{1Yorganizef@classCode='CATEGORY'|[@moodCode="EVN'Jcomponent]
@typeCode="COMP"|[substanceAdministration/id][k}/substance Administration[@classCode="SBADM
[@moodCode="EVN'JinboundRelationship[@typeCode="RSON[observation/code[@code="19"][@c
odeSystem='2.16,840,1.113883.3.989.2.1.1.19'][r)/observation|@classCode="0BS"[@moodCode='
EVNTperformer[@typeCode='PRF'/assignedEntity[@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)/original Text/text()

NullFlavor

/MCCY_IN200100UVD1[@TTSVersion="XML_1.0'[@xsi:schemal.ocation="urn: hi7-orgv3
MCCI_IN200100UV01.xsd'YPORR_IN048018UV[rYcontrolActProcess[@classCode='CACT[@moo
dCode="EVN/subject[@typeCode="SUBJ][1)finvestigationEvent{@classCode=INVSTG'[@moadCo
de="EVN'//component@typeCode='COMP"fadverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG [@moodCode="EVN'subject! [@typeCode='SBJ'][1}primaryRole[@classC
ade="|NVSBJ'YsubjectOf2[@typeCode="SBJ"J[organizer/code[@code="4'[@codeSystem='2,16.840.1
113883.3.889.2.1.1.207][1)organizefi@classCode="CATEGOR Y i@moadCode='EVN'}component]
@typeCode="COMP'[substanceAdministration/id][k}substanceAdministration[@classCode="SBADM
f@moodCode="EVN'}inbountdRelationship|@typeCode="RSON'|[cbservation/code[@code="19T[@c
odeSystem='2.16.840,1.113883.3.989.2.1.1.19'][1//cbservation[@classCode="OBS][@moodCode='
EVN'jlperformer@typeCode="PRF /assignedEntity[@classCode="ASSIGNEDJcode[@cede="3][@c
odeSystem='2.16.840.1.113883,3.989.2.1.1.21']|[1Jvalue[@xsitype="CE'[@codeSystem="2.16.840.
1.113883.6.163"[1/original Text/@nullFlavor

e Gk.7.r.2a
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4AN

Coded With
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codeSystemVersion=
Character String (5T}

IMCCI_IN200100UVO[@ITSVersion="XML_1.0°][@xsi:schemaLecation="urn:h|7-org:v3
MCCI_IN2060100UV01.xsd'YPORR_IN049018UV[rl/controlActProcess[@classCode="CACT Jj@moo
dCode="EVNVsubject[@typeCode="SUBJ'|[1)investigationEvent[@classCode=INVSTG'][@moodCo
de="EVNJicomponent[@typeCode='COMP"|[adverseEveniAssessment][1)/adverseEventAssessment
[@classCode="TNVSTG{@mondCode="EVNVsubject [@typeCode="5BS ][ 1VprimaryRole[@classC
ode="INVSBJ'JsubjectOf2[@typeCode="SBJ'J[organizer/code[@code="4'][@codeSystemn='2.16.840.1
.113883.3.989.2.1.1.207)[1 Vorganizerl@classCode="CATEGORY'[@moadCode="EVN Yeompanent]
@typeCode="COMP'|[substanceAdministration/id][k)/substanceAdministration[@classCode="SBADM
'[@moocdCode="EVN'}inboundRelationship[@typeCode="RSON'][observation/code[@code="19")[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.19]|[r/observation[@classCode="0BS'[@moadCode='
EVN'[performer[@typeCode=PRF')/assignedEntity]@classCode="ASSIGNED Vcode[@code="3'[@c
odeSystem='2.16,840.1.113883.3.989.2.1.1.2 1] [1}value[@xsitype="CE[[@codeSystem="2,16.840,
1.113883.6. 1631}/ @codeSystemVersion
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e G.k7.r.2b

£AEH (MedDRA O—F)
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Coded With
Equivalents (CE)

code=Character
String (8T)

(A 3)

IMCCI_IN200100UVO1[@ITSVersion=XML_1.0'[@xsi:schemalLocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN048018UV[rl/controlActProcess[@classCode="CACT[@moo
dCode="EVN'}/subject[@typeCode="SUBJ'}[1]investigationEvenij@classCode='|NVSTG[@moodCo
de="EVNfcomponent{@iypeCode="COMP[adverseEventAssessment][1JadverseEventAssessment
[@classCode="INVSTG'[[@moodCode="EVNVsubject][@typeCode="SBJ'[1}VprimaryRole[@classC
ode="INVSBJ'}subjectOf2[@typeCode="SBJ"|organizer/code{@code="4"][@codeSystemn="2.16.840.1
.113683.3.989.2.1.1_20[1Yorganized@dassCode="CATEGOR Y'|[@moodCode="EVN")component]
@typeCode="COMP’|[substanceAdministration/id][k}substanceAdministration[@classCode='SBADM
'[[@moadCede="EVN'VinboundRelationship[@typeCode="RSON[observation/code[@code="19[@c
odeSystem="2.16.840.1.113883.3.986.2.1.1.79|[rfobservation[@class Code="0BS|[@moodCode=’
EVN'][performer[@typeCode='PRF'}assignedEntity[@classCode="ASSIGNED'Ycode[@code="'3"[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.21']|[1}value[@xsitype="CE|[@codeSystem="2.16.840.
1.113883.6.163[1}@code

e Gk.8

EXKIcHLTReAED
|- 3

1N

Concept Descriptor
(CD)

code=Character
String (8T)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemal.ocation="urn:7-org:va
MCCI_IN200100UV01 xsd'YPORR_IN049016UVr/controlActProcess{@classCode='CACT[@moo
dCode="EVN)/subject{@typeCode="SUBJ][1)/investigationEvent[@classCode=INVSTG{@moodCo
de='"EVN'Jcomponeni{@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTG'I@moodCode="EVNVsubjecti[@typeCode="SBJ'][1VprimaryRolef@classC
ade="|NVSBJsubjectOf2|@typeCode="SBJ'Jorganizer/code[@code="4"][@codeSystem="2,16.840.1
.113883.3.989.2.1.1.20')[1Yorganizer@classCode="CATEGCORY"J[@maodCode="EVN'Ycomponent]
@typeCode='COMP'][substanceAdministration/idj{k)/substanceAdministration[@classCode="SBADM
T@meodCode="EVNJinboundRelationship{@typeCode="CAUS Jact/code[@codeSystem="2.16.840
.1.113883.3.989.2.1.1.18]|[1Vact@classCode="AC T [@mocdCode="EVNJcode[ @code System="2.
16.840.1.113883.3.989.2.1.1.18'V@code

EXaIHLTREAER
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kD=3

MCCI_IN200100UVOT[@ITSVersion="XML_1.0°)[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN0480 16UV r)/controlActProcess[@classCode="CACT|[@maoo
dCode="EVN')/subject[@typeCade="SUBJ[1)/investigationEvent[@classCode="INVSTG[(@moodCo
de=EVNT/componenif@typeCode="COMP[adverseEventAssessment][1)/adverseEventAssessment
[@ctassCode="INVETG[@moodCoede="EVNYsubjecti[@typeCode="SBJ[ 1)primaryRole[@classC
ode='|NVSBJ/subjectOf2[@typeCode="SBJ[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.988.2.1.1.207][1}organizer[@classCode="CATEGORY'][@mood Code=EVNJ/componenif
@typeCode="COMP"|[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
Ni@moodCode="EVN'[inboundRelationship[@typeCode="CAUS|[actcode[@codeSystem="2.16.840
.1.113883.3.989.2.1.1. 15[ 1Vact[@classCode="ACT|[@moad Code="EVN}/icode[@codeSystem="2.
16.840.1.113883.3.889.2.1.1.15)/@codeSystemVersion

h Gk.a.i
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e G.k.9.1.1

HENROBIFA ARE
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h Gkasalizr

EXRERER -/ ARER
OERME BEICHLRY
ET)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0' l@xsi:schemalocation="urn:hl7-org:v3 |
MCCI_IN200100UV01.xsdYPORR_IN048016UV[r/controlActProcess[@classCode="CACT[[@moo
dCode="EVN'}subject{@typeCode="SUBJ][1]investigationEvent{@classCode=TNVSTG[@moodCo
de="EVN'[/component|@typeCode="COMP|adverseEventAssessment][1}adverseEventAssessment
[@classCode="INVSTG'[@meodCode=EVN')component{@typeCode="COMP'|[causalityAssessme
ntfcode]@code="39"|[@codeSystem="2.16.840.1.113883.3.989.2.1.1.19 [[subject [@typeCode="SU
BJ'/adverseEifectReference[@classCode='0OBS'@moodCode="EVN'Jid[@root=UUID  of ith
reaction’]|[subject2[@typeCode="SUBJ/praductseReference[@classCode='SBADM J[@moodCod
e="EVN'lid[@root="ULID of k-th drugT])
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BOAN

Coded With
Equivalents (CE)

originalText=Encapsu
lated Data (ED)

(B 3)

MMCCI_IN2001 001V I[@ITSVersion="XML__1.0' . Jl@xsi:schemalocation="urn:h17-org:v3
MCCI_IN200100UV01 . xsd'YPORR_ING48016UV[rl/controlActProcess[@classCode="CACT[@moo
dCode="EVN'])/subject{@typeCode="SUBJ][1)investigationEvent[@classCode=INVSTG][@moodCo
de="EVN')/componen{{@typeCade="COMP']adverseEventAssessment][1])/adverseEventAssessment
[@classCode="INVSTG"[@moodCode='EVN'Jcomponent{@typeCode="COMP"[causalityAssassme
nticode{@code="39"|[@codeSystem="2,16.840.1.113883.3.985.2.1.1.19"]|[rl/causalityAssessmeni{@
classCode='0BS[@moodCode="EVN'][subjecti[@typeCode="SUBJJadverseEffectReference[@cla

ssCode="0BS')[@moodCode="EVN']id{@rcot="UUID of i-th
reaction'{][subject2[@typeCode="SUBJ'[/productUseReference[@classCode="SBADM[@moodCod
e="EVN'lid[@root="UUID of k-th

drugYauthor @typeCode="AUT (1) assignedEntity[@classCode="ASSIGNEDVeode/original Textitex
10

230 Wk

B0AN

Coded With
Equivalents (CE)

originalText=Encapsu
lated Data (ED)

IMCCI_IN200100UVO[@ITSVersion="XML_1.0' J[@xsi:schemalocation='urn:hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN048016UV[r)/centrol ActProcess[@classCode="CACT[@moo
dCode="EVN')subject{@typeCode="SUBJ|[1)/investigationEvent{@classCode=INVSTG][@moodCo
de="EVN'l/component[@typeCode='"COMP'[[adverseEventAssessment]i1)/adverseEventAssessment
[@dlassCode="INVSTG'{@mocdCode="EVN'Ycomponent] @typeCode="COMPicausalityAssessme
nt/code[@code="39"|[@codeSystem="2.16.840.1.113883.3.989.2.1 .1_19][r/causalityAssessment| @
classCode="0OBS f@moodCode="EVN'][subjectt[@typeCode='SUB.VadverseEffeciReference]@cla
s5Code="0OBS"j@moodCode="EVNid[@root="UUID of i-th
reaction]][subject2[@typeCode="SUBJ'}productUseReference[@classCode="SBADMl[@moodCod
e='EVN'Jidf@root="UUID of k-th drug']¥methodCode[1}/original Textitext()

R

60AN

Character String
(ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0" J[@xsi:schemalocation="urn:W7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IN049016UV[rY/controlActProcess[@classCade="CACT[@moo
dCode='"EVN'//subject|@typeCode='SUBJ'[[1}investigationEvent[@classCode="INVSTG[@moxiCo
de="EVN'J/component{@typeCode="COMP"|[adverseEventAssessment][1}/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//component]@typeCode="COMP[causalityAssessme
ntcode[@code="39"[@codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][rVcausalityAssessment@
classCode="0BS'[@moodCode="EVN'|[subject1 [@typeCode='SUBJ'adverseEffectReference[@cla
5sCode="0BS')@moodCode="EVN']/id[@root="UUID of i=th
reaction]][subject2[@typeCode="SUBJ'}productUseReference[@classCode='SBADM|[@moodCod
e="EVN'}id[@root="ULIID of k-th drug']J/value[@xsi:type="ST"Wext()
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Physical Quantity
(PQ)

value=Real Number
(REAL)

MCCLIN200100UVO1[@ITSVersion=XML_1.0'@xsi:schamalocation='urn:hl7-org:v3
MCCI_IN200100UV01.xsd'YPORR_IND42016UV]rJcantrolActProcess|@classCode="CACT|[@moo
dCode='EVNJ/subjecti@typeCode="SUBJ'[1}/investigationEvent[@classCada="INVSTG[@maoodCo
de="EVN'J/component|@typeCode="COMP"J[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG' [@moodCode="EVN'Ysubjecti[@typeCode="SBJ|[1)primaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJ Torganizer@classCode="CATEGORY'|[@mocd Code="
EVN'[code[@code='4][@codeSystern='2.16.840,1,113883.3.989.2.1.1.207)[ 1)icomponen@typeCo
de='COMP"][substanceAdministration/id][k}/substanceAdministration[@classCode='"SBADMI[@moo
dCade="EVNT/outboundRelationship1[@typeCode="SAS[actReference[@classCode='0BS'[@moo
dCade="EVN']id[@root="ULID of i-th reaction']¥pauseQuantity/@value
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EXSORSMEN, S EIE
BAARERERFETOR
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S0AN

Physical Quantity
(PQ)

unit=Coded Simple
Value (CS)

(B 3)

JMCCI_IN200 100UV @I T SVersion="XML_1.0'[@xsi:schemalocation="urn: hl7-org:v3
MCCI_IN200100UV01 xsd’YPORR_IND49016UV[rfcontrolActProcess[@class Code="CACT|[@moo
dCode=EVNJsubjecti@typeCode='SUBJT1YinvestigationEventj@classCode=INVS TG [@moodCo
de='EVN'[/compaonent[@typeCode='COMP"[adverseEventAssessment][1VadverseEventAssessment
[@classCode='INVSTG[@moadCode="EVN')subject1[@typeCade="SBJ|[1)/primaryRole[@classC
ode="INVSBJ'YsubjectOfR2[@typeCode="SBJ Yorganizer@classCode="CATEGORY'[@moodCode='
EVN'|[code[@code="4"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.20']] 1Jlcomponent|@typeCo
de="COMP"[substanceAdministration/id][k})/substanceAdministration[@classCode='"SBADM][@moo
dCode="EVNVoutboundRelationship1[@typeCode="SAS JfactReference[@classCode="0BS [@moc
dCode="EVNfid[@root="UUID of i-th reaction’]}/pauseQuantity/@unit

€ G.k.g.i3.2a

EXLOBREEMRHE
B/ ARRRRBRETOR
M (%0

5N

Physical Quantity
FQ)

value=Real Number i
{REAL)

IMCCLIN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01 . xsd YPORR_IN049016UV[r}/controlActProcess[@classCode="CACT[@moo
dCede="EVN'//subject|@typeCoade="SUBJ[1})investigationEvent[@¢lassCode=INVSTG'|[@mocdCo
de="EVNVcomponent@typeCode="COMP[adverseEventAssessment]{1])/adverseEventAssessment
[@classCode= INVSTG'l[@moodCode="EVN'YVsubject1[@typeCode="SBJ'[[1primaryRole[@classC
ode="INVSBJ')subjectOf2[@typeCode="SBF)forganizef@classCode="CATEGORYT@moadCode="
EVN'[code[@code="4|[@cadeSystem="2.16.840.1.113883.3.989.2.1.1.20'][ 1 Jeomponent{@typeCo
de="COMP'|[substanceAdministration/id][k/substanceAdministration[@classCode="SBADM][@moo
dCode="EVN'JoutboundRelationship1[@typeCode='SAE |[actReference{@classCode='0OBS'|[@moo
dCode="EVN'}id[@root="UUID of i-th reaction']/pauseQuantity/@value

] Gk.2.i.3.2b

EXGORRESH LB
A/ ARERRRAETOR
PN (Hfr)

S0AN

Physical Quantity
{PQ)

unit=Coded Simple i
Value (CS)

MCCLIN200100UVD1[@ITSVersion="XML_1.0')[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd"YPORR_IN049018UV{r)/contralActProcess[@classCode="CACT|[@moo
dCode='EVN)/subject{@typeCode="SUBJ[1]/investigationEvent{@classCode='|NVSTG[@moodCo
de="EVN'J/companent[@typeCode='"COMP'|[adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'}subject[@typaCode="SBJ|[1)primaryRolef@classC
ode="INVSBJ")/subjectOf2[@typeCade="S BJ Yorganize {@¢classCode="CATEGORY'[@moodCode="
EVN'[cade[@code="4l[@codeSystem="2.16.840.1.113883.3.989.2.1.1.20 [ 1}J/component@typeCo
de="COMP"|[substanceAdministrationfid]k})/substance Administration[@classCode="SBADM'|[[@moo
dCode="EVNT/outhoundRelationship1[@typeCode="SAE[actReference[@classCode="OBS'[@moo
dCode="EVN'id[@root="UUID of i-th reaction}/pauseQuantity/@unit

e G.k.2i4

Bi5CHERTER LI
e
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Coded With
Equivalents (CE}

code=Character "
String (ST}

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn: hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN048016UV[rYcontrolActProcess[@classCode='CACTTI@moo
dCode="EVN/subject[@typeCode="SUB.)'] t)iinvestigationEvent[@classCode='|NVSTG'[@moodCa
de="EVNl/component|@typeCode="COMP"[adverseEventAssessment][1fadverseEventAssessment
[@tlassCode="INVSTGj[@moodCode="EVN ¥subject [@typeCode="SBJ'|[1VprimaryRole[@classC
ode="INVSBJ'VsubjectOf2[@typeCode="SBJ Jorganizen@classCode="CATEGORY'[@moadCode='
EVN'|[code[@cade="4"][@codeSystem="2,16.840.1.113883,3,989.2.1,1.20']|[ 1}/component{@typeCo
de='COMP"|[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM'|[@moo
dCode="EVN ')foutboundRelationship2{@typeCode="PERT"|[observation/code[@code="31[@codeSy
stem='2.16.840.1,113883.3.989.2.1.1.19 ) observation[@class Code="OBS'[@mocdCode="EVNJfout
boundRelationship1[@typeCode='REFR'J/actReference[@classCode='"0OBS [@mondCode="EVN'lid
[@root="UUID of i-th
reaction’]Jvalue[@xsitype="CE'|[@codeSystem="2.16.840.1.113863.3.989.2.1.1.16 |[1}/@code

ICH ICSR Beff A #

-79-

2016 11 R 10 8




BRSTHEREIBRRELE
M?IZBT S ICH 2—FY
AbOR—Tay

(AEs3)

MICCI_IN200100UNVO1 [@ITSVersion="XML_1.0")[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UVO1 xsd' PORR_IN049016UV[r)/contralActProcess[@classCode="CACT Ji@moo
dCode="EVNsubject[@typeCode="SUBJ[1¥investigationEvent{@classCode=TNVSTG][@moodCo
de="EVN/companent[@typeCode="COMP[adverseEventAssessment][1]/adverseEventAssessment
[@classCode=INVST G[@moeodCode="EVNT/subject! {@typeCode="SBJ[1)/primaryRole[@classC
ode='INVSBJVsubjectOf2{@typeCode="SB.Jorganizer[@classCode='CATEGORYJ[@moodCode="
EVNcode[@code="4][@codeSystem="2.16.840.1.113883.3.589.2.1.1.207][1//companent{@typeCo
de="COMP][substanceAdministration/id](k)/substanceAdministration[@classCode="SBADM] [@moo
dCode="EVNTfoutboundRelationship2[@typeCode="PERT'][observation/code[@code="31][@codeSy
stem='2.16.840.1.113883.3.989.2.1.1.197)/observation[@classCode="OBS[@moodCode="EVN'[ou
tboundRelationship1[@typeCode="REFR'//actReferencef@classCode="OBS"[@moodCode="EVN)/i
d[@root="UUID of i=th
reactionlivalue[@xsitype="CE'[@codeSystem="2.16.840.1.113883.3.989.2.1.1.167[1V@codeSyste
mVerison .

e G.k.10.r
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Coded With
Equivalents {CE)

code=Character
String (ST)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemaLlocation="urn:hl7-org:v3
MCCI_IN200100UVD1.xsd' YPORR_IN049018UV[rl/controlActProcess[@classCode="CACT I@moc
dCode='EVN')/subjectj@typeCode="SUBJ[1)investigationEvent[@classCode="INVS TG [@mocdCo
de='EVN'[/component{@typeCode="COMP][adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG[@macdCode='EVN Vsubject1[@typeCode="SBJ'|[1}primaryRole[@classC
ode='|NV3B.JVsubjectOr2[@typeCode="SBJforganizer/code[@code='4'|[@codeSystem="2,16.840.1
.113883.3.989.2.1.1.207)[1Vorganizer@classCode="CATEGORY'][@moodCode='EVN'Ycomponent]
{@typeCode='"COMP'[substanceAdministration/id]fk}'substanceAdministration[@classCode="SBADM
N@meodCode="EVN'JoutboundRelationship2[@iypeCode="REFR|[observation/code[@code="9"][@
codeSystem='2,16.840.1,113883.3.989.2.1.1.19l[r")//observation{@classCode="0OBS'l[@moodCode=
'EVNTvalue[@xsiitype="CE@codeSystem="2.16.840.1.113883.3.989.2.1.1.17'[[1}@code

EXES <MY 5EDhOMN
# (A—Fit) BEHL
MYET) ICEET B ICH 23—
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MCCI_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UVOT xsd PORR_INO490 16UV[r//controlActProcess[@classCode="CACT [@moo
dCode="EVN|/subject{@typeCode="SUBJ][1)/investigationEvent[@classCode="INVSTG[@mocdCo
de="EVNT/compenent[@typeCode="COMPJ[adverseEventAssessment][1)/adverseEventAssessment
[@classCode=INVSTGT@moodCode="EVN/subject1[@typeCode="SBJ][1)primaryRole[@classC
ode=TNVSBJ)/subjectOR2[@typeCode="SBJ[organizer/code[@code="4[@codeSystem="2.16.840.1
.113883,3.989.2.1.1.2071[1)/organizer[@classCode='CATEGORY T[(@moodCode=EVN]/component]
{@typeCode="COMP'|[substanceAdministration/id][k]/substanceAdministration[@classCode='"SBADM
@moodCode="EVN'YoutboundRelaticnship2{@typeCode='"REFR][observation/code[@code="9T[@
codeSystem="2.16.840.1.113883.3.989.2.1.1. 197][r/fobservation[@classCode="OBS'|[@moodCode=
'EVNTvalue[@xsiitype="CE[@codeSystem="2.16.840.1.113883.3.989.2.1.1.17[1)/@codeSystemV
ersion
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IMCCI_IN200100UVD1[@ITSVersion="XML_1.0'}J@xxsi:schemal ocation="urn:h7-org:v3
MCCI_IN200100UV01.xsd"YPORR_ING49018UV[rJcentrolActProcess[@dlassCode="CACT [@moo
dCode="EVN')/subject[@typeCode="SUBJ'|[1)/investigationEvent{@classCode=NVSTG[@moodCo
de="EVN'//component]@typeCode='"COMP'[adverseEventAssessment][1)adverseEventAssessment
[@classCode=NVSTG|[@moodCode="EVNYsubjecti{@typéCode="SB.J'|[1)primaryRole[@classC
ode="|NVSBJVsubjectOfZ[@typeCode="SBJ forganizer/code[@code="4[@codeSystern="2.16.840.1
.113883.3.989.2.1.1.20'lj[1)/organizer@classCode="CATEGORY"|[@moodCode="EVN'Vcompanent]
@typeCode="COMP[substanceAdministrationfid]k¥substanceAdministration[@classCode="SBADM
T@mecdCode="EVN JoutboundRelationship2{@typeCode="REFR'|[observation/code[@code="9'l@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19"]
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e Gk.11

EXRMTIE0h0MN
% (HhEm

2000AN

Character String
8T )

(BUFE3)

IMCCI_IN200100UV[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn:hi7-org:v3
MCCI_IN200100UVD1 . xsd" YPORR_IN0490168UV[rJcontrolActPracess[@classCode='CACT[@mao
dCode="EVN'l/subject[@typeCode='SUBJ{1]investigationEventf@classCode="|NVSTG[@moodCo
de="EVN')ficomponenf{@typeCode="COMP"|[adverseEventAssessment][1}/fadverseEventAssessment
[@classCode="INVSTG[@moodCode='EVN'Ysubject1[@typeCode="SBJ'][1 /primaryRole[@classC
ode="INVSBJ'VsubjectOf2{@typeCode="SBJ"J[organizer/code] @code="4"[@codeSystem='2.16.840.1
.113883.3.989.2.1.1.207[1Vorganizer@classCode="CATEGORY'][@moodCade="EVN'/component]
@typeCode="COMP'[[substanceAdministration/id][k}/substanceAdministration[@classCode="5BADM
@mocdCode=EVNJoutboundRelationship2[@typeCode='"REFR|[observation/code[ @code="27@
codeSystem="2.16,840,1,113883.3.989.2.1,1,19'][1}/observationf@classCode="OBS[@moodCode
="EVNvalue]@xsi:type="ST"][1]itexi()

ERBEERFZOMOWE
o

EREEA, ARAR. EBE
UEDHROMEKELED
TEMO) ECE IR

100000AN

Encapsulated Data
(ED)}

MMCCI_IN200 100UV [@ITSVersion="XML_1.07[@xsi:schemalocation="urn:hi7-org:v3
MCGI_IN200100UVDH .xsd VPORR_IN049016UV]rl/controlActProcess[@classCode="CACT[@moo
dCode="EVN')/subject[@typeCode="SUBJ'|[1)finvestigationEventj@classCode="INVSTG[@moxiCo
de="EVN'Mtext/texi(}

HEHEOBR

20000AN

Encapsulated Data
(ED)

MMCCI_IN200100UVD1[@ITSVersion="XML_ 1.0'[@xsi:schemalocation="urn:hl7-org:v3
MCGCI_IN200100UV01.xsd'YPORR_IN048016 UV rlicontrolActProcess[@classCode='CACT[@moo
dCode="EVN')/subject[@typeCode="SUBJ[1]investigationEvent{@classCode="INVSTG[@moodCo
de="EVN'//component| @typeCode='C OMP'|[adverseEventissessment][1)/adverseEventAssessment
[@classCode=INVSTG'[@moodCode="EVN'VYcomponent 1 [@typeCode="COMP[observationEvent]
code[@code="10"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.19'][author{@typeCode="AUT |fas
signedEntity[@classCode="ASSIGNED"Ycode[@code="3"|[@codeSystem="2,16.840.1.113883.3.989.
2.1.1.217][1/observationEvent@classCode='0BS [@moodCode="EVN']ivalue[@xsi:type="ED"/lext
0

h H.3.r

BAEFCLSBNS (BRI
HEL#HYET)

IMCCI_IN200100UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01 xsd' TPORR_IN 043016V rlfcontrolActProcess[@classCode="CACT [i@moo
dCode="EVNYsubject[@typeCode="SUBJ'[1]investigationEvent[@classCode="INVSTG'|[@mocdCo
de="EVN'J/component{@typeCode="COMP"[adverseEventAssessmentj1VadverseEventAssessment
[@classCode="INVSTG[[@moodCode='EVN'Ycomponent1[@typeCode='COMPj[observationEvent]
code[@code="15'|[@codeSystem='2.16.840.1.113883.3.989.2.1.1. 19 N[author @typeCode="AUT'/as
signedEntity[@ctassCode='ASSIGNED Veode[@cote="1][@codeSystem='2.16.840.1.113883.3.989.
241217

e H.3.r.1a

EREIZLLBWE &
BEU/XIINER-HH
EROHZED MedDRA
H—=Tay

4AN

Coded With
Equivalents {CE})

codeSystemVersion=
Character String (ST)

IMCCI_IN200100UNVO1[@ITSVersion="XML_1.0"[@xsi;schemalocation='urm; hi7-org;v3
MCCI_IN200100UV01 xsd' YPORR_IN049016UV[r)control ActProcess[@class Cade="CACT|[@moo
dCode="EVN')/subject{@typeCode="SUBJ[1}invesiigationEven{{@classCode="INVSTG'[@moodCo |
de="EVN'J/component[@typeCode='"COMP][adverseEventAssessment][1)/adverseEventAssessment
[@classCode="INVSTG'|[(@moodCode="EVN'Ycomponent1[@typeCode="COMP'|[cbservationEvent]
code[@code="15"[@codeSystem='2.16.840.1.113883,3,989,2,1.1. 18']lauthor[@typeCode="AUT}/as
signedEntity[@classCode='ASSIGNEDVcode[@code="1[@codeSystern="2.16.840.1,113883,3,989,
2.1.1.21NirlobservationEvent{@classCode="0OBS'[@mocdCode="EVN'lvalue[@xsitype="CE[@c
odeSystem='2,16.840.1.113883.6.163'/@codeSystemVersion
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e H.3.r.ib

FEERITL BB ER
BEU/XIINER-H5%
EEOFSHE(MedDRA 2 —
K)

8N

Coded With
Equivalents (CE)

code=Character
String (ST)

(BE3)

IMCCI_INZ00100UNVO1[@ITSVersion="XML_1.0[@xsi:schemal ocation="urn: hi7-org:v3
MCCI_IN200100UV01.xsd YPORR_[N049016UV[rJcontralActProcess[@classCode='CACT l[@moo
dCode='EVN'Vsubject{@typeCade="SUBJ|[1)investigationEvent{@classCode="INVSTG|[@moodCao
de='"EVNVcomponenti@typeCode="COMP[adverseEventAssessment] 1)/adverseEventAssessment
[@classCode=INVSTGE'|[@moodCede="EVN'}component1[@typeCode="COMPJ[observationEvent|
code[@code="15@codeSystem="2.16.840.1.113883.3.989.2.1.1. 19 [author{@typeCode='AUT }as
signedEntity[@classCode="ASSIGNED Jeode[@code="1"[@codeSystem='2.16.840.1.113883.3.989.
2.1.1.21"|][rfobservationEven@classCode='0BS@moodCode="EVN'}value{@xsi:type="CE[@¢
odeSystemn="2,16.840.1.113883.6.163'Y@code

BEEDOER

20000AN

Encapsulated Data
(ED)

IMCCI_IN200100UVD1[@ITSVersion=XML_1.0'l[@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd'VPORR_IN043016UV[r)/control ActProcess[@classCode="CACT][@moo
dCode="EVN']/subjeci{@typeCode="SUBJ'|[1}investigationEvent]@classCode='INVSTG(@meodCo
de='EVN'/component[@typeCode="COMP'|[adverseEventAssessmeni][1)/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN'Jcomponent1[@typeCode="COMP'][observationEvent[
code[@code="1 0 [@codeSystem="2.16.840.1.113883.3.989.2.1.1. 19| [author[@typeCode="AUT Vas
sighedEntity[@classCode="ASSIGNED'Vcode[@code="1][@codeSystem="2,16.840.1,113883,3,989,
2.1.1.21]][1]fobservationEvent@classCode='0BS'|[@moodCade="EVN Jvalue[@xsi:type="ED'Jtext

0

ISR TR = h i SE)
ERURESEOER (BEIC
HLMYETD)

MYEL
J—F

JMCCI_IN200100UVD1[@ITSVersion="XML_1.0'T@xsi:schemal.ccation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd VPORR_IN049016UV[r/controlActProcess{@classCode='"CACTT[@moo
dCode="EVN)/subjec{@typeCode="SUBJ][1)investigationEvent|@classCode=NVSTG[@moodCo
de="EVN'J/component[@typeCode='"COMP|[observationEventfcode[@code="36"]|@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19"]Jlauthori@typeCode="AUT )/assignedEntity[(@classCode="ASSIGN
ED'Jcode[@code="2][@codeSystern="2.16.840.1.113883.3.962.2.1.1.211]]

e H.5.r1a

EMBERVREEORR
(.. Y )

100000AN

Encapsulated Data
(ED}

IMCCL_IN200100UVOI[@ITSVersion="XML_1.0'f@xsi:schemalocation="urn:hi7-org:v3
MCCI_IN200100UV01.xsd' VPORR_IN049016UV[ricontrolActProcess[@classCode='CACT[@moo
dCode="EVNT/subjectf@typeCode=SUBJ][1}finvestigationEvent[@classCode=NVSTG[@moodCo
de="EVN'J/component[@typeCode="COMP[observationEvent{code[@code="36"@codeSystem="2,
16.840.1.113883.3.989.2.1.1. 19 J[author[@typeCode="AUT assignedEntity[@classCode="ASSIGN
ED'Vcode[@code="2"[@codeSystem="2,16.840.1.113583.3.969.2.1.1.217]}{r}/observationEvent{@c!
assCode="0BS'(@mocdCode="EVN')/value[@xsi:type="ED/texi()

e H.5.r.1b

ERBELVESEORR
ORERETE

3A

Encapsulated Data
(ED)

language=Coded
Simple Value (CS)

MCCL_IN200100UVO1[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN260100UV01.xsd'VPORR_IN048016UV[rfcontrolActProcessi@classCode="CACT[@moo
dCode="EVN')subject{@typeCode="SUBJ'|[1])/investigationEvent[@classCode="INVSTG][@moodCo
de="EVN')icomponent[@typeCode='COMP{observationEvent[code[@code="36"@codeSystem="2.
16,840,1,113863.3.989.2.1.1. 19" [authorf@typeCode="AUT )fassignedEntity[@classCode="ASSIGN
EDVcode[@code="2"|[@codeSystem="2,16.840.1.113883,3,988.2.1.1.21']]|['fobservationEvent[@c]
assCode='0BST@mocdCode="EVN fvalue[@xsi:type='ED')/@language
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FL4—NFE

CIGSR X w [

- E— ik
- Rt
 ER

CFRMRER)

(B%Es 3)

ICH ICSR +$w 2512
h ACK.MIA
B
o Instance extension=Character MCCI_IN200101UVO1[@ITSVersion="XML_1.0'li@xsi:schemalocation="urn:hl7-org:v3
e ACKM.1 | MBGE/ Ty FES 100AN tdentifier () String (ST) MCCI_IN2001011V01.xsd'}id[@raot="2.16.840, 1,1 13883, 3.989.2.1.3,20'V@extension
R
. PR P MMCCI_IN20M01UVOI[@I T SVersion="XML_1.0[@xsi:schemaLocation="urn:hi7-org:v3
e ACK.M.2 géﬁf Ry FER | N4 BOAN :2:‘;:}_": ay g’t‘;i"s'(g'})m‘am‘e’ MCCI_N200101UV01.xsdVsender[@typeCode="SND'Vdevice[@classCode='DEV|[@deteminer
g Code=INSTANCE }id[@root="2.16.840.1.113883.3.989.2.1.3.17 ] 1/ @extension
o s ] IMCCI_IN200101UVO1[@ITSVersion="XML_1.0][@xsi:schemaLocation='urn:hi7-org:v3
e = —
e ackma | BEEZR/SITRE |, BOAN Instance extension=Character MCCI_IN200101UV01.xsd Preceiver@typeCode="RCV]/device[@classCode="DEV[@determiner
HBT Identifier (i) String (ST)
Code=INSTANCEJid[@root="2. 16,840, 1.113883.3.989.2.1.3.18'[ 1/@extension
. ACK M4 Ry FEEOEBRE B8 | Point in Time -IMCCI_IN200101UVO1[@ITSVersion="XML_1.0[@xsi:schemaL ocation="urn:hi7-org:v3
- xg [T (Ts) MCCI_IN200401UV01 xsd'YcreationTime/@value
) T IMCCI_IN200101UVO1[@ITSVersion="XML_t.0'][@xsi:schemalocation="urn:hl7-org:v3
e ACKAA ICSR 73w FETF N.1.2 100AN :S:t:u%‘:; an g’l‘:if‘"sg‘nm‘aramr MCCI_IN200101UV01.xsd Vacknowledgement/@typeCode)/targetBatchid[@root="2.16.840.1.113
9 883.3°989.2.1.3.22'Y@extension
/MCCI_IN200101UVO1[@ITSVersion="XML_1.01[@xsi:schemalLocation="um:hi7-arg:v3
. ACKA2 REGE®RE Ay 100AN Instance extension=Character MCCI_IN200101UV01.xsd VattentionLine[keyWordText[@code="2'|[@codeSystem="2.16.840.1.11
A E—UEE identifier (I1) String (8T) 3883.3.989.2.1.1.24"[1}value[@xsi:type="llT|@root="2.16.840.1.1 13663 3,989 2.1.3.21'J@extens
ion
BB | Point in Time {MCCI_IN200101UVOI[@ITSVersion=XML_1.0'[@xsi:schemalocation="urn: hi7-org:v3
e ACK.A3 ICSR Ay FE#R | NAS " = MCCI_IN200101UV01.xsd YattentionLinekeyWord Texti@code="3"]j@codeSystem="2.16.840.1.11
3683.3.989.2.1.1.24'||[1)valuel@uxsi type="TS Y @value
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(BI7E3)

T e Coded Simple MACCL IN200101 VO T[@ITSVersion="XML_1.0"|[@xsi-schemalocatfon="um:hl7-org:v3
& ACKA4 | mXHERAED K 2A Value (CS) i MCCI_IN200101UV01.xsd Yacknowiedgement'@typeCode
e ACKAS Ry FR)F—=ra 250AN Encapsulated i MCCI_IN200101UVO1@ITSVersion="XML_1.0')[@xsi:schemal.ocation="urn:h7-org:v3 _
e YIS— Data (ED) MCCI_IN200101UV01.xsd'Vacknowtedgement{@typeCode¥acknowledgementDetail[ 1j/text/text()
h ACKE.r ICH ICSR A wh—3 # Y& L | /MCCI_IN200101UVO1[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hi7-org:v3
- b 3Lt J—F MCCI_IN200101UV01.xsd' YMCC]_INOODOD2UVO1
. IMCCI_IN2001 11UV 1 [@ITSVersion='"XML_1.0'|[@xsi:schemalocation="um;hi7-org.v3
e ACKBr1 |ICSR A vi—SER gfr * | 100aN nstarce (u) g’t‘:;“s;g’.‘r‘)c’ham‘er Iy MCCI_INZ00101UV01 xsd YMCCI_IN0OD002UVo1[riacknowledgementi@typeCode][1}targetMes
- e 9 sagefid[@root="2.16.840.1.113863.3.989.2.1.3. 1Y @extension
: N IMCCI_IN200101UV01[@lTSVersion='XML:_1.D'][@xsi:schemaLol:atl'on='urn:hl7-org:v3
e ACKBr2 | HEEES 100AN Instance extension=Character | gy MCCI_INZ00101UV01.xsd'YMGGI_IN0ODOOZUVOT[r/id[@root="2. 16.840.1.113883,3.989.2.1.3.19"
Identifier {1} String (8T) )
J'@extension
IMCCI_IN200101UV01[@ITSVersion="XML_1.0'][@xsi:schemat.occation="'um:hi7-org:v3
ACK.B.L3 ICSR # wt—mi N.2.r2 GOAN Instance extension=Character I MCCI_IN200101UV01.xsd MCCI_INOODG02UVO1{r)receiver @typeCode="RCV'J/device[@class
€. -B-F GESEY e Identifier (I} String (ST) Code='"DEVT[@determinerCode="INSTANCEid[@root="2.16.840.1.113883.3.9089.2.1.3.16'V@ext
ension .
IMCCI_IN200101UVO[@ITSVersion="XML_1.0'i@xsi:schemalocation="um:hl7-org:v3
ACK.B.r4 ICSR 2 wi—UhER N.2r3 S0AN Instance extansion=Character & MCCI_IN200101UV01.xsd YMCCI_INOGO002UVOT[r)sender@typeCode="SND'}device{@classC
& -5 T EL - Identifier (11} String (ST) ode="DEV[@determinerCode=INSTANCEVid[@root="2.16.840.1.113883.3.989.2.1.3. 15’} @exte
nsion
oy b 35 ’ L " IMCCI_IN20G101UVO1[@ITSVersion="XML_1.0[@xsi:schemalccation="urn:hI7-org:v3
e ACKEB.r5 ';ZR Fuk—TH N2ed - ;” - B (Flr"s";' in Time i MCCI_IN200101UV01.xsd'YMCCI_IND00002UV1[r¥attentionLine[keyWord Texij@code="1T[@co
s deSystem='2.16.840.1.113883.3.989.2.1. 1.24'[ 1 Yvalue[@xsi:type="TS ' @value
ACKBrs | ICSR *vE—UnpE oA Coded  Simple . IMCCI_IN200101UVO1 [@ITSVersion="XML_1.07[@xsi:schemal ocation="um:hl7-arg:v3
& i BibEa— I Value (CS) MCCI_IN200101UV01.xsd YMCCI_INO00O02UVO1[rYacknowledgement]1)/@typeCode
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g ACK.B.r.7

IS—K5*y
=T RITKR

250AN

Encapsulated
Data (ED)

(BIF3)

| IMCC |_IN200101UVO1[@ITSVersion="XML_1.0'[@xsi:schemalocation="urmn:h7-org:v3

MCCI_IN20010 tUVE . xsd YMCCI_ING00032UV0 1[rfacknowledgement[@typeCode][1)facknowle
dgementDetail[1}text/text()
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(BI#A: 3)

2. ¥ XML EFHIZBET 5 XML ¥

ICSR A v —PRBWT, KE5 D E2R (R3) F—#HEHEB TIX XML @ 1 20kl
ERAF— LYV EZEINTHER, —HOF—FHA CREJODBRFIEINREN
T3, ISO/HL7 ICSR E=FVIZEBWT E2R (R3) F—#HEBDEXIFHELE YR Y
R— b T30, BEO XML =— FEOFERFEL, ZOEL 2T/ LTS,
AF—ZBWTREER2T —FERUBREEZERA L2THhER L2V, Pl BE
BE B ORFEEROEMN (Gk4r3) 121X, leyclical (AH#AFD) 1 ., lasnecessary (&
) | KO Total (B3H) | 128 LT UCUM R UPE UCUM =2— RO{EN H 5, Gkar3
DAER Ttotal (BFP) | N2 0OMOBEORE, B#EE ) (Gkdrla) RUREE
(BEfD) . (GkA4rlb) @ XML iXRR2 3, F—FEBOAZEDLEIETIES 1200
FlE LT, #BA (Eid4) . ¥TH (Bis5) RUEHEHM (Eie) Hd, 3 20F—
FHEE DT ARTHRERENTWBHEEXIIFMAER AR OABFRAITWBIE
. BB HL? 7~&i&tﬁﬁﬁyb>zﬂe~—vk;‘oﬁ%éné AERZZZ NS OH
i‘f‘?‘é XML B i 2R,

2.1 BRfGH. #&T HR ORI

FHEH A RIAEOEBL—NVOTIRICHE- T, 3200F—FEHED 5 BL2OK AT
FHR I,

2.1, Eid4 TBEB] BUELS HRTH] ICAHTARE, Ei6EENEM) AS Ly

<observation classCode="OBS" moodCode="EVN'">
<id root="154¢b889-958b-4512-a02f-42d4d614657 1" />
<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"/>
<1-- E.i.4 Date of Start of Reaction / Event -->
<high value="20090102"/>
<I-- E.i.5: Date of End of Reaction / Event -->
<feffectiveTime> -

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

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

</value>
2.1.2.  Eid4 IFEHBA] (X ELS TETH] ) RREIé6 TFEEHM] it AHT3

<observation classCode="0BS" moodCode="EVN">
<id root="154eb889-958b-452-a02f-42d4d6f4657"/>
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"
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displayName="reaction"/>
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<!-- E.i.4 Date of Start of Reaction / Event -->
<width value="24" unit="E.i.6b"/>
<l-- E.i.6a: Duration of Reaction / Event -->
<!-- E.i.6b: Duration of Reaction / Event (Duration Unit) -->
</effectiveTime>

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

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

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

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

<fvalue>

2.1.3. E.i4 THEA) | Ei5 [ETH| . ROEL6 [HENE) cAHTS

<pbservation classCode="0OBS" moodCode="EVN">
<id root="154¢b889-958b-452-a02{-42d4d6f465 71>
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"

—lt

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

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

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

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

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

<fvalue>

214, Gkdrd AR R Gk4rs [ETHI RAHT BN, Gkarn6 ITEAALEN

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.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"/>
<!-- G.k.4.r.2: Number of Units in the Interval -->
<!-- G.k.4.r.3: Definition of the Time Interval Unit —>
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="20090101"/>
<l-- G.k.4.r.4: Date and Time of Start of Drug-->
<high value="20090101"/>
<l-- G.k.4..5; Date and Time of Last Administration-->
</comp>

<feffectiveTime>

2.15. Gkdrd [BIEA] (ULGk4rs ETH) ) BRGkdrs KAHTS

<substance Administration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.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"/>
<!-- G.k.4.r.2; Number of Units in the Interval -=>
<!-- G.k.4.r.3: Definition of the Time Interval Unit -->
</comp>

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

<I-- G.k4.r4: Date and Time of Start of Drug -->

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

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

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

<feffectiveTime>

216, Gkdr2 BETRGk4r3 KIEAALEZVIE, Gkdrs, Gkd7T Xik Gkdr6 DVIh
MIZATIT S ' '

LOFE AF—vx 7 —&MIT 5o, F—HBENIIVL_TSXUIPIVL_TSTARTHIER 5,
SXPR_TSIERFFI E4v721,
IVL_TS®DH :
<substance Administration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- G.k.4.r.8: Dosage Text -->
<effectiveTime xsi:type="IVL TS">
<low value="20090101"/>
<!I-- G.k.4.r.4: Date and Time of Start of Drug -->
<width value ="4" unit ="G k.4.6b"/>
<I-- G.k.4.r.6a: Duration of Drug Administration (number) -->
<!-- G.k.4.r.6b: Duration of Drug Administration (unit) -->

<feffectiveTime>

PIVL_TS® % 5 12D :
<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k:4.r.9</text> !
<!-- G.k.4.r.9: Dosage Text —>
<effectiveTime xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.4"/>
<l-- G.k.4.r.3; Number of Units in the Interval -->
<l-- G.k.4.r.4; Definition of the Time Interval Unit -->

<feffectiveTime>

2.1.7.  G.kd4rd [BEMAH) | Gkdrs THRTHI . B Gk4r8 [Fg#IM icAHTH

<substance Administration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- G.k.4.r.8: Dosage Text -->
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<effectiveTime xsi:type="SXPR_T&">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
<!-- G.k.4.r.2: Number of Units in the Interval -->
<!-- G.k.4.r.3: Definition of the Time Interval Unit -->
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="20090101"/>
<!-- G.k.4.r.4: Date and Time of Start of Drug-->
<high value="20090101"/>
<!-- G.k4.r.5: Date and Time of Last Administration -->
</comp> '
<comp xsi:type="IVL_TS" operator="A">
<width value="24" unit="h"/>.
<I-- G.k.4.r.6a: Duration of Drug Administration (number) -->

<!-- G.k4.r.6b: Duration of Drug Administration (unit) -->
</comp>

<feffectiveTime>

2.2. F iR
221, Fr32 EEVBRET
22.1.1. B (& : "10 mg/dL")

" OHAE, HL7 O"value"TH B I3 1 DD "center"IH B T EN 5,

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

* 4
<fvalue>

2.2.1.2, {EJ: &y ("> 10 mg/dL")

ZDFA. HL7 D"value" B H Pi"IOW"{LE&U"high"ﬂECDﬁEE TIN5, BEFTLD
REWV]BERX, EOBROFHEICL VRIS (37205, null flavor"PINF* % {EF) .
Bt inclusive"td, BREF 3 EE (Thbb, A% THEZ & RT7-H false"ITiRE
=h3, '
<value xsi:typc="IVL_PQ" >
<low value="10" unit="mg/dl" inclusive="false"/>
<high nullFlavor="PINF"/>

</value>
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22.13. fEXvAhsn ({?‘J "< 10 mg/dL")

Z OBE, HL7 D"value" 8 H i3 "low" 8 & T high"fE 0)?@@?%}5}?‘3%5 RETF LY
INEWN BRI, ADEROKMEIZX VRENDS (7425, null flavor"NINF' 2 H) ,
Bt inclusive" X, [REFREE (F72bb, A% THAZLERTED" false" ICRE
Eha,

<value xsi:type="IVL PQ" >
<low nullFlavor="NINF"/>
<high value="10" unit="mg/d1" inclusive=""false"/>

<fvalue>
22.14. fEULE (B : ">=10 mg/aL")

DE HLT7 D"value"IH B X" low"E & "high"E DO FEFH TR S5, IBREF 2L L)
@%Aﬁi\ EQEBORBIZL YV RENS (FbB, null flavor"PINF'ZERA) . B
#"inclusive™ix, R TH 52 EERTIED ue"ICRIEEND,

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

<high nullFlavor="PINF"/>

</value
2.2.1.5. {HEAT (#: "<=10 mg/dL")

ZO%A, HL7 @ 'value" H B i3 "lowE L O highfEO B THR 153, BEF ML
hEWIHEE ADEROEEIC LY REINS (T2b 5, null flavor"NINF' %2 EH) ,
BtErinclusive™tt. FETHA = & E2RTED e R EESNS,

<value xsi:type="IVL_PQ" >
<low nullFlavor="NINF"/>
<high value="10" unit="mg/d]" inclusive="true"/>

<fvalue>
2.2.2 F.r.3.2 T*F.r.3.3

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

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

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

<effectiveTime value="20090101"/>

ICH ICSR Bififols 2014411 A 108
91-



2.2.3.

2.2.4.

(Bl 3)

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

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

</value>
F.r3.1

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

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

</code>

<effectiveTime value="20090101"/>

<!-- Fr.1: Test Date -->

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

<1 F.r3.1: 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">
<originalText>F.r.2</original Text>

</code> '

<effectiveTime value="20090101"/>

<1-- Fr,1: Test Date -->

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

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

2.3,

2.3.1,

ICHT

Gkd HEROH
1B%%Y 1/

<puthoundRelationship2 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"/>
<fecomp>
<leffectiveTirﬁe>

</substance Administration>
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</outboundRelationship2>

2.3.2. 1A%%9 18/1

<outhoundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM“ moodCode="EVN'">
<text>1 tablet per day </text> '
<effectiveTime xsiztype="SXPR_T$">
<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> |
</kindOfProduct>
</instanceOfKind>
</consumable>

</substanceAdministration>

</outboundRelationship2>

2.3.3. 18 1[E, 114875

<outboundRelationship2 typeCode="CQOMP">
<substance Administration classCode="SBADM" moodCode="EVN">
<effectiveTime xsitype="SXPR_TS§">
<comp xsi:type="PIVL_ TS§">
<period value="1" unit="d"/>
</comp>
<feffectiveTime>
<doseQuantity value="0.25" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<originalText>Tablet</original Text>
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</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substanceAdministration>

</outboundRelationship2>

234, WA1[E., 68 A

<ou.tboundRelati0nship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS8">
'<c0mp xsi:type="PIVL_TS">
<period value="1" unit="w"/>
</comp>
</effectiveTime>
<doseQuantity value="6" unit="{DF }"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
</formCode>
</kindOfProduct>
<finstanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>
235 1R2[E., 16/H

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

</effectiveTime>
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<doseQuantity value="1" unit="{DF}"/>
<consumable typeCode="CSM">
<instance(fKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
<HormCode> '
</kindOfProduct>
~ </instanceOfKind> . '
</consumable>

<fsubstanceAdministration>

<foutboundRelationship2>

B2
<putboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCede="EVN">
<gffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</comp>
<feffectiveTime>
<doseQuantity value="2" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceQfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
<fformCode>
</kindOfProduct>
</instanceOfKind>
. <fconsumable>

</substance Administration>

</outboundRelationship2>

236. 1H4E, 7.5mg/E

Bl
<putboundRelationship2 typeCode="COMP"> _
<substanceAdministration classCode="SBADM" moodCode="EVN">
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<gffectiveTime xsi:type="SXPR_TS8">
<comp xsi:type="PIVL_TS§">
<period va]ue="6_" unit="h"/>
<fcomp> .
<feffectiveTime>
<doseQuantity value="7.5" unit="mg"/>
</substanceAdministration>

</outboundRelationship2>

Fil2
<0utboundRelations!1ip2 typeCode="COMP">
<substanceAdministrat.ion classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi;type="PIVL_TS">
<period value="1" unit="d"/>
</comp> '
</effectiveTime>
<doseQuantity value="30" unit="mg"/>
</substanceAdministration>

</outboundRelationship2>

2.3.7. 181[H, 15 mL,/[5]

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCoede="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<gomp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
<feomp>
<feffectiveTime>
<doseQuantity value="15" unit="mL"/>

</substance Administration>

</outboundRelationship2>

238. 2BIC1E, 18 /H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
_ <effectiveTime xsi:type="SXPR_TS8">
<comp xsi:type="PIVL_TS">
<peried value="2" unit="d"s
<fcomp> |

</effectiveTime>
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<doseQuantity value="1" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<ori ginalText>Tablet<:’originalText>
<fformCode>
</kindOfProduct>
<finstanceOfKind>
</consumable>

</substanceAdministration> .

</outboundRelationship2>

239. WA, 18/, BMA. #TH

<6utboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<periodunit="{as necessary}"/>
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="200908/>
<fcomp> !
<feffectiveTime>

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

2.3.10. @M. 20 mg /[

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

<doseQuantity value="20" unit="mg"/>
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23.11.  JAHIRY. S00 mg /B, BARAB. ®&TH

<outhou.ndRelationsliip2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL,_TS">
<periodunit="{cyclical}"/>
</comp> .
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="200508/>
<fcomp>
<feffectiveTime>

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

2.3.12.  A#IEI. 500 mg/[H

<goutboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="PIVL_TS">
<peri0dunit="{cyclical}"[>
<feffectiveTime>

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

23.03.  BHE5X20,000mg, BIAE. KTH

<substanceAdministrationclassCode="SBADM" moodCode="EVN">
<effectiveTimexsi:type="SXPR_TS">
<comp xsittype="PIVL_TS">
<periodunit="{total}"/> -
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="201005/>
</comp>
<feffectiveTime>
<doseCheckQuantity>
<numerator xsi:type="PQ" value="20000" uni1="rng';.’>
<denominator xsi:type="PQ" nullFlavor="UNK"/>
</doseCheckQuantity>
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2.4. B&5. Fax, EFA—/ (C34.6, C347, RUC.348)

HL7 telecom 57— & B DI —
<telecom value="tel:C.3.4.6"/>
<l-- 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"/>

<l C,3.4.8 : Sender's E-mail Address >

2.5. EHOEEEBSIZH LT Privacy" 7§ {(C.2.r.2.7)

"Privacy" & RT3 72, ICHE2B THFEEIZH L telecom A F— ADHIZ null
flavor=MSK DA ZHE L T35,

#l ~
<telecom value="tel:" nullFlavor="MSK"/>

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

ZAEEHEDOHLT Onull flavor TRV L ICEET 5,

2.6. NFA ARF — 2B LIRS (D.2.2.1b)

<subjectOf2 typeCode="SBJ">
<pbservation moodCode="EVN" classCode="0OBS&">

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

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

</observation>

</subjectOf2>

2.7. fERRVA, AF—<3% null flavor ERDTWBEED (R4 ﬁﬁzﬁkﬁ}z) DY
(G.k2.3.r.1)
<ingredient classCode="ACTI">

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

</quantity> . I .

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

</ingredientSubstance>
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</ingredient>

2.8. £RIERICEES 2 ERBRFROH

<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>
<priginalText>G k.9.1.2.r. 2</original Text>
</methodCode>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code> _
<priginalText>G.k.9.i.2.r.1 </original Text>
<fcode>
</assignedEntity>
</author> _
<subjectl typeCode="SUBJ">
<adverseEffectReference classCode="0OBS" moodCode="EVN"> l
<id root="154¢b889-958b-4512-a02-42d4d646571"/>
</adverseEffectReference>
<fsubjecti>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="3¢91b4d5-¢039-4a72-9c30-6767 1 blefYed"/>
</productUseReference>
</subject2>
<fcausality Assessment>

</component>
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. #FWA D RE L RIZDOVTOEREIN

BRAVAZ AT, T —FEEO XML BT AR FEFRT 0. EEOM
DORPVIZTE2B R3) OFTFT—FHEBOHEEZEEWRENTWNE, £7—FHEHB DL
XMLz A Y e LTRERLTVS,

a—= FREETHEEHEE, TOa—FOT7FA M (F0) #ARPHZETEZE I
display name {2787,

BRA L AF A LIDET D XPath 13fH4E 1 (D) LHESEBINTHWS,

HEOT—#HRPQ"THIES, HL7IPQ F—FBID A —NT L 0 FOEOMMNITS
ZHIRENE, BEh7 ICH BAc->W ik, #4811 (F) O ICHE2B =— KV R |+
25 BN 26 2RO &,

BERUBROREER (Gk4rll) oEEEL, EESEROA—T A FEray
PO B L DANTESE (30 FRUT T b3 FOBR) 2 AWTADT 5,

HAOBREZWIIANTFITA o I-inboundRelationship' & LTAS L, BMEBa— FERR2—

Fbahiz{FH & B HnR oG &R — ]*ﬂ‘éz’l‘f'ﬂ‘/\‘—:/a va— R :‘:‘fﬁ@%ﬂAﬂ‘
FRVWTERT,

<outboundRelationship2typeCode="COMP">

<substanceAdministrationclassCode="SBADM"moodCode="EVN">
<inboundRelationshiptypeCode="REFR">
<observationclassCode="OBS"moodCode="EVN">
<code code="parentRouteOfAdministration"
codeSystem="2.16.840.1.113883.3.989.2.1.1.19"/>
<valuexsi:type="CE" code="G.k.4.r.11.2b"
codeSystem="2.16.840.1.113883.3.989.2.1.1.14"
codeSystemVersion="G.k.4.r.11.2a">

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

<!-- G.k.4.r.11.2b: Parent Route of Administration TermID #1-1 -->
<original Text>G.k.4.r.11.1</criginalText>
<I-- G.k.4.r.11.1: Parent Route of Administration (free text) #1-1 -->
<fvalue>
</observation>
<finboundRelationship>

</substance Administration>

</outboundRelationship2>
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v, &
ICSR A v E2—UICBiT5 E2B (R3) F— 2 EHEHE

TN T 7 AL ICSR A vE—ICBIT 5 E2B (R3) F—ZIEHOEREIZSWT
HHLTWD, BRAVRFZAD XML # 73 E2B (R3) F—2HABEIZ /A —7 1k
ENTHEY, TNIZLVFIRAZFRT —YEAORVEL vy 7 RUMEBHEE 2 FERT
AIEBRTEL, AXEORMIZTHLTIZE S XML X v E—PICBE L RWHIBHID
HLUTEBRA VRV AORERZWCT AL THB D, AXERPROATKIUE
REHFENROTEERLS 2 LEET 3, ”
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