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XMLBEA VARV A (EERA) o I 3

{Txml version="1.0" encoding="UTF-8"7>
<MCCI_IN200100UVQL ITSVersion="XML_1. 07 xsi:schemsLocation="urn:hl7-org:v3 MCCI_INZ00100tVOL. xsd” xmlns="urn:hl7-org:v3” xmlns:xsi="http://eww.wd.org/
2001/XMLSchema-instance”>
<id extension="N.1.2" root="2.16.840. 1, 113683, 3, 989, 2, 1. 3. 22°/>
<l— N.1.2: Batch Number —>
{creationTime value="201012141516177/>
<l— N.1.5: Date of Batch Transmission —
{responschodeCode code="D"/>
{interactienld extension="MCCI_IN200100UVO1” root="2, 16, 840, 1, 113883, 1, 6"/>
<name code="N.1.1" codeSystew="2, 16.840, 1, 113883, 3,989, 2. 1. 1. 1" codeSystemVersion="2, 0"/>
<l~= N.1,1: Type of Messages in Batch — )
<l— Message #1 —> ) ,
<PORR_IN049016V>
<id extension="N.2.r.1" root="2. 16, 840. 1. 113883.3. 989 2 1L.3.1°5
- N.2,r. 1% Message Identifier —
{creationTime value="20101214151617"/>
¢ (1= N.2,r.4: Date of Message Creation —>
<interactionld extension="PORR_INO48016UV" root="2.16.840. 1. 113883. 1.67/>
{processingCode code="P"/> .
{pracessingModeCode code="T"/> N
CacceptAckCede code="AL"/>
<raceiver typeCode="RCV™>
" <device classCode="DEV* determinerCode="INSTANCE™> .
{id extension="N. 2.r.3" root="2. 16, 840, 1, 113883, 3,989, 2, 1, 3. 12" />
{l— N.2.r.3: Wessage Receiver Identifier —
</device>
{/receiver>
{sender typeCode="SND">
<device classCode="DEY" determinerCode="INSTANCE">
<id extension=™N.2.r. 2" root="2. 16.840.1, 113883, 3.989.2. 1. 3. 11"/>
¢!— N.2.r.2: Message Sender Identifier -->
</device>
</sender>
<controlActProcess classCode="CACT" moodCode="EVN™>
Ccode code="PORR_TE049016UV" codeSysten="2. 16. 840. 1. 113883. 1. 187/>
{!— HL7 Trigger Event ID —>
<effectiveTime value="20101214151617"/>
<l— C.1.2: Date of Creation —>
¢subject typeCode="SUB]™>
<investigetionEvent classCode="INVSTG”™ moodCode="EVN">
’ <id extension="C.1.1" root="2, 16, 840, 1, 113883, 3,989,.2.1.3. 1"/>
¢!— €. 1.1: Sender's (case) Safety Report Unigue Identifier —>
<id extension="C. L. 8. 1" root="2.16, 840, 1. 113883, 3. 989.2. 1. 3. 2°/>
<l— C.1.8.1: Worldwide Unique Case Identification Number —
<id extensien="J2. 1b" root="2. 16.840. 1. 1138853, 3,989, 5,1,3.2,3. 1"/
<I— edgJz. 1b: MAIES (HE) — .
Ccode code="PAT_ADV_EVNT™ codeSystem="2. 16. 840. 1. 113883, 5 Ly
{textPH. 1</text>
¢l— H.1: Case Narrative Ineluding Clinical Course, Therapeutic Measures, Outcome and Additional Relevant Informatien —>
{statusCode code="active”/>
{1— 888J2.7.1 58T, FRFETES -
CeffectiveTime>
<low value="200901017/>
{l== .1, 4: Date Repert Was First Received from Source —>
{feffectivelime>
<availabilityTime value="200901¢1%/>
<l— C.1.5: Date of Most Recent Infermation for This Report —>
<reference typeCode="REFR">
<document classCode="BOC” moodCode="EVN")>
{code code="1" codeSysten="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="doctimentsHeldBySender™/>
(titledC. L. 6. 1. r. 1¢/title> .
4=~ G, 1,6 1.x.1: Documents Held by Sender {repeat as necessary} #1 —>
{text medialype="application/pdf” representation="E64">C. 1. 6. 1. r.2¢/text?
{!=- C. 1,6, 1. x.2: Included Documents #1 —>
{/document>
{/reference>
{reference typeCode="REFR">
{document classCode="DOC" mocdCode="EVN™>
<eode code="1" codeSystew="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 27" codeSystenVersion="1.0" displayName="documentsHeldBySender”/>

N

<title>C.1.6. 1.1. 1<{/title>
€l-- C, 1.6, 1, r. 1: Documents Held by Sender {repeat as necessary) #2 —>
{text mediaType="image/jpeg” representation="B54" compressicn="DF"»C, L.6. L. 1. 2¢/text>
1= C.1.6. L.x. 2! Included Documents #2 —>
</document>
{/refercncer

¢reference typsCode="REFR">
{doctiment classCede="D0C" moodCode="EVN">

{eode cede="2" codeSysten="2, 16,840, 1, 113883, 3,089, 2, 1. 1. 27" codeSystemVersicn="1.0" displayName="literatureReference”/>
<{title>J2. 17, x</title>
<I— eea]z. 17.r B WROLSE #1 —
{text mediaType="application/pdf” representation="BE47)C, 4. 1. 2</toxt>
{|— C.4.r.2: Included Documents #1 —>
<bibliographicbesignationText>C, 4, r. 1</bibliographicDesignationText>
<l=- C.4.r.1: Literature Reference(s) #1 —>



Record”/>

Investigation™/>

{participation typeCode="AUT">
CassignedBntity classCode="ASSIGNED™>
{representedQrganization classCode="CRG™ dgteminerCodF’INSTANCE')
{asLocatedBntity classCode="LOCE™>
¢location classCode="COUNTRY” determinerCode="INSTANCE™>
Ccode code="]2.15.r" codeSystem="1. 0., 3166.1,2.2°/>
<|— @@8Jz. 15. r AFE #1 —>
- {/location> !
</asLocatedEntity>
{/representedOrganization>
{/assignedEntity>
</participation>
</document>
{/reference>
<reference typeCode="REFR™>
<document ¢lassCode="DOC” moodCode="EVN">
{code code="2" codeSystem="2, 16, B40. 1. 113883, 3,0989.2. 1. 1. 27" codaSystemVersmn- 1.0° displayName="1iteratureReference”/>
Ctitled]2. 17.rd/titled
<|— g2, 17.r BB/ RO #2 —
{text mediaType="application/pdf” representation="B64">C. 4.r. 2{/text>
<l— C.4,r, 2¢ Included Documents #2 —>
<bibliographicDesignationText>C. 4, r. 1{/bibliographicDesignationText>
¢|— C. 4, ¥, 17 Literature Reference(s) #2 —>
{participation typeCode="AUT™>
<assignedBntity classCade="ASSIGNED™>
{representedOrganization classCode~"0RG” determinerCode="INSTANCE™>
CasLocatedEntity classCode="LOCE™>
<location classCode="COUNTRY” determinerCode="INSTANCE™>
¢oode code="J2, 15, r codeSystem="1. 0, 3166. 1. 2. 2°/>
<! 9883215, BFE #2 >
</location>
</asLocatedEntity>
¢/represented0rganization>
</assignedEntity>
{/participation>
{/document>
{/reference>
{component typeCede="COMP">
{adverseBventAssessment classCode="INVSTG" moodCode="EVN™>
¢subjectl typeCode="SB]">
{primaryRole classCode="INVSB]™>
¢player!l classCode="PSN” determinerCade="INSTANCE™>
<name>D, 1</nane>
¢{l— D.1: Patient (name or initials) —>
{administrativeGenderCode code="D,5” codeSystem="1,0,52187/>
<l—D.§ Sex ~>
<birthTime value="20090101"/>
<l— D.2.1: Date of Birth —>
¢daceasedTime value="200901017/>
¢l==D.9.1: Date of Death —%
{asldentifiedBntity classCode="IDENT">
<id extensien="D. 1.1, 1" reot="2. 16. 840. 1. £13883. 3. 989.2.1.3.7 N
<|— D.1.1.1: Patient Medical Record Number{s) and Source(s) of the Record Number (GP Medical Record Number} -

{code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989.2. 1. 1. 4" codeSystenVersion="1,0" displayName="GP"/>
</asldentifiedEntity>
<asldentifiedBntity classCode="IDENT">
<id extensien="D. 1. 1.2" root="2. 16. 840, 1, 113883, 3, 989.2. 1. 3.8"/> .
<!— D.1.1.2: Patient Medical Record Number(s) and Source(s) of the Record Number (Specialist Recerd Number) -

<code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 4" codeSystenVersion="1.0" displayName="Specialist”/>

£/asldentifiedBntity>
<asldentifiedBntity classCode="TDENT™>
¢id extension="D.1.1.3" root="2.16.840. 1. 113883, 3, 989.2.1.3.9"/> '
¢<|— D.1.1.3: Patient Medical Record Number{s) and Source{s} of the Record Number {Hospital Record’ Number} ~->

{cade code="3" codeSylstem='2. 16. 840, 1, 113883, 3. 989. 2. 1. 1. 4" codeSystenVersion="1.0" displayName="Hospital

{/asIdentifiedEntity>
<psIdentifiedEntity classCode="IDENT™>
<id extension="D.1.1.4" root="2.16.840. F. 113883.3.089. 2. 1. 8. 10"/)
¢]— D.1. 1. 4: Patient Medical Record Number(s) and Source{s} of the Record Number (Investigation Number} —>
Ceode code="4" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2, 1. 1. 4", codeSystemVersion="1. 0" displayName="

</asIdentifiedEntity>
<role classCode="PRS">
<code code="PRN" codeSystem="2. 16.840. 1. 113883, 5, 111"/> N
¢associatedPerson classCode="PSN" determinerCade="INSTANCE™>
<name>D, 10. 1{/name>
<!— D.10.1: Parent Identification —>
- {administrativeGenderCode code="T. 10.6" cudeSystenF 1.0.5218"/>
(!== b, 10.6: Sex of Parent —>
<birthTine value="300901017/>

-9 ' '



/>

lastMenstrualPeriodDate”/>

. bodyWeight”/>

height®/>

relevantMedicalHistoryAndConcurrentConditions”/>

la”/>

displayName="comment”/>

displayName="continuing”/>

1la”/>

§!=- D.10.2,1: DPate of Birth of Parent —>
{/associatedPerson> -
Csubject0f2 typeCode="SBI™>
{chservation classCode="0BS" moodCode="E¥N">
<code code="3" codeSystem="2. 16. 840, 1, 113883, 3.989. 2. 1. 1. 19”7 codeSystemVersion="1.1" displayName="age”

<value xsi:type="PQ" value="10" unit="D. 10, 2. 2b"/>
<1— D.10.2.2a Age of Parent (number) —>
¢1— [, 10. 2. 2b: Age of Parent (unit} —»
</observation>
{/subject0f2>
<subject0f? typeCode="SB]">
{observation ¢lassCode="0BS™ moodCode="EVYN">
{code code="22" codeSystem="2. 16. 840, 1, 113883, 3,989, 2. 1. 1, 19" codeSystemVersion="1.1" displayName="

Cvalue xsi:type="T5" valus="20000101"/>
¢1— D.10.3: Last Menstrual Period Date of Parent —>
_ {/observation>
</subject0f2>
<subjectOf2 typeCode="SBJ">
<observation classCode="0BS" moodCade="EVN">
{code code="7" codeSystem="2, 16, 840. 1. 113883, 3. 980, 2. 1. 1. 19" codeSystemVersion="1. 17 displayName="

value xsiztype="PQ” value="50" unit="kg"/>
<!— D.10.4: Body Weight (kg) of Parent —>
{/observation>
{/subjectOfZ>
<subject0f2 typeCode="SBJ™>
<observation ¢lassCode="0BS™ moodCode="EVN™>
{code code="1T" codeSystew="2. 16, 840. 1. 113883, 3. 980, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

<value xsi:type="PQ"” value="160" unit="cm"/>
¢l— D,10,5: Height {cm) of Parent —
{/observation’
</subjectOf2> .
<subject0f2 typeCode="SH]>
{organizer classCode="CATEGORY” mocdCode="EVN">
<code code="1" codeSystem="2. 16.840. 1. 113883, 3. 585. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="

{component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN">
{code code="D. 10. 7. 1. 1. 16" codeSystem="2, 16, 840, 1. 113883, 6, 163" codeSystemVersion="D.10.7. L. r.

¢l— D.10.7.1.r. 1a: MedDRA Version for Medical History #1 —>
<l— D.10.7. L. r. 1b: Medical History (disease / surgical procedurs/ etc.} (MedDRA code) #1 —>
{effectiveTime xsi:type="IVL_TS™>

<low value="20080101"/>

<l— D.10.7. L. x, 2: Start Date #1 —>

<high value="20090101"/>

<l— D.10.7.1.x. 4t End Date #1 —>
{/effectiveTime>
{outboundRelationship2 typeCode="COMP">

Cobservation classCode="0BS” moodCode="EVN™>

{cade code="10" codeSystem="2, 16. 840. L. 113883. 3. ¥89. 2. 1. 1, 19" codeSystenVersion="1.1"

<value xsi:type="ED">D. 10,7, 1, 1. 5</value>
<l— D.10.7.1.r.5: Comments #1 —>
</observation)
¢/outboundRelationship2>
{inboundRelaticnship typeCede="REFR™>
¢cbservation classCode="0BS" moodCode="EVN™>
<code code="13" codeSystem="2, 16. 840. 1. 113883. 3,989, 2. 1. 1, 19" codeSystenVersion="1.1"

<value xsi:type="BL" value="true”/>
<l~-D,10,7, 1, r,3: Continuing #1 —>
</observation?
</inboundRelationship>
{/observation>
{/component>
{component typeCode="COMP">
{observation ¢lassCode="0BS" moodCode="EVN">
<code code="D, }0. 7. 1. r. 1b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D, 10, 7. 1. r.

== D.10.7.1.1. las MedDRA Version for Medical History #2 —>
<!— D.10.7.1.r. 1b: Medical History (disease / surgical procedure/ etc.} (MedDRA code) #2 —>
CeffectiveTime xsi:type="IVL_TS">

Clow value="20050101"/>

¢!— D.10.7.1.r.2: Start Date #2 —>

<high value="200801017/>

¢l==D,10,7. 1,r, 4: End Date #2 —>
{feffectiveTime>
<outboundRelationship2 typeCode="COMP">

{chservation classCode="0BS" mocdCode="EVN™>

<code code="10" codeSystem="2, 16, 840, 1. 113883, 3, 989, 2, 1, 1, 19" codeSystemVersion="1.1"

_3...



displayName="comnent”/>
<value xsi:type="EN">D, 10,7, L. r.5¢/value>
¢l~= D, 10,7.1.r, 5: Comments #2 —>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS" moodCode="EVN">
{code code="13" codeSysten="2, 16, B40, 1. 113583, 3. 989. 2. 1, 1, 19" codeSystemVersion="1,1"
displayName="continuing™/>
{value xsi:type="BL" value="true"/>
¢— D0.10,7.1.r.3: Continuing #2 —>
{/observation>
</inboundRelationship>
</observation>
{/eomponent>
{compenent typeCode="COMP">
{chservaticn classCode="0BS" moodCode="EVYN™>
{cade code="18" cadeSystem="2. 16. B40. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1, 1"
displayName="historyAndConcurrentConditionText”/>
{value xsi:type="ED">D. 10.7.2<{/value
<]l— D.10.7.2: Text for Relevant Medical History and Concurrent Conditions of Parent —>
{/obsarvationd
</component>
</organizer?
</subject0f2>
<subjectDf2 typeCode="SB]">
<organizer classCode="CATEGORY" moodCode="EVN">
. cede code="2" codeSystew="2, 16, 840. 1. 113883, 3, 989, 2, 1, 1, 20" codeSystenVersion="1,0" displayName="
drugHistery™/>
<component typeCede="COMP™>
<substanceAdministration classCode="SBADM" moodCede="EVN">
{effectiveTime xsi:type="IVL_TS">
{low value="20090101"/>
{!== D.10.8.x.4: Start Date #1 —>
<high value="20090101"/>
<l— D, 10,8, r.5: End Date #1 —>
{/effectiveTime>
<consumable typeCode="CSM™> .
¢instance0fKind classCode="INST">
<kind0fProduct classCode="MMAT" determinerCode="KIND">
<cods code="D, 18, 8. 1. 2b" codeSystem="TBD-MPID" codeSystenVersion="D. 10.8, r.2a"/>
. <l—D.10.8.r.2a: WPID Version Date / Number #1 —>
<l— D. 10, 8. x. 2b: Medicinal Product Identifier (MPID) #1 —>
’ ' <name>D. 10. 8. r. 1{/neme>
<l=~D,10,8,r.1: Neme of Drug as Reported #1 —>
</kind0fProduct>
</instence0fKind>
{/cansumable>
{outboundRelationship2 typeCode="RSON™>
{observation classCode="0BS™ moodCode="EVN™> ;
. <code code="19" codeSystem="2. 16, 840, 1. 113883, 3, 989, 2, 1, 1, 197 codeSystenYersion="1.1"
displayName="indication”/> :
{value xsi:type="CE" code="D.10.8.r.6b" codeSystem="2, 16, 840, 1. 113883, 6, 163"
codeSystenVersion="D. 10. 8. r. 6a*/> -
’ <1— D.19.8.r.6a: MedDRA Version for Indication #1 —>
¢}== D,10,8.r.6b: Indication (HedDRA cede) #1 —>
{/vbservation>
</cuthoundRelationship2>
<outboundRelatienship2 typeCode="CAUS™>
<ohservation classCode="0BS” moodCode="EVN™> )
. {code code="23" cadeSysten="2. 16. 840. 1. 113883. 3. 989. 2, 1. 1. 19" codeSystenVersion="1,1"
displayName="reaction”/>
{value xsi:type="CE" code="D.10.8.r.7b" codeSystem="2. 16. 840, 1, 113883, 6, 163~
codeSystenVersion="D. 10. 8. 1. Ta"/>
<l~-D,10,8, 1. 7a: MedDRA Yersion for Reaction #1 —)
{1— D.10.8.1. 7b: Reactions (MedDRA cede) #1 —>
{/observation>
. </outboundRelationship2>
{ </substanceAdministration>
</component>
{component typeCode="COMP">
{substanceAdministration classCode="SBADY" mcedCode="EVN™>
{effectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<l— D.10.8.r. 4} Start Date #2 —>
<high value="20090101"/>
¢!=— D, 10.8.1.5: End Date #2 —>
{/effectiveTine>
{consumable typeCode="CSM™>
<instanceDfKind c¢lassCode="INST™>
<kind0fProduct classCode="MMAT" determinerCede="KIND"> .
_¢code code="D. 10. 8. r. 3b” codeSystem="TBD-PhPID" codeSystemVersien="D, 10,8.r.3a"/>
<!— 1.10,8. 1. 3a: PhPID Version Date / Number #2 —>
¢!— D.10,8.r.3b: Pharmaceutical Product Identifier (PhPID) #2 —>
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displayName="indication”/>

codeSystenVersion="D, 10. 8, r, 6a"/>

displayRame="reaction”/>

codeSystemVersion="D, 10. 8, r, 7Ta”/>

gestationPeriod”/>

<name>D, 10, 8, r. 1</name>
{!— D.10.8.r, 1: Name of Drug as Reperted #2 —>
¢/kind0fProduct> ’
{/instance0fKind>
</consumable>
CoutboundRelationship2 typeCode="RSON">
{observation classCode="0BS" moodCode="EVN™>
{ecode code="18" codeSysten="2. 16. 840, 1. 113883, 3, 889, 2. 1, 1, 18" codeSystemVersion="1.1"

<value xsi:type=TCE” code="D. 10.B.r, 6b" codeSystem="2, 16, 840, 1, 113883, &, 163"

{1— D.10.8.r.6a: MedDRA Version faor Indication #2 —>
¢1— D.10,8,r,6b: Indication (MedDRA cods) H2 —>
</cbservation>
</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS">
{observation c¢lassCode="0BS" moodCode="EVN">
<code code="29" codeSystem="2. 16. 840. 1. 113883, 3, 989, 2. 1. 1. 18" codeSystemVersion="1.1*

{value xsi:type="CE” code="D. 10. 8.r.7b" codeSysten="2. 16. 840. 1. 113883. 6. 163"

<I-=D. 10.8.1. 7a: MedDRA Version for Reaction #2 —>
<I— D, 10,8.r, 7b: Reactions (MedDRA code) #2 —)
{/observation>
</outboundRelationship2>
{/substanceAdninistration>
{/companent>
</organizer>
{/subjectOf2>
</roled
</playerl>
<stbject0f] typeCode="3BJ">
<{researchStudy classCode="CLNTRL" mcodCode="EVN">
<id extension="C.5. 3" root="2.16.840.1. 113883.3.989.2.1.3.5"/>
¢l-= C.5.3: Sponsor Study Number —>
{code code="C, 5,4" codeSystem="2, 16, 84¢, 1. 113883, 3. 989, 2. 1. 1. 8" codeSystenVersion="2.0"/>
¢1— (. 5.4: Study Tvpe Where Reaction(s) / Event(s) Were Observed ——>
{titledC. 5. 2</title>
<!— C.5.2: Study Neme —>
<authorization typeCode="AUTH">
{studyRegistration classCode="ACT" moodCode="EVN*>
<id extension="C.5. l.r. 17 root="2, 16, 840. 1. 113883.3.989.2.1,3.6"/>
{|— C.5.1,r,1; Study Registration Number #1 —>
Cauthor typeCode="AUT">
{territerialAuthority classCode="TERR">
{governingPlace classCode="COUNTRY" determinerCode="INSTANCE™>
<code code="C,5, 1, r, 27 codeSystem="1, 0, 3166, 1. 2, 2°/>
<l— C.5.1.r.2: Study Registration Country #1 —>
{/governingPlace>
{/territorialAuthority>
{/author>
</studyRegistration>
{/authorization>
{authsrization typeCode="AUTH™>
- {studyRegistration classCode="ACT" moodCods="EVN">
<id extension="C.5.1.r.1" root="2, 16. 840, 1, 113883. 3,985, 2, 1,3,6"/>
<}— C.5.1.r.1 Study Registration Mumber #2 —>
<author typeCode="AUT™>
<territorialAuthority classCode="TERR">
{governingPlace classCode="COUNTRY" determinerCode— INSTANCE™>
{code code="C. 5. 1.r.2"-codeSysten="1. 0. 3166.1.2,2°/>
{l— €.5.1.r.2: Study Registration Country #2 ——>
{/governingPlace>
</territorialAuthority>
{/author>
<fstudyRegistrationy
</authorizatiend
{/resanrchStudy>
{/subject0f1>
<subject0f? typeCode="SB]">
{chservation classCode="0BS" moodCode="BYN"> .
{code code="3" codeSysten="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displeyNeme="aga”/>
<value xsi:type="PQ” value="10" unit="D, 2, 2b"/>
<!— D.2,2a: Age at Time of Onset of Reaction / Event (number) —>
<}— D.2.2b: Age at Time of Onset of Reaction / Event (unit) —>
</observation} -
</sub ject0f2>
<subject0f2 typeCode="SBJ"> :
<cbservation classCode="0BS" mocdCode="EVN™>
{code code="16" codeSystem="2, 16.840. 1. 113883, 3. 980. 2. 1. 1. 15" codeSystemVersion="1.1" displayName="

<value xsiityps="FQ” value="10" unit="D.Z2.Z2.1h"/> .

¢!— D.2.2. la: Gestation Period When Reaction / Event Was Observed in the Fostus {number) —> !
Cl=- P.2.2.1b: Gestation Pericd When Reaction / Event Was Observed in the Foetus {unit) —>
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{/ohservation>
¢/sub jectOr2>
{subject0f? typeCode="SBJ™>
{observation classCode="0BS" mocdCode="EVYN">
<eode code="4" codeSystem="2, 16, 840, 1. 113883. 3. 989. 2, 1. 1. 19" codeSystemVersion="1. 1" displayName="ageGroup™/>
¢yalue xsittype="CE” code="D.2.3" codeSystem="2, 16, 840. 1. 113883.3.989.2.1.1.97 codeSystemVersion="2.0"/>
¢!— D,2.3: Patient Age Group (as per reporter) —» '
{/vbeervation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS" moodCode="EVN">
¢code code="7" codeSysten="2. 16, 840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="bedyWeight”/

<value xsiitype="PQ" value="48. 27 unit="kg"/>
<l— D.3: Body Woight (kg) —>
{/observation>
</subject0f2>
¢subject0f2 typeCode="SBI7>
{cbservation classCode="0BS" meodCode="EVN">
{code code="17" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. L. 19" codeSystemVersion="1,1" displﬂyName— height”/>
<value xsi:type="PQ” value="152" unit="cw"/>
¢l I.4: Height (cm} —>
</observation>
<fsubject0f2)
¢subject0f2 typeCode="SB]">
Ccbservation classCode="0BS" moodCode="EVN™>
{eode code="22" codeSystem="2. 16, 840, 1, 113883, 3,988, 2. 1. 1. 19 codeSystemVersion="1. 17 displayName="
lastMenstrualPeriodDate”/>
<value xsiitype="T5" value="20000101"/>
<!— D.6: Last Menstrual Period Date —>
{/observation>
{/subject0f2>
subjectOf2 typeCode="5B]">
{organizer classCede="CATEGORY" mocdCode="EVN™>
} Ccode code="1" codeSystem="2, 16. 840, 1, 113883. 3. 689. 2. 1. 1. 20" codeSystenVersion="1. 0" displayName="
relevantWedicalHistoryAndConcurrentConditions™/>
{component typeCode="COMP“>
¢ebservation classCede="0BS" moodCode="EVN™>
{code code="D.7.1.1.1b" codeSystem="2. 16. 840. i. 113883. 6. 163" codeSystenVersion="D.7.1.1.1a"/>
<|— D.7.1.r. 1a: WedDRA Version for Wedical History #1 —>
{|— D.7.1.r. 1b: Medical History {diseass / surgical procedure / etc.} (MedDRA code) #1 —>
{effectiveTime xsi:typex"IVL_TS™>
{low value="200901017/> )
<l-— D.7.1.r.2: Start Date #1 —>
<high value="200901017/>
¢!— D7 L1 4 End Date #1 —>
{/effectiveTime>
<outboundRelationship? typeCede="COMP™>
{observation classCode="0BS" moodCode="EVN™>
{code code="10" codeSysten="2. 16. 840. 1. 113883, 3,989.2. 1. 1. 19" codeSysteaVersion="1,1

displayName="comment"/>
: Cvalue xsi:type="ED">D.7.1.r.5¢/value>
{l—D.7.L.r.5: Comments #1 —>
</observation>
</outboundRelationship2>
<outbeundRelationship? typeCode="EXPL">
<observation ¢lassCode="0BS" moodCode="E¥N">
{code code="38" codeSystem="2.16.840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1,1"
displayName="{amilyHistory”/> . :
<value xsittype="BL" value="true"/>
¢1— D.7. 1. r.6: Fanily History #1 - .
{/observation>
</outboundRelatisnship2>
{inboundRelatienship typeCode="REFR™>
{observation classCede="0BS" moodCode="EVN™>
. {code code="13" codeSysten="2, 16. 840. 1. 113883, 3. 889. 2, 1, 1. 197 codeSystemVersion="1,1"
displayName="continuing”/>
<value xsi:type="BL” value="true”/>
¢}=— D.7.1.r.3: Continuing #1 —>
{/observation>
</inboundRelationship>
{/observation> '
> </component>
{component typeCode="COMP™>
{observation elassCode="0BS" moodCode="EVN"} .
{cade code="D. 7.1.r. 16" codeSysten="2, 16. 840. 1. 113883. 6. 183" codeSystemVersion="D.7.1.r. 1a"/>
I~ D, 7.1.1.1a: HedDRA Yersion for Medical History #2 —>
¢l==D,7,1,r.1b: Medical history {disease / surgical procedure / ete.} (MedDRA code} #2 ——>
{effectiveTime xsi:type="IVL_TS™> '
<low value="20090101"7/>
¢l B.7.1.r.2: Start Date §2 —>
<high value="2009010617/>
{l=D,7,1,r,4: End Date #2 —>
<{/effectiveTime>



displayName="comment”/>

displayName="familyHistory”/>

displayName="centinuing”/>

<outboundRelationship? typeCode="COMP”>
<observation classCode="0BS" moodCode="EVN">
<cede code="11" codeSystem="2. 16, 840. 1. 113883, 3.989. 2, 1. 1. 19" codeSystemVersion="1,1"

{value xsi:type="ED">D. 7. 1. r. 5</valusd>
{l—:D.7. 1. r.5: Comments #2 —>
{/observation>
{feutboundRelationshipz>
{outboundRelationship? typeCede="EXPL">
{observation classCode="0B5" moodCode="EVN"™>
{code code="38" codeSystem="2, 16.840. 1. 113883. 3. 989. 2, L. 1. 15" codeSystenVersien="1.1"

<value xsiitype="BL" value="true"/>
{!— D.7.l.r.6: Family History #i2 —>
¢/chservation?
{foutbeundRelationship2>
{inboundRelationship typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN™>
<code cade="13" ecdeSyster="2. 16, 840, 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1;1"

<value xsittype="BL" value="true”/>
<}== D.7.1.1.3: Continuing #2 —>
{/chservation® ‘
{/inboundRelationship>
{/observation>
</component>
{component typeCode="COMP™>
{observation classCode="DBS" moodCode="EYN">
<eode code="18" codeSystem="2. 16. 840. 1. 113883. 3.985. 2. 1. 1. 18" codeSystenVersion="1.1" displayName="

historyAndConcurrentConditionText™/>

event) —>

concomitantTherapy”/>

P

displayName="indication”/>

8. 1.6a"">

displayName="reaction”/>

D.8.1.7a"/>

<value xsi:itype="ED">D. 7. 2<{/value>
{I— D.7.2: Text for Relevant Medical History and Concurrent Conditions (not ineluding reaction /

{/abservation¥
</compcnent>
Ccomponent typaCode="COMP”™>
<observation classCode="0BS" moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. }9” codeSystenVersion="1,1" displayName="

<value xsi'type="BL” value="true®/>
}—D.7.3: Concomitant Therapies —>
{/aobservation>
</cemponent>
{/vrganizer>
{/subjectOf2)
<subject0f2 typeCode="SB]">
<organizer classCode="CATEGORY” moodCode="EVN™> )
<code code="2" codeSystem="2. 16, 840, 1. 113883, 3. 989, 2. 1. 1. 20" codeSystenVersion="1.0" displayName="drughistory”

{component typeCode="COMP™>
{substanceAdninistration classCode="SBADM" moodCode="EVN™>
CeffectiveTime xsi’type="IVL_TS">
<low value="200901017/>
¢|— D.8.r.4: Start Date #1 -=>
<high value="200001017/>,
¢l— D.8.r.5: End Date #1 —>
{/effectiveTimed
<consunable typeCode="CSM">
{instanceOfKind classCode="INST">
<kind0fProduct classCode="MMAT" determinerCode="KIND">
{code code="D, B.1.2h" codeSysten="TBD-MPID" codeSystemVersion="D.8.r.2a"/>
<}— D.8.r.2a: MPID Version Date / Numher. #1 —> :
<!— D.8.r.2b: Medicinal Product Identifier (MPID) #1 —> .
<nane>D. B, r. 1{/name> -
{!— D.8.1.1: Name of Drug as Reported #1 —>
{/kindCfProduct>
{/instancetf{Kind>
{/consunabled
<outboundRelationship2 typeCode="RSON">
<observation classCode="0BS” mocdCode="EVN™>
{code code="19" codeSystem="2, 16, 840, 1, 113883, 3,989, 2. 1. 1. 19° codeSystemVersion="1.1"

{value xsiitype="CE" code="D.8.r.6b" codeSysten="2.16.840. 1. 113883. 6. 163" codeSystemVersion="

¢l=- D.8,1.6a: MedDRA Version for Indication #1 —>
<]~ D,8,r,Eb: Indication (MadDRA coda) H#1 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCede="CAUS™>
{observation classCode="0BS” mocdCode="E¥N™>
{code chde="29" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1,1"

<value xsi:type="CE” code="D.8.r.7b" codeSystew="2. I6. 840. 1. 113883. 6. 163" codeSystemVersion="
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displayNeme

D.8.x.6a"/>-

="indication”/>

¢{1— D.8.r.7a: HedDRA Version for Reaction #1 -->
¢}— D.8.r. 7b: Reaction (lledDR.‘L code} #1 —
</observation>
</outhoundRelationship2>
¢/substanceAdministration>
{/compohent>
{component typeCode="COMP™> |
{substanceAdministration classCade="SBADM™ moodCode="EVN“>
CaffectiveTime xsi!type="IVL TS™>
<low value="20090101°/>
¢l— D.8.r.4: Start Date #2 —>
<high value="200001017/>
¢l—~ D.8.1.5: End Pate #2 —>
“¢/effectiveTimed
{consumable typeCode="C5M"> . ’ -
¢instanceOfKind elassCoda="INST">
<kind0fProduct classCode="MMAT" determinerCade="KIND™>
{eode code="D, 8, r. 3b" codeSystem="TBD-PhPID" codeSystenVersion="D.8.r1.32"/>
<!— D.8.r.3a: PhPID Version Date / Number —>
<}-- D.8.r. 3b: Pharmaceutical Product Identifier (PhPID) 2 —>
<nate>D. 8, r. 1{/name>
¢le= D, 8, 1. 1: Name of Drux as Reported #2 —>
{/kind0fProduct>
</instance0fKind>
{/eonsumable>
~ <outboundRelationship? typeCode="RSON™>
<observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystew="2, 16, 840. 1. 113843, 3.‘989. 2.1.1,19" codeSystemVersion="1.1"

)

<value xsiitype="CE” code="D, 8, r.Eb” codeSystem="2. 16. 840, 1. 113883, 6. 163" codeSystemVersion="

¢{}— D.8.r.6a: MedDRA Version for Indicaticn #2 —>
¢}— D.8.r.6b: Indication (MedDRA cede) #2 —
</abservation>
</outboundRelationship2>
{outboundRelatienship2 typeCode="CAUS™>
<observation classCode="0BS" moodCode="EVN™> ;
{code codes"29" codeSystem="2. 16. B40. 1. 113883. 3. 680, 2, 1. 1, 19 codeSystemYersion="1. 17

displayName="Teaction"/>

D.8.r.Ta"/>

reportedCause0fDeath™/>

<value xsi:type='CE" code="D. 8. 1. Th” codeSystem="2. 16. 840. 1. 113863, 6. 163" codeSystemVersion="

{[== D.8.r, Tat UedDRA Version for Reaction #2 —>
<|— D.B.r.Th: Reaction (MedDRA code) #2 —>
. {/observation>
( {/outboundRelationship2>
{/substanceAdministration?
</component>
{/organizer?
</sub ject0f2>
¢subjectOf2 typeCode="SB]™>
{observation classCode="08S" moodCode="EVN">
{code code="32" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. L. 19" codeSystem‘-’ersion "1. 17 displayName="

(value xsiitype="CE* cede="D.9.2.1. 1b" codeSysten="2. 16. 840, 1. 113883, 6, 163" ccdeSystenVersion="D.9.2.r. 1a™>
{l— D.2.2.r. 1a: MedDRA Version for Reported Causa(s) of Death #1 —>
- ('— D.9.2.r. 1b: Reported Cause(s) of Death (MedDRA code) 331 —
(orismal'l‘ext)D 9.2.r. 2{foriginalText>
{l— D.9.2.r.2: Reported Cause{s) of Death (free text) #1 —>
{/value>
{/abservation>
{/subject0f2>
<subject®f2 typeCode="SB]">
{chbservation classCode="0BS™ moodCode="EVN™>
<eode code="32" codeSystem="2.16.840. 1, 113883, 2,989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

reportedCauseOfDeath”/>

<vilue xsiltype="CE" code="D.9.2.r.1b" codeSysten="2, 16, 840. 1. 113883, 6. 163" codeSystemVersion="B,9.2,r, 1a™>
<!— D.9.2.r.la: MedDRA Version for Reported Cause(s) of Death #2 -
¢]— 09,2 r, 1b: Reported Cause(s) of Death (MedDRA code) #2 -
<originalText>D. 9. 2. . 2¢/originalText>
{1== 1,9,2,r,2: Reported Cause(s} of Death (free text) H2 —)
</value>
{/observation>
{/subject0f2>
{subject0f? typeCode="SBJ]">
{cbservation ¢lassCode="0BS™ moodCode="E¥N™>
{eode code="5" codeSystem="2. 16. 840. 1. 113883, 3, 989. 2. 1. 1. 18" codeSystemVers:l.on- 1,17 displayName="autopsy™/>
<value xsi:type="BL* value="true"/>
{!— D.9.3 Was Autopsy Done? ~—>
{outboundRelationship2 typeCode="DRIV">
{observation classCode="0BS" moodCode="EVN™>
{eode code="8" codeSysten="2. 16. 840, 1. 113883, 3,989, 2, 1, 1, 19" codeSystemVersion="1.1" displayName="

causeOfDeath”/>

r.1a">

<value xsi:type="CE” code="D. 0. 4.1, 1b" codeSysten="2.16.840. 1. 113883, 6, 163" codeSystenVersion="D. 9. 4.



¢l D8, 4,1, 1a: MedDRA Version for Autepsy-determined Cause{s} of Death #1 —>
<l== D.9.4.r. 1b Autopsy-determined Cause{s} of Death (MedDRA code) H1 ——>
{originalText?D. 9, 4, r, 2¢/ariginalText>
¢le=D.9.4.1.2: Autopsy-determined Cause(s} of Death (free text) # —
</value>
{/observationd
{/outboundRelationship2>
<outboundRelationship? typeCode="DRIV™>
<observation classCode="0BS" moodCode="EVN™>
{code code="8" codeSystem="2. 16.840. 1. 113883, 3. 959. 211 19” codeSystemVersmn— 1.17 displayName="
cause0fDeath”/>
<value xsiitype="CE” code="D.9.4.r.1b" codeSystem="2. 16. 840, 1. 113883, 6. 163" codeSystem\’ersioF”D. G. 4.
r.la"> :
{l— D.9.4.r.la: MedDRA Version for Avtepsy-determined Cause(s) of Death #2 —>
{l— D.9.4.r. 1b Autopsy-determined Cause(s) of Death '(HedDRA code) #2 —>
<originalText>D. 9. 4. r. 2{/originalText>
<l— D.9.4.r,2: Autopsy-determined Cause(s) of Death (free text) #2 -~
{/valuel
{/abservation>
{/outboundRelationship?>
{/observation’ .
</subject0f2>
<subject0f2 typeCode="SBJ™>
{chservation classCode="0BS" moodCode="EVN™>
<id reot="154eb889-958b-45f2-a02f-42d4d6T4667E" />
{code code="29" codeSystem="2, 16, 840, 1. 113883, 3, 989. 2. 1. 1. 19 codeSystemVersion="1. 1" displayName="reaction”/>

{effectiveTime xsi:type="IVL_TS">
<low value="20000101"/>
{l— E.i.4: Date of Start of Reaction / Bvent #1 —
<high value="200901027/>
{l=- E.i.5: Date of End of Reaction / Event #1 —
{/effectiveTime>
{value xsi:type="CE” code="E. i.2. 1b" codeSystem="2. 16. 840. 1. 113882, 6. 163" codeSystemVersion="E. i. 2. 1a">
<1— B.i.2.1a: MedDRA Version for Reaction / Event #1 —>
¢—'E i.2, 1b} Reaction / Event (MedDRA code) #1 —>
<originalText lenguage="E.i.l.1b">E.i. L. la{/originalText>
<!— B.i,1,1a: Reaction / Event as Reported by the Primary Scurce in Native Language #1 —>
<!=—- B.i.L 1b: Reaction / Event as Reported by the Primary Source Language #1 —>
</value)
(location typeCode="LOC">
<locatedEntity classCode="LOCE">
{locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">
{code ¢ode="E.i.9" codeSystem="1.9.3166.1.2.27/>
¢1— E.1.9: Identification of the Country Where the Reaction / Event Occurred #1 -
</locatedPlace>
{/locatedEntity>
{/location>
{outbeundRelatienship? typeCode="PERI">
{observation classCode="0BS™ moodCode="EVN™>
{code code="30" codeSystem="2, 16, 840, 1, 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
reacticnForTranslation”/> ’ .
<value xsi:type="EDT)E.i. L. 2{/value>
¢I— E.i:1.2: Reaction / Event as Reported by the Primary Source for Translation #1 —>
{/observation>
{/outbaundRelationship2s
{outboundRelationship2 typeCode="PERT">
{observation ¢lassCode="0BS" mocdCode="EVN">
{code code="37" codeSysten="2, 16, 840, 1, 113883, 3,989, 2, 1, 1, 19" codeSystemVersion="1.1" displayName="
termiighlightedByReporter”/>
<value xsiitype="CE" code="E.1.3.1" codeSystem="2 16,240, 1, 113883, 3,089, 2. 1. 1. 10" codeSystenVersion="
2.0 .
o <}— E.1,3,1: Tern Highlighted by the Reporter #1 -->
{/ebservationd>
¢/outboundRelaticnship2>
{outboundRelationship2 typeCode="PERT">
(observation elassCode="0BS" moodCode="EVN™> ‘
{code code="34" codeSysten="2, 16, BAD, 1, 113883, 3, 989, 2, 1. 1, 197 codeSystemVersion="1,1" displayName="
resultsInDeath”/> . '
{value xsi:type="BL" value="true”/>
"¢l— E.i.3 2a: Results in Death #1 —
{/observatien>
</autboundRelationship2>
<outboundRelaticnship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
<code code="21" codeSystem="2. 16. 840. 1. 113883, 3.989, 2. 1. 1. 19" codeSystexVersion="1.1" displayName="
isLifeThreatening”/>
<value xsi!type="BL” nullFlavor="NKI"/>
{l=- E.i.3.2b: Life Threatening #1 —>
{/observation> ’
</outbaundRelationship2>
<cutboundRelationship? typsCode="PERT">
<observation classCode="0BS” moodCode="EVN"> : ’
code code="33" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 19" codeSysten¥ersion="1,17 displayName="
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requiresInpatientHospitalization™/>
{value xsictype="BL" value="true"/>
¢l— E.i.3.2c? Caused / Prolonged Hosp1tal1satmn Bl —>
{/observation>
. {/outboundRelationshipZ>
{outboundRelationship2 typeCode="PERT™>
" {observation classCode="0BS" moodCode="EVN™> ‘
) <code codo="35" codeSystem="2. 16,840, 1. 113883, 3,989, 2. 1. L. 19" codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/> .
’ Cvalue xsi'type="BL” nullFlaver="NI*/>
¢l— E.i.3.2d: Disabling / Incepacitating #1—>
{fobservation>
¢/outboundRelationship2>
{outboundRelationship? typeCode="PERT™>
Cobservation classCode="0BS" moodCode="EVN">
{code code="12" codeSysten="2, 16, 840, 1. 113883, 3.98%. 2. 1. 1. 19" codaSystemVersion="1.1" displayName="
congeni talAnomalyBirthDefect”/> :
{value xsi:type="BL” nullFlavor=s"NI"/>
<]== E,1.3.2e’ Congenital Anomaly / Birth Defect &1 —>
{/ohservation>
<foutboundRelationship2>
{outboundRelationship2 typaCode="FERT™>
{observation elassCode="0BS™ moodCode="EVN™>
<code code="26" codeSystem="2. 16. 840, 1, 113883, 3, 989. 2. 1. 1. 19" codeSystexVersion="1.1" displayName="
otherMedicallyInportantCondition”/> -
: Cvalue xsi:type="BL" value="true”/>
¢} E. i, 3, 26 Other Medically Important Condition #1 —>
¢/observation> '
</autboundRelaticnship2>
{outboundRelationship? typeCode="PERT">
Cobservation classCode="0BS" mocdCode="EVN™> )
<code code="27" codeSystem="2. 16. 840, 1. 113883, 3,989. 2. 1. 1. 13" codeSystenVersion="1.17 displayName="
outcome”/>
¢value xsi:type="CE" code="E.i.7" codeSystem="2, 16.840. 1. 113883, 3. 986, 2, 1. 1, 11" codeSystenVersion="2.
o : ‘ '
-(!—j E.i.7: Outcome of Reactieh / Event at the Time of Lest Observation #—>
{/observation>
</outboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
(observation c¢lassCode="0BS" moodCode="EVN">
¢code code="24" codeSystem="2. 16. 840, 1, 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayNeme="
nedicalConfirmationByiealthProfessional”/>
. (value xsi:type="BL" value="true"/>
¢1— B, i.8: Wedical Confirmation by Healthcare Professional #1 —>
</observation>
¢/outboundRelationship2>
<outhoundRelationship? typeCode="PERT™>
{observation classCode="CBS" moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989.5. 1. 3.2, 1, 107 codeSystemVersion="1.0" displayName=

)

SR - BEEI/> .
<value xsi:type="CE” code="J2.14.i" codeSystem="2, 16,840, 1. 113883.3.980. 5. 1. 3.2, 1.8
codeSystemVersion="1.1"/> [
<}-- 888]2, 14, 1 Fefm - BEA #1 —>
</observation>
<foutboundRelationship2>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SE]">
{observation classCode="0BS" mocdCode="EVN">
' {id reot="2baa28d6-cYe8~4ebc-93c9-5b8E0L3142207/>
<code code="29" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystexVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS™>
(low value="200901017/>
¢l— E.i.4: Date of Start of Reaction / Event #2 —>
<width value="24" unit="B. 1 6b"/>
¢|— E.i,6a! Duration of Reaction / Event (number) #2 —>
¢!— B.i.6b: Duration of Reaction / Event (unit) #2 —>
{feffectiveTimed
<value xsiitype="CE" code="E, i, 2, 1b" codeSystem="2, 16. 840, 1. 113883, 6. 163" codeSystemVersion="E. i, 2, 1a™>
<l— E.i,2 1a! MedDRA Yersion for Reaction / Event #2 —>
¢l— E.i.2.1b: Reactiocn / Event (MedDRA code) #2 —>
CoriginalText language="E. i, l.1b™>E. i. 1. la/originalText>
¢l— E.i,1.1a! Reaction / Event as Reported by the Primary Source in Native Language #2 —>
¢l— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #2 —> :
{/value>
{location typeCode="LOC™>
{locatedBntity ¢lassCode="LOCE™>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="E.i.9" codeSystem="1.0,3166,1,2,27/>
{1— E.i.9: Identification of the Country Where the Reaction / Event Occurred #2 —>
{/locatedPlace> ' ’
</locatedEntity>
{/location>
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{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="30" codeSysten="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

reactionForTranslation”/>
{value xsi:type="ED">E. i. 1. 2{/value> .
{l— R.i.1.2: Reaction / Event as Reported by the Primary Source for Translation 2 —>
<{/observation> :
{/outboundRelationship2>
‘CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS™ moodCode="EYN">
<code cede="37" codeSystem="2, 16. 840, 1. 113883, 3.989. 2. 1. 1. 15" codeSystexVersion="1.1" displayName="

-

termHighlightedByReporter”™/> .
{value xsi:type="CE" cede="E.i.3.1" codeSystem="2, 16.840, 1, 113883, 3,989, 2,1, 1, 10" codeSystemVersion="
2.0°/ .
¢l— E.1.3.1:Term Highlighted by the Reporter §2 —»
. {fohservation>
</outboundRelaticnship2>
CoutboundRelationship? typeCode="PERT"> .
{observation classCode="QBS” moodCode="EVN™> :
{code code="34" codeSysten="2. 16. 840. 1. 113883, 3,989, 2,1, 1, [9” codeSystemVersion="1.1" displayName="
resultsInDeath”/>
{value xsi:type="BL" value="true”/>
¢l— E.i.3.2a! Results in Death §2 —>
{/chservation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS" mocdCode="EVN™>
{code code="21" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1, 197 codeSystenVersion="1,1" displayNeme="
isLifeThreatening”/>
<valte xsi:type="BL" nullFlaver="NI"/>
{l-- E,i.3.2b: Life Threatening #2 —>
{/observation>
</outboundRelationship2>
<outboundRelaticnship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
Ccode code="33" codeSysten="2. 16.840. 1. 113883, 3,989, 2, 1. 1, 16" codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/> '
<value xsi:type="BL” value="true”/>
{J=- E.i.3.2%c: Caused / Prolonged Hospitalisation #2 —>
{/observation>
¢/outboundRelatiehship2>
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"™>
{eode cods="35" codeSystem="2, 16, 840, 1, 113883, 3, 989, 2, 1. 1, 197 codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”™/>
<value xsi:type="BL" nullFlavor="NI"/>
<|—E.i.3,2d! Disabling / Incapacitating #2 —>
{/cbservation>
</outhoundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCede="0BS™ moodCode="EVN™>
{code code="12" codeSysten="2. 15, 849. 1. 113883, 3.986.2.1. 1. 197 codeSystenVersion="1.1" displayName="
congenital AnomalyBirthDefect™/> '
. {valte xsi:type="BL" mullFlavor="NI"/>
a ¢}— E.i.3.%: Congenital Anonaly / Birth Defect ¥2 -
{/observation>
{/outboundRelationshipZ>
{outboundRelationship2 typeCode="PERT™>
{observation ¢lassCode="0BS" moodCode="EVN"> .
<code code="26" codeSyster="2. 16, 840. 1. 113883, 3. 980. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
otherMedicallyInportantCondition”/>
{value xsittype="BL" value="true”/>
<l— E.i.3.2f: Other Medically lmportant Condition #2 -=>
{/observation>
<fouthoundRelationship2>
<outhoundRelationship2 typeCodex"PERT">
<ohservation classCode="0BS™ moodCode="EVN™>
{code code="271" codeSystem="2. 16. 840. 1. 113883. 3. 989.2. 1, 1, 18" codeSystemVersion="1, 1" displayName="
outcome”/> : ’
Cvalue xsiitype="CE” code="E. i. 7" codeSystem="2, 16,840, 1,.113883, 3,989, 2. 1. 1. 11" codeSystemVersion="2,
| 5]
¢l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #2 —>
{/abservation>
</outboundRelat ionship2>
CouthoundRelationship? typeCode="FERT™> .
{observation ¢lassCode="0BS” macdCode="EVN">
{eode code="24" codeSystem="2. 16, 840, 1, 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1,1" displayName="
medicalConfirmationByHealthProfessional”™/>
{value xsi:type="BL" value="true”/>
¢l— E.i.8: Medical Confirmation by Healthcare Professicnal #2 —>
{/chservation> :
</autboundRelationship2>
{outboundRelationship? typeCode="FPERT™>
{observation classCode="0BS" moodCode="EVN">
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. {cede code="11" codeSysten="2. 16. 840. 1. 113883, 3.989.5.1. 2.2, 1, 10" codeSystemVersion="1.0" displayName=
s - T :
<value xsiitype="CE” code="]2.14.1" codeSystem="2.16,840. 1, 113883, 3,989, 5,1,3,2. 1.8
codeSystenVersion="1. 17/>
<1— @iaJ2. 14. i s - BESD 2 >
{/observation>
</outboundRalationship2>
</observation>
¢/subjectif2>
{subject0f2 typeCode="SBJ™>
Cobservation classCode="0BS” moodCode="EVN™>
<id root="3a8626ch-9f1b-dea8-8a0f—e0ff34430adf"/>
{code code="29" codeSystem="2, 16, 840. 1, 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="reaction®/>

<effectiveTime xsi:type="IVL_TS">
Cwidth value="24" unit="E.i.6b"/>
<|— E.i.6a: Duratien of Reaction / Event (number) #3 —>
<!— E.i.6b: Duration of Reaction / Event (unit) #3 —>
¢high value="20101281"/>
¢l=~ E.i.5: Date of End of Reaction / Event #3 —>
{feffectiveTime>
<value xsi:type="CE” code="E i. 2, 1b" codeSystem— 2.16. 840 1. 113883, 6, 163”7 codeSystemVersmn— B.i.2.1a">
¢1== E,i.2. 1a! MedDRA Version for Reaction / Event #3 -—>
¢]— E.i.2.1b: Reaction / Event {MedDRA code) #3 —>
{originalText language="8, i.1.1b">E. i L. 1a¢/originalText>
¢!— B.i.1.la: Reaction / Event as Reported by the Frimary Source in Native Language #3 —>
¢1— B.i.1.1b: Reaction / Bvent as Reported by the Primary Source Language #3 —>
</value> ‘
<location typeCode="LOC™>
<locatedBntity classCode="LOCE™> .
¢locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="F.1.9" codeSystem="10.3166.1.2.27/>
<l— E,i.9! Identification of the Country Where the Reaction / Event Occurred #3 ~—>
¢/locatedPlace?
</locatedEntity>
{/location)
<outboundRelationshipZ typeCode="PERT">
{chbservation classCode="0BS" moodCode="EVN"> .
<code code="30" codeSystem="2. 16, 84¢. 1. 113883, 3,989. 2. 1. 1. 197 codeSystenVersion="1.1" displayName="
reactionForTranslation™/>
<value xsi:type="ED™)E. i.1.2¢/value>
¢l B.i.1.2: Reaction / Event as Reported by the Primary Source for Trsnslation #3 —>
{/observation> ’
¢/outboundRelationship2>
<outboundRelaticnship? typeCoda="PERT">
{observation classCode="0BS" mocdCodes"EVN™>
Ceode code="37" codeSystem="2, 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
ternHighlightedByReporter”/> '
<value xsi:type="CE” code="E.i.3.1" codeSystem="2. 16,840, 1, 113883.3.989. 2. 1. 1. 10" codeSystemVersion="
.07/
¢l== E,i.3.1:Term Highlighted by the Reporter #3 -->
{/observation?
</outhoundRelationship2>
<outborndRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
<ocade code="34" codeSystem="2, 16.840. 1. 113883.3.989.2. 1. L. 19" codeSystemVersion="1, 17 displayName="
resultsInDeath”/> .
<value xsiitypex"BL” value="true”™/>
¢l E,1.3.2a° Results in Death #3 —>
</observation>
</outbcundRelaticnship2>
<cutboundRelationship2 typeCode="PERT >
<observation elassCode="0BS” moodCode="EVN"> '
{code code="21" codeSystem="2. 16, 840, 1. 113883, 3, 989, 2. . 1. 19" codeSystemVersion="1, 1" displayName="
isLifeThreatening”/> ) -
<value xsi:type="BL” nullPFlavor="NI"/>
{l— E.i.3.%b: Life Threatening #3 —>
<{/observation®
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS™ meodCode="EVYN™>
{code code="33" codeSystem="2. 16. 840. 1. 113883. 3. 689. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
requiresInpatientHospitalization™/> :
¢valee xsittype="BL” value="true"/>
¢1— E.i.3. 2 Caused / Prolenged Hospitalisation #3 -
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™> .
Cobservation classCode="0B$* moodCode="EVN" )
- {code code="35" codeSystem="2, 16, 840. 1, 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1,17 displayNane="
resultsInPersistentOrSignificantDisability™/>
<value xsi:type="BL" nullFlavor="NI"/>
¢l— E.i.3.2d: Disabling / Incapacitating #3 ——>
<{/observation>
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congenitaldnomalyBirthDefect”/>

otherMedicallyTmportantCondition™/>

outcome” />

o7/

medicalConfirmationByHealthProfessional”/>

"4 - B>

codeSystemVersion="1.1"/>

{/outboundRelatienship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="12" codeSystem="2. 16, 840, 1, 113883, 3,989, 2, 1. 1. 19" codeSystemVersion="1.1" displayName=""'

{value xsi:type="BL” null¥lavor="NI"/>
¢1=- B.i.3.2¢: Congenital Anomaly / Birth Defect #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS™ moodCode="EVN">
{code code="26" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 197 codeSystemVersion="1. 1" displayName="

<value xsi:type="BL" value="true”/>
<!— E. 1.3.2f: Other Medically Important Condition #3 —>
{/observation>
</outboundRelationship2> )
<outboundRelationship2 typeCode="PERT™>
{abservation classCode="0BS" mocdCode="EVN">
{code code="27" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. 1. 1. 18" codeSystemVersion="1.1" displayNeme="

13

{value xsi:type="CE” code="E.i.7" codeSystem="2.16.840. 1. 113883.3.989.2.1. 1. 11" codeSystenVersion="2.

{}w= E.i.7: Outcome of Reaction / Event at the Time of Last Observation #3 —
</observation>
{/foutboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode#"0BS” moodCode="EYN")>
<eode code="24" codeSystem="2. 16. B40. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1,1" displayName="

<valee xsi:type="BL” value="true”/>
¢{1— E.i.B: Medical Confirmation by Healthcare Professional #3 —>
{/observation> :
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observatioch classCede="0BS" moodCode="EVN™>

{code code="11" codeSystem="2, 16, B40. 1, 113883, 3,989, 5. 1. 3. 2. L 10" codeSystenVersion="1.0" displayName=

<value xsi:type="CE” code="]2.14.i" codeSystem="2. 16, 840. 1. 113883.3.989.5.1,3.2, 1.8

<l— @@8J2. 14.1 HM - Bw #3 —>
{/observation® :
</outboundRelationship2>

{/cbservation>
</subject0f2>
<subject0f2 typeCode="SB]">
{observation classCode="0BS™ moodCode="EVN">

reactionForTranslation”/>

<id root="2e99840f~08b4-499c-B0F f-ddB416£4£8ab"/>

{code code="29" codeSystem="2. 16, B40. 1. 113883. 3. 989, 2, 1, 1, 19” codeSystemVersion="1, 1" displayName="reaction”/>

<effectiveTime xsiitype="SXPR_TS™>
{comp xsi:type="IVL_TS™>
<low value="20080101"/> .
{!— E.i.4: Date of Start of Reaction / Event #4 —>
<high value="20101201"/>
¢|— E.i.5: Date of End of Reaction / Event #{ ==
{/eonp>
{comp xsi:type="IVL_TS" operator="A"}
<width values”24” unit="g. i.6b"/>
¢)— E.{.6a: Duration of Reaction / Event (numher) H4 —~>
{}— B.i.6h: Duration of Reaction / Event (unit) #4 —
¢/comp>
</effectiveTime> .
<value xsi:type="CE" code="E,1i, 2, 1b" codeSystem="2, 16, 840, 1, 113883, 6, 163" codeSystemVersion="E. i. 2. 1a™>
¢]— E.i.2.1a: MedDRA Version for Reaction / Bvent #4 —>
¢1— E.i. 2, 1b: Reaction / Event (MedDRA code) #4 —>
{originalText language="E,i.l. 1b6™>E.i. 1. la$/originalText>
¢}== E. i, 1. 1a: Reaction / Event as Reported by the Primary Source in Native Language 4 —>
{]— E.i.1.1b: Reaction / Event as Reperted by the Primary Source Language #4 -=>
</value>
<location typeCode="LOC™>
¢locatedEntity classCode="LOCE™> )
(locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="E.i.9" codeSystem="1,0, 3166.1.2,2"/>
{}== B.i.9: Identification of the Country Where the Reaction / Event Gocurred #4 —>
¢/locatedPlace>
{/locatedEntity>
</location>
<outhoundRelationship2 typeCode="FERT">
<observation classCode="0BS" moodCode="EVN"> )
{code code="30" codeSystem="2, 16, 240, 1, 113683, 3,989, 2, 1, 1. 19" codeSystemVersion="1.17 displayName="

<value xsi:type="ED™>E. i. 1. 2¢/value> )
¢l E.i,1,2: Reacticn / Event as Reported by the Primary Source for Translation #4 —>
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{/ohservation>
</outhoundfelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation ¢lassCode="0BS" moodCode="EVN™> '
<code code="37" codeSystem="2, 16, 840, 1, 113883, 3.989. 2. 1. 1. 18" codeSystemVersion="1.1" displayName="
termHighlightedByReporter™/> ’
. <value xsi:type="CE" code="E.1.3.1% codeSystem="2,16, 840. 1. 113883, 3,989, 2, 1, 1, 10" codeSystemVersion="
207/
¢l=- B.i,3,1:Tern Highlighted by the Reporter iid —>
</ohservation>
{/outboundRelationship2>
<cutboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" mocdCode="EVN™>

¢eode code="34" codeSystem="2. 16. 840, 1. 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayNeme="

resultsInDeath”/>
<yales xsiitype="BL" value="true™/>
<}— B.i.3.2a: Results in Death #4 —>
{fobservation>
{/outboundRelationship2>
<outboundRelationshin? typeCode="PERi™>
{ohservation classCode="0BS" moodCode="EVN">
<code code="21" codeSystem="2. 16. B40. 1. 113883 3, 989, 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="
isLifeThreatening”/>
<value xsi:type="BL" nullFlaver="NI%/>
bew B, 1,3,2b! Life Threatening #4 —>
{/observation>
{/outhoundRelationship2>
{outboundRelatictiship? typeCode="PERT™>
Cohservation classCode="0BS” moodCode="EVN">
<code code="33" codeSysten="2. 16, 840, I, 113883. 3.989.2.1. 1. 19

-

codeSystenVersion="1.1" displayName="
requiresInpatientHospitalization™/>
. {value xsi:type="BL" value="true"/>
¢l~~ E,i,3.2c: Caused / Prolonged Hospitalisation #4 —>
</cbservation)
<feutboundRelationship2>
{outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
{code code="35" codeSystem="2, 16, 840. 1. 113883.3.989.2. 1. 1, 19

codeSystenVersion="1, 1° displayName="
resultsInPersistentOrSignificantDisability”/>
) <value xsiitype="BL" nullFlavor="NI"/>

<!— E.i.3.2d: Disabling / Incapacitating 4 —>
{/ohservation
</outbhoundRelationship2>
{outboundRelationship2 typeCode="FERT">

¢observation classCode="0BS" moodCode="EVN"> .

Ccode code="12" codeSystem="2. 16, 840, 1, 113883, 3,989. 2. 1. 1. 19" codeSysterVersion="1. 1

.

-

displayName="
cohgenitalAnonalyBirthDefect™/>
: {value xsi:type="BL” nullFlaver="NI"/>
¢1-- E.i.3.2¢! Congenital Anomaly / Birth Defect 4 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{ehservation elassCode="0BS" moodCode="EYN"> .
<code code="26" codeSystem="2, 16, B40. 1. 113883, 3. 989. 2. 1. L. 19" codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition”/>
' <value xsi:type="BL” value="true®/>
<~ E.1.3.2f: Other Medically Important Condition #4 —>
{/observation>
</outboundRelationship2>
<outbourdRelationship? typeCode="PERT™>
{ehservation classCode="0BS" moadCode="EVN"> .
<code code="27" codeSystem="2, 16, 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
outcome” />
<valte xsi:type="CE” code="E.i.7" codeSysten="2.16.840. 1. 113883, 3,989, 2. 1. 1. 117 codeSystemVersion="2
0"/ .
{l— E.1.7: Outcome of Reaction / Event at the Time of Last Observation f#4 >
{/observatiocn>
</outhoundRelationship2>
<outboundRelationship? typeCode="PERT">
{ohservation classCode="0BS" moodCode="EVN™>
{cade dode="24" codeSystem="2. 16. 840, 1, 113683, 3, 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayNeme="
medicalConfirmationByHealthProfessional”™/> '
¢value xsi:type="BL" value="true”/>
{!— E.i.B: Medical Confirmation by Healthcare Professional #4 -->
{fobservation>
{/outboundRelationship2>
<outboundRelaticnship2 typeCode="PERT™>
{observation classCode="CES” moodCode="EVN">
¢code code="11" codeSystem="2. 16. 840, 1. 113882, 3, 989, 5. 1. 3. 2. 1. 10 codeSystemVersion="1.0" displayName=
A5 - BT/ T
<value xsi:type="CE" code=")2, 14. 1" codeSystem="2. 16, 840, 1. 113883.3.989.5.1.3.2.1.8"
codeSystenVersion="1. 17/>
<1— 8@aJ2. 14. i Ko - BE5n #4 >

{/observation>
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{/outboundRelationship2>
¢/observation>
{/subjectOf2>
<subject0f2 typeCode="SB]">
{observation classCode="0BS" moodCode="BVN">
* ¢id root="1071064c~cf10-4a3k-83c1-34f0ddbTentd” />
<code code="20" codeSystef’Z. 16, 840, 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

CoffectiveTime xsi:type="IVL_TS™>
{low value="20090101"/>
{l— E.i.4: Date of Start of Reaction / Event #5 —>
&/effectiveTime> ’ .
<value xsittype="CE" code="E.1i.Z.1b" codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystemVersion="E. i.2.1a™>
¢l— E.i.2.1a! MedDRA Version for Reaction / Event #5 —>
¢l== B.i.2. 1b: Reaction / Event (MedDRA code} #5 —>
<originalText language="E, i, 1, 1b">E. 1.1, la¢/originalText>
<}~ E.1.1. la: Reactich / Event as Reported by the Primary Source in Native Language #5 —>
<!— BE.1i.1, 1b: Reaction / Event as Reported by the Primary Source Language #5 —>
</valuey
<location typeCode="LGC™>
+ <locatedEntity classCade="LOCE™>
{locatedPlace classCode="COUNTRY" determinerCode="INSTANCE™>
Ccodo code="E.1,98" codeSystem="1,0, 3166.1.2,2"/>
¢}— E.1.9: Identification of the Cnl.zntry Where the Reaction / Event Occurred #5 —>
{/locatedPlace> .
¢/locatedEntity>
{/location>
<outboundRelaticnship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN" >
Ccode code="30" codeSystem="2, 16, 840, 1. 113883, 3. 985, 2, 1, 1, 19" codeSystemVersion="1,1” displayName="

1

reactionFerTranslation”/>
{value xsi:type="ED">E.i. 1. 2</value>
¢l== E.i.1.2: Reaction / Event as Reported by the anary Source for Translation #5 —>
</observation)
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN™> .
<code code="37" codeSysten="2. 16. 840. 1. 113883. 3.988. 2. 1. 1. 18" codeSystemVersion="1.1" displayName="
termHighlightedByReporter”/>
{value xsiitype="CE" code="E.i.3.1" codeSystem="2, 16, 840, 1. 113883, 3.989,2, 1, 1, 107 codeSystenVersion="
2,07/
{l— E.i.3. L:Term Highlighted by the Reporter #5 —>
{/observation>
</outboundRelaticnship2>
CoutboundRelationshin? typeCode="PERT™>
¢observation classCode="0BS™ moodCode="EVN™>
Ceode code="34" codeSystem="2, 16, 840, 1, 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="
resultsInDeath”/>
<value xsiitype="BL" value="true”/> .
{l== E. i, 3. 2a: Results in Death #5 —>
</observation)
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN™>
{code code="21" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
isLifeThreatening”/>

¢value xsi:type="BL" mullFlavor="NI"/> .
{1=- E.i. 3, 2b: Life Threatemng #5 ~=>
</observation>

</outboundRelationship2>
<autboundRelationship2 typeCode="PERT™>
Cobservation classCode="0BS" moodCode="EVN™>
Ccode code="33" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. i§” codeSystenVersion="1.1" displayName="
requiresInpatientHospitalization®/> .
<value xsi:type="BL" value="true”/>
<l— E.i.3.2¢: Caused / Prolenged Hospitalisation #5 —>
{/observation>
{foutboundRelationship2?
<outbeundRelationship? typeCode="PERT">
{chservation classCode="0BS" moodCode="EVN™>
. ) <code code="35" codeSystem="2, 16, 840, 1, 113883, 3,989, 2, 1, 1. 19" codeSystemVersion="1, 1" displayName="
resultsInPersistentOrSignificantDisability”/> '
<value xsiitype="BL" nullFlaver="NI"/>
¢[— E.i.3.2d! Disabling / Incapacitating #5 —>
{/observation>
</outhoundRelationship2)
<ouitboundRelationship2 typeCode="FERT">
{observatioh classCede="0BS" moodCode="EVN">
Ceode code="12" codeSystem="2, 16, 840, 1, 113883, 3, 989, 2 1.1, 19" codeSystemVersion="1, 17 displayName="
congenital AnomalyBirthDefect”/>
<yalue xsi:type="BL” nullFlavnr— NI"/>
¢[-— E, i.3. 2 Congenital Anomaly / Birth Defect #5 —>
* </observation>
</outboundRelationship2>
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<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" mocdCode="EVN">
¢eode code="26" codeSystem="2. 16,840, 1, 113883, 3, 989, 2, 1, 1, 19" codeSystemVersion="1, 1" displayName="
otherMedicallyImportantCondition™/>
¢value xsi:types"BL” value="true”/>
¢1== B, i,3, 2f: Other Medically Important Cenditien #5 —>
{/observation?
</outboundRelationship2>
ZoutboundRelationship? typeCodew™FERT™>
{observation classCode="0BS™ moodCode="EVN™>
<code code="27" codeSysten="2. 16, 840, 1. 113883. 3, 989, 2, 1. 1. 19" codeSystemVersion="1. 17 displayName="
cutcome™/> :
<value xsi:type="CE" code="E.i.7" codeSystem="2, 16, 840, 1, 113883. 3. 989. 2. 1. 1. 11" codeSystemVersion="2.
[ 5]
! ¢I—= E,i.7: Qutcome of Reaction / Event at the Time of Last Observatwn 5 —-=>
</observation)
</outboundRelationship2>
{outboundRelaticnship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
Ceode code="24" codeSysten="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemYersion="1. 1" displayName="
medicalConfirmationByHealthProfessional”/>
{value xsi:type="BL" value="true”/>
1=~ B {.8: Medical Confirmation by Healtheare Professional #3 —>
</ohservation>
{/outboundRelationship2>
<outboundRelationship2? typeCode="PERT™>
Cobservation classCode="0BS" moodCode="EVN™>
<code code="11" codeSysten="2. 16. 840. 1. 113883, 3.989. 5, 1. 3. 2. 1. 107 - codeSystemVersion="1.0" displayName=
k0 - BEkn/>
¢value xsi:type="CE” code="J2.14.1" codeSystem="2.186. 840, {, 113883, 3,988.5.1. 3.2, 1.8"
codeSystemVersion="1.17/> ) :
<1~ 88872, 14, i K - BB #5 —
</observation>
{/outboundRelationshir2>
{/observation>
{/subjectOf2>
¢subject0f2 typeCode="SB]">
{chbservation classCode="0BS" moodCode="BVN"™> -
{id root="1f327283-10b6-4334-9d43-e925640fb181 />
{code code="20" codeSystem— 2. 16, 840, 1. 113883, 3, 089, 2. 1. 1. 197 codeSystemVersion=" 1 1" displayName="reaction”/>

<effectiveTime xsi:type= IVL 15"
<high value="200801017/>
<!== E.1i,4: Date of Start of Reaction / Event #6 —>
</effectiveTimel
(value xsittype="CE” code="E.i. 2, 1b" codeSystem- 2. 16. 840. 1. 113883, 6, 1637 codeSystemVersion="E. i, 2, 1a™>
¢l-= E.i.2.1a! MedDRA Version for Reaction / Event #5 —>
<!— B.i.2.1b: Reaction / Event (MedDRA code} #& —>
CoriginalText language="E.1i. 1. 1b")E. i.1.lal/originalText>
{!— B.1i,1.1a: Reaction / Event as Reported by the Primary Source in Native Language #6 —>’
. «l== B i.1.1b: Reaction / Bvent as Reported by the Primary Source Language H6 -~>
</valuer
<lacation typeCode="LOC™>
¢locatedEntity classCode="LOCE™>
{locatedPlace classCode="COUNTRY" determinerCode="INSTANCE™>
<code code="E, i,9" codeSystem="1.0, 3166, 1,2.27/>
¢!— B.i.9: Identification of the Country Where the Reaction / Event Occurred #6 —>
. </locatedPlace>
¢/locatedEntity>
¢{/location®
<outhoundRelationship2 typeCods="PERT">
{observation classCode="0BS” maodCade="EVN">
{code code="30" codeSystem="2. 16, 840, 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersmn— 1,17 displayName="
reactionForTranslation”/>
<value xsi:type="BED™ME. i. 1. 2¢/value>
¢1— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #6 —>
</observation>
{/outboundRelationship2>
<outboundRelationship? typeCode="PERI">
{ehservation classCode="0BS” moodCode="EVN™> .
{code code="37" codeSystem="2, 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
termiighlightedByReporter”/> : .
(value isiitype="CE” code="E.1i.3.17 codeSystem="2.16. 840. 1. 113883, 3. 989, 2, 1, 1, 10" codeSystemVersion="
207/ : ’
¢l— B.1.3.1:Term Highlighted by the Reporter #6 —>
¢/observation>
{/outboundRelationship2>
ContboundRelationship2 typeCode="PERT">
{chservation classCode="0BS" moodCode="EVN™>
{code code="34" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1, 1*.displayName="
resultsInDeath”™/>
<value xsi:type="BL" value="true"/>
<}|— E.i.3.2a: Results in Death #6 —¥
{/chservation®
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</outboundRelationship2>
{outboundRelationship? typeCode="PERT"> ’
{observation classCede="0BS" moodCode="EYN">
{code code="21" codeSystem="2, 15, 240, 1, 115883, 3,989, 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="
isLifeThreatening”/> . ‘ ' '
¢value xsi:type="BL" nullFlavor="NI"/>
¢l== B.i.3.2b: Life Threatening #6 —>
¢/observation>
<foutboundRelationship2>
<outboundRelationship? typeCode="PERT">
" <observation classCode="0B5" mocdCode="EVN™>
<code code="33" codeSystem="2, 16, 840, 1, 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/> . Lo
" {value xsiitype="BL" value="true”/>
{I== E.i.3.2c: Coused / Prolonged Hospitalisation #6 —>
{/observation>
{foutboundRelationship2>
{outbounditelationship? typeCode="PERT">
<observation classCode="0BS" moodCode="EVN"}

{code code="36" codeSystem="2. 16. 840, 1, 113883, 3, 989, 2, L. 1. 19" codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
) <value xsi:type="BL” nullFlavax="NI"/>

<l==E, i, 3. 2d: Disabling / Incapacitating #6 —>
</observation>
¢/outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{abservation classCode="0BS” moodCode="EVN">
Ccode code="12" codeSysten="2. 16. 840. 1. 113883. 3, 989. 2. 1. 1, 19" codeSystemVersion="1,1" displayName="
congenitalAnomalyBirthDefect”™/>
) Avalue xsiitypes"BL” nullFlavor="NI"/>
¢]— E.i.3.2e! Congenital Anomaly / Birth Defect #6 ==
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS™ moodCade="EYN">
<code code="26" codeSystem="2, 16, 840, 1, 113883, 3,989, 2, 1. 1. 19" codeSystemVersion="1.1" displayName="
otherMedicallyImportantCondition” /> .
<value xsi:type="BL” value="true”/>

¢l— E.i.3.2f: Other Medically Important Cond1t10n #6 —>

</absexvation>

¢/outboundRelationship2>

<outboundRelationship2 typeCode="PERT">
{chservation classCode="0BS" moodCode="EVN">.

<code code="27" codeSystem="2, 16, 840, 1, 113883, 3,989, 2, 1. 1, 19" codeSystemVersion="1.1" displayName="

outcome”/>
<value xsiitype="CE” code="E.1.7" codeSysten="2, 16. 840, 1, 113881, 3,989, 2, 1, 1, 11" cedeSystenVersion="2.
0"
¢|— B.i.7: Qutcene of Reaction / Event at the Time of Last Observation #6 -
{/observation>
<foutboundRelationship2>
<outbounditelationship2 typeCode="FERT">
<observation ¢classCode="0BS" mocdCode="EVN™>
{code code="24" codeSysten="2, 16. 840, 1. 113883, 3,089, 2, 1. 1. 197 ecodeSystemVersion="1.1* displayName="
medicalConfirmationByHealthProfessicnal™/> : .
: {value xsi:type="BL" value="true"/>
<l-= BE.i.8: Medical Confirmation by Healthcare Prafessmnal #6 —>
{/observation> .
¢/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
{code code="11" codeSystem="2. 16. B40. 1. 113883, 3,689, 5. 1. 3.2, 1. 10" codeSystemVersion="1.0* displayName=
"sRsn - BEEN" /> )
<value xsi:type="CE" code="J2, 14.i" codeSystem="2, 16, 840, 1, 113883, 3, 989,5, 1,3,2,1,8"
codeSystenVersion="1.1"/> '
<l— gaeJz. 141 K - BEA #6 —
{/observation>
</outboundRelationship2>
{/abservation®
</subject0f2>
¢subjectdf2 typeCode="5BJ">
{observation classCode="0BS" moodCodes="EVYN"> .
¢id root="e0342069-38be-423f-b6bb-celdbc27948e" />
<code code="29" codeSysten="2. 16.840. 1. 113883.3.989. 2. 1. 1. 19" codeSystemYersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS™>
Cwidth value="24" unit="E, i.6b"/>
¢]1— E.i.6a‘ Duration of Reaction / Event (number} #7 —>
{1— B.i.fb: Duration of Reaction / BEvent (unit) #7 ~~>
</effectiveTime>
<value xsi‘type="CE” code="E.i.2.1b" codeSystem="2, 16, 8B40, 1. 113883, 6. 163" codeSystemVersion="E. i. 2.1a™>
{1— E.i.2. 1a: YedDRA Version for Reaction / Event #7 —>
¢l— E.i.2.1b: Reaction / Event {¥edDRA code) #7 —>
{originalText language="E.i.1.1b™)E. 1.1, 1a¢/originalText>
¢l=- E.i.1,1a! Reaction / Event as Reported by the Primary Source in Native Language #7 —>
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{l= E.i, 1. 1b: Reaction / Event as Reported by the Primary Source Language #7 —>
. <{/value>
<location typeCode="LOC™>
<lacatedEntity classCode="LOCE">
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="E.1.9" codeSystem="1.0.3166.1.2,2°/>
¢!— E.i.9! Identification of the Country Where.the Reaction / Bvent Occurred #7 —>
</locatedPlace)
</locatedEntity>
¢/location® .
¢outboundRelationship2 typeCode="FERT"> ,
{observation classCode="0BS" mocdCode="EVN™>
Scode code="30" codeSysten="2. 16.840. 1. 113883, 3,988, 2. 1. 1, 19" codeSysten¥ersion="1. 1" displayName="
reactionForTranslation”/> -
<value xsi:type="ED")E. i. 1. 2¢{/value>
¢|-- E.1i,1.2: Reaction / Event as Reported by the Primary Source for Translation #7 ——>
{/cbservation>
</outhoundRelationship2>
<putboundRelationship2 typeCode="PERT™>
{observation elassCode="0BS" moadCode="E¥YN™> .
(code code="37" codeSystem="2, 16, 840, 1, 113883, 3.989. 2. 1. 1. 18" codeSystenVersion="1,1" displayName="
termBighlightedByReporter”/>
. ¢value xsittype="CE” code="B.i.3.1" codeSystem="2.16.840. 1. 113883, 3. 989. 2. 1. 1. 10" codeSystemVersion="
2.0°/ .
¢1— B.1.3.1:Term Highlighted by the Reporter #7 -
{/observation>
</outboundRelationship2>
{outboundRelaticnship2 typeCode="PERT™>
<cbservation classCode="0BS" moodCode="EVN™>
<code code="34" codeSysten="2, 16, 840, 1. 113883, 3. 98%. 2. [. 1, 19" codeSystenVersion="1.1

-

displayName="
resultsInDeath”/>
<value xsi:type="BL" value="true”/>
¢}— E.i.3.2a: Results in Death #7 —>
{/observation>
<¢/outboundRelationship2>
. {outhoundRelationship2 typeCode="PERT™>
{abservaiion classCode="0BS" moadCode="EVN™> ,
<code code="21" codeSysten="2. 16. 840. 1. 113683. 3. 989, 2. 1, 1. 197 codeSystemVersion="1. 1

-

. displayName=",
isLifeThreatening”/> .
<value xsi:type="BL™ nullFlavor="NI"/>
¢Il— B.i.3.2b: Life Threatening #7 —>
{/observation> '
"¢/outboundRelaticnship2>
<outboundRelationship2 typeCode="FERT™>
<observation classCode="0BS" moodCade="EVN">
- <code code="33" codeSystem="2, 16, 840, 1, 113883.3.580,.2.1.1.19

requiresInpatientlospitalization™/>

-

codeSystenVersion="1, 17 displayName="

<value xsi:type="BL" value="true”/>
¢l B.i.3. 20t Caused / Prolonged Hospitalization #7 —>
¢/abservation?
<(/outboundRelationship2>
{outboundRelationship2 typeCode="FERT">
{observation classCode="0BS" moodCode="EVN™>
{code code="35" codeSysten="2. 16. 840. 1. 113883, 3.989. 2, 1, 1. 19" codeSystemVersion="1.1” displayName="
resultsInPersistentOrSignificantbisability”/> .
: ’ ) ¢value xsi:type="BL” nullFlavor="NI"/>
<!— B.i.3.2d: Disabling / Incapacitating #7 —>
</observation>
<foutboundRelationship2>
<outbeundRelationship2 typeCode="FERT">
+ {observation classCode="0BS" moodCode="EVN">
<code code="12" codeSystem="2, 16. B40. 1. 113883, 3.989. 2. L. 1, 18" codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect™/>
<value xsi:type="BL" nullFlaver="NI"/>
}=~ E,i.3,2e: Congenital Anomaly / Birth Defect &7 —>
</observation> '
</outboundRelationship2>
{outhoundRelaticnship? typeCode="PERT™>
{observation classCode="0BS" meodCode="EVN™>
{code code="26" codeSysten="2. 16. 840, 1, 113883, 3,989, 2. 1. 1, 197 codeSystenVersion="1.1" displayName="
otherMedieallylnpartantCondition”/> .
: <value xsiitype="BL" value="true”/>
¢l— E.i.3.2f: Other Medically Important Condition #7 —>
{/observation>
</outhoundRelationship2> .
<outhoundRelationship2 typeCode="FPERT">
{observation classCode="0BS" moodCode="EVN">
<code code="27" codeSysten="2. 16. 840, 1. 113883, 3,989, 2,1, 1, 19" codeSystemVersion="1. 1" disnlayName="
outcome”/> .
’ 4 <value xsi:type="CE” codes"R, i, 7" codeSystem="2. 16.840. 1. 113883, 3.989. 2. 1. 1. 11" codeSystemVersion="2.
0"/ .
¢!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #7 -->
{/observation?
¢/outboundRelationship2>
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{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS" moodCode="EVN">
<code code="24" codeSysten="2. 16, 840, 1, 113883, 3.989, 2, 1. 1. 19”7 codeSystemVersion="1. 1" displayName="
medicalConfirmationByHealthProfessional”/» -
’ {valug xsi:itype="BL" value="true"/>
<!— E. i.8: Medical Confirmaticn by Healthcare Professmnal #—
¢/cbservation>
{/outboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EYN">
Ccode code="11" codeSysten="2, 16, 840, 1. 113883.3,989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1.0" displayName=
“RE - Bt ) :
) <value xsi:type="CE" code="]2, 14, i" codeSystem="2. 16. 840, 1. 113883.3.989.5.1.3.2. 1.8
codeSystenVersion="1,1°/>
: <1— 2e8eJ2. 14. 1 A - BEA #T —
{/observation>
</outboundRelationship2>
</cbservation’
{/subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS" moodCode="EVN">
{id roet= ﬂ15'b5092-8070-426d-af04-636325344380'/ >
¢eode code="29" codeSystem="2. 16.840. 1. 113883.3. 985. 2. 1. 1. 19" codeSystemVersion=" 1 1" displayName="reaction™/>

(effectiveTine xsi:tyi:e='5XPR_‘l‘S'>
+ {ecomp xeiltype="IVL_T5">
{low value="200901017/>
¢1-- E, i, 4: Date of Start of Reaction / Event {8 —>
<width value="24" unit="E. 1. 6b"/>
¢!— E. i, 6a: Duration of Reaction / Event (number) #8 —>
¢}~~ E, i,6b: Duration of Reaction / Event {unit) #8 -->
</comp>
{comp xsi:type="IVL_TS" operatcr="A">
<high value="20101201"/>
¢!— E.1.5: Date of End of Reactich / Event #8 —>
</comp?
{/effectiveTime> .
Cyalue xsi:itype="CE" code="E, i, 2, 1b” codeSystem="2, 16, B40. I, 113883. 6, 163" codeSystemVersion="E, i. 2, 1a™>
¢|— E.i.2. la: MedDRA Version for Reaction / Event #8 —>
¢l— E.i.2. 1b: Reaction / Event (MedDRA code) #8 —>
{originalText language="E, i, 1, 1b">E, i. 1, 1a{/originalText>
" ¢l— E.i.1.1a! Reaction / Event as Reported by the Primary Source in Native Language #8 —>
<l-- E.i.1, 1b: Reasction / Event as Reported by the Primary Source Language H#8 —>
</valuey
<location typeCode="LOC™>
{locatedEntity classCede="LOCE">
{locatedPlace classCode="COUNTRY”™ determinerCode="INSTANCE™>
{code code="E, i,9” codeSystem="1,0, 3166.1,2,27/>
<l— B.i.9: Identification of the Country Where the Reaction / Event Occurred #§ —>
</locatedPlace>
{/locatedEntity>
\ </location>
. <outboundRelationship2 typeCode="PERT™> '
{observation classCode="0BS" moodCode="EVN™>
Ccode code="30" codeSystem="2. 16, B40, 1, 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
reactionForTranslation”/>
<value xsiitype="ED"JE.i. 1. 2¢/value>
¢!—E.i.1.2: Reaction / Event as Reported by the Prunary Source for Translation #8 —>
</ohservation>
{/outboundRelat ionshipZ>
<outboundRelationship? typeCode="PERT">
{observation classCede="0BS" moodCode="EVN™>
<code code="37" codeSystem="2, 16, 840, 1, 113883, 3,989, 2, 1. 1, 19" codeSystemVersion="1,1" displayName="
termHighlightedByReperter™/> ‘
<value xsi:type="CE” code="E, i.3.1" cedeSystem="2, 16, 840, 1, 113883, 3, 989, 2. 1, 1. 107 codeSystenVersion="

2.0/
¢l— E.i.3. l:iTorm RHighlighted by the Reporter #8 ~>
¢/observation®>
{/outboundRelat ionship2»
CoutbhoundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN"> .
‘ Ccode code="34" codeSystem="2. 16, 840, 1, 113883, 3, 089. 2. 1. 1. 197 codeSystenVersion="1.1" displayName="
resultsInDeath”/>
{value xsi:type="BL” value="true“/>
{l-- E,i.3.2a! Results in Death #8 —>
{/observation>
{/outboundRelationship2>
<outboundRelaticnship2 typeCode="PERT™>
{abservation classCode="0BS" moodCode="EVN">
o Ceode code="21" codeSystem="2, 16, 840, 1, 113883, 3, 589. 2, 1. 1, 18" codeSystemVersion="1, 1" displayName="
isLifeThreatening”/>

{valve xsi:type="BL" nullFlavor="NI"/>
¢l~= E, i.3,2b: Life Threatening 8 —>
£/abservation?

_19_



</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCede="EVN">
{code code="33" codeSysten="2. 16. 840. 1. 113883, 3. 989, 2.1, 1, 19" codeSystemVersion="1. 17 displayName="
requiresInpatientHospitalization”/> .
<yalue xsiitype="DBL” value="true”/>
¢l== B.i,3,2c: Caused / Prolonged Hospitalisation #8 ——>
. {/abservation>
</outbaundRelatienship2>
CoutboundRelationship2 typeCode="PERT™>
{observation classCodes"0BS” moodCode="EVN™>
<code code="35" codeSystem="2. 16. 840. 1. 113883 3.980.2,1.1.197 codeSystemVersion='l.1

. displayName="
resultsInPersistentOrSignificantDisability”™/>
¢value xsiitype="BL" nullFlavor="NI"/>
¢!— B.i.3.2d: Disabling / Incapacitating #8 ——>
{/observation>
</outboundRelationship2>
<autboundRelationship2 typeCode="PERT">
{chservation classCode="0BS" mocdCode="EVN"> .
{code code="12" codeSystem="2, 16, 840. 1. 113683, 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="
congenitalAnomalyBirthDefect™/> - .
» {value xsi:type="BL" nullFlavor="NI"/>
¢l— E.i.3.2e: Congenital Anomaly / Birth Defect #8 ~->
{/observation>
{/outboundRelationship2>
¢outhoundRelatichship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN™>
{code code="26" codeSysten="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 19” codeSystenVersion="1.1" displayName="
otherMedicallyImportantCondition”/> .
<value xsiitype="BEL" valus="true”/>
<|— E.i.3.2f: Other Medically Important Condition #8 -->-
{/observation>
<foutboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
<code code="27" codeSystem="2. 16, 840 1, 113883, 3,689, 2. 1. 1. 18” codeSystenVersion="1. 17 displayName="
autcome™/> ' ‘
<value xsittype="CE” code="B.1.7" ecodeSystem="2.16.840.1. 113883.3.989,2,1.1,117 codeSystemVersion="2.
0"/
<l— B.i.7: Outcome of Reaction / Event at the Time of Last Ohservation #8 —>
{/observation)
</outbsundRelationship’
{outhoundRelationship? typeCode=" PF.RT >
{ohservation classCode="0BS" moodCode="E¥YN">
) ¢code code="24" codeSystem="2. 16, 840, 1, 113883, 3,985. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
' ¢value xsiitype="BL" value="trua"/>
<!— E.i.8: Medical Confirmation by Healthcare Professional #8 —>
</ubservation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="FERT™>
{cbservation classCode="0BS™ moodCode="EVN™>
{code code="11" codeSystew="2, 16, 840, 1. 113883, 3,989, 5, 1. 3,2, 1, 10" codeSystemVersion="1.0" displayName=
“FRE - BB/ .
{value xsiitype="CE” code="]2.14.1" codeSystem="2. 16, 840. 1. 113883.3.985.5.1.3.2. 1.8"
codeSystemVersion="1.17/>
<l @e@a)z. 14, i k&0 - B8 #8 —>
{/observation>
</nutboundRslatmnshlp2)
¢/observation>
¢/ subjectdf2s
¢subjectOf2 typeCode="SBJ™>
{organizer classCode="CATEGORY” moodCode="EVN™>
<eode code="3" codeSystem— 2. 16. 840, 1. 113883. 3, 980. 2. 1, 1. 20" codeSystenVersion="1, 0" displayName="
testsAndProceduresRalevantTuTheInvestlzﬂtiDh "/
Ccomponent typeCode="COMP™>
{observation classCode="0BS” moadCode="EVN™> )
{code code="R, 1.2, 2b" codeSystem="2, 16. 340. 1. 113883, 6. 163" codeSystemVersion="F.r. 2. 2a">
<!— F.r.2 2a: MedDRA Version for Test Mame #1 —>
{}— P.r.2.2b: Test Name (MedDRA code} #1 —>
<originalText>F.r. 2. 1<{/originalText>
¢!— F.r.2.1: Test Nemo {free text) #1 —>
<feode
KeffectiveTime value="200901017/>
¢!— F.r.1: Test Date #1 —>
Cvalue xsi:type="IVL_PQ™>
<center value="10" unit="ng/d1"/>
¢!— F.r.3.2: Test Result {value / qualifier} §1 —>
I== B, r 3,3 Test Result {unit) #1 —>
</valued .
{interpretationCode code="F,r,3, 1" codeSystem="2. 16.840. 1. 113883, 3, 989, 2, 1, 1. 12" codeSystenVersion="2.
[
" {I— PB.r.3.1: Test Result (code) #1 >
<referenceRange typeCode="REFV™>
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{observationRange tlassCede="0BS” mcodCode="EVN. CRT™>
(value xsiitype="PQ” value="40" unit="mg/d1"/>
¢}== F.r,4: Normal Low Value #1 —> .
<interpretationCode code="L" codeSystem="2.16.840. 1. 113883. 5. 83"/>
</cbservationRange> .
</referenceRange)
 <referenceRange typeCode="REFV™>
{observationRange classCode="UBS* moodCode="EVN.CRI™>
<value xsiitype="FQ” value="110" unit="mg/d1"/>
¢l== F.r.5: Normal High Value #1—>
{interpretationCode code="H" cadeSystem="2, 16, 840, 1, 113883, 5, 833"/>
{/obzervationRange>
{/referencelange’ )
<outbeundRelationship2 typeCode="PERT™>
{observation classCode="0BS" mocdCode="EVN">
{eode code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1, 17
displayName="comment />
{value xsi:type="BD")F.r.6</value>
¢]— F.r.6: Comments (free text) #1 —
{/observation> ‘ :
</outhoundRelationship2>
{outboundRelaticnship2 typeCode="REFR™>
{observation classCode="0BS™ moodCode="EVN">
. {code code="25" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.17
displayName="moreInformationivailable”/>
<value xsi:type="BL" value="true”/>
¢|—F.x.7: More Information Available #1 —>
{/observation>
</outboundRelationship2’
{/observation?
</conponent?
{cempanent typeCode="COMP™>
{observation classCode="0BS" mocdCode="EVN"> .
" <eode code="F.r. 2. 2b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystenVersion="F.r.2.2a">
¢|— F.r.2.2a: MedDRA Versian for Test Name #2 —
<l~~ F.r, 2, 2b: Test Name (MedDRA code) #2 —>
<originalText>F. r. 2. 1{/originalText>
{!— F.r.2.1! Test Name {free text) #2 —>
</cade>
<offectiveTime value="200901017/>
¢1— F.x. 1: Test Date #2 —=>
<value xsi:type="IVL_PQ™>
<low nullElavor="NINE"/>
<high value="10" unit="mg/d1” inclusive="false"/>
</value>
<!— F 1.3, 2% Test Result (valué / qualifier) #2 — .
¢l-~ F.1. 3.3 Test Result (unit} #z —>
{!— LT. 10 mg/dl #2 —
{/observation>
{/component> ,
{component typeCode="COMP">
{observation classCode="0BS” moodCade="EVN">
{code code="F,r, 2, 2b" codeSystem="2. 16: 840, 1. 113883, 6. 163" codeSystenVersion="F.r. 2. 2a™>
{!— F.r.2.2a: MedDRA Version for Test Name #3 —> :
{}— F.r.2.2b: Test Name {MedDRA code).#3 —>
<originalText)F. r. 2. 1{/originalText>
{!— F.r.2.1: Test Name (free text) ¥3 -
{/eode>
{effectiveTine value="20080101"/>
<|== F.r.1: Test Date #3 —>
Kvalue xsi:type="IVL_PQ™>
¢low nullFlaver="NINF"/>
<high value="10" unit="mg/d1” inclusive="true”/>
¢/valued
<l— F.r, 3,2 Test Result (value / qualifier) #3 —
<{}— F.1.3.3: Test Result {unit) #3 —>
{I— LE 10 mg/dl #3—>
</observation>
</compenent?
{compohent typelode="COMP™> .
{observation ¢classCode="0BS" moodCade="EVN">
{code code="F.r.2. 2b" codeSystem="2. 16. 840, 1. 113883. 6. 163" codeSystemVersion="F.r.2.2a">
¢} F.r.2.2a! MedDRA Version for Test Name #4 —>
<l=-- F.1.2.2b: Test Name (MedDRA code) #4 —>
<originalText>F. r. 2. 1{/originalTaxt>
{]— F.r.2.1: Test Name {free text) #4 —>
{/code> .
{effectiveTine value="20090101"/>
{]== F.r.1: Test Date 4 —>
{value xsi:type="IVL_PQ™>
<low value="10" unit="mg/dl” inclusive="Ffalse”/>
<high nullFlavor="PINF"/>
</value> R
¢l== F.1.3. 2: Test Result (value / qualifier) #4 —
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¢I— F.r.3.3: Test Result (unit) #4 —>
<l-— GT 10 ng/dl #4 —>
</observation>
{/component>
<component typeCode=s"COMP™>
Sobservation classCode="0BS" moodCode="EVN">
{code cods="F.r.2. 2b" codeSystem="2, 16, 840, 1, 113883. 6. 163" codeSystenVersion="F.r. 2, 2a">
¢!—— F.r.2 2a: MedDRA Version for Test Name #5 —>
¢|— F.1.2.2b: Tost Name (MedDRA code) #5 —>
{originalText>F. r, 2, 1{/originalText>
¢!— P.r.2.1! Test Name (free text) #5 —>
{/code>
{effectiveTime value="20090101"/>
{l— F.1.1: Test Date #5 -=>
{valee xsittype="IVL_PQ™>
<low value="10" unit="mg/d1" inelusive="true”/>
<high nullFlaver="PINF"/>
{/value>
(1=~ F.r.3.2¢ Test Result (value / qualifier} #5 —>
¢!— F.r.3.3: Test Result {unit) # —>
<}— GB 10 mg/dl #5 —>
{/observation>
</component’
{component typeCode="COMP™>
{observation classCede="0BS" moodCode="EVN™>
<code code="F.r,2.2b" codeSystem="2. 18, 840, 1. 113883, 6, 163" codeSystemVersion="F,r. 2. 2a™>
<i— F.r.2.28! MedDRA Version for Test Name #6 —>
{l=~ B, 1,2,2b: Test Name (MedDRA cede) #6 —>
<originalTaxt>P. r. 2, 1{/originalText>
{l— R r.2.1: Test Name {free text) f#6 —>
{/code>
{effectiveTine vallue='20050101'/>
¢|— F.r.1: Test Date #6 —>
Cvalue xsiitype="ED">F.r.3.4</value> )
¢{!— F.r.3.4: Result Unstructured Data (free text) #6 —>
{/observation)
¢/conponent>
{/organizer>
</subject0f2>
{subjectdf2 typeCode="SBJ">
{organizer classCode="CATEGORY" moodCode="EVN"™>
{cade code="4" codeSystew+"2, 16, 84¢. 1. 113883, 3,989.2. 1. 1. 20" cudeSystemVersmn— 10" dlsplayName—
drugInformation”/> -
<!— 6.k Drug(s} Information (repeat as necessary) #1 —>
<component typeCode="COMP™>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{id root="3c91bdd5-e038-4aT7a-9c30-67671k0efGed"/>
{consumable typeCode="CSH™>
{instanceOfKind classCode=s"INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
{cade code="G.k. 2. 1. 1b" codeSystem="TBD-MPID" codeSystemVersion="G. k. 2. 1. ka"/>
<l— G.k.2.1.1a: MPID Version Date / Number #1 ——>
{l== G. k. 2.1, 1b: Medicinal Product Identifier (HPID) #1 —>
<{name>G. k. 2. 2{/name>
<]== G.k. 2. 2: Medicinal Preduct Name as Reported by the Primary Source #1 ->
<asManufacturedProduct classCode="MANU">
CsubjactOf typeCode="SET™>
<approval e¢lassCode="CNTRCT” moodCode="EVN™>
<id extension="G.k 3.1" root="2.16.840.1.113883.3, 989, 2. 1.3.4"/>
<{|— G.k.3.1: Authorisation / Application Number #1 —>
¢holder typeCode="HLD™>
{role classCode="HLD">

<playingOrganization classCode="0RG" determinerCode="INSTANCE™>
{name>G. k. 3. 3¢/name>
<]— G.k.3.3: Name of Holder / Applicent #1 —>

¢/playingOrgenization

{/role>
{/halder>
<author typeCode="AUT™>
<territorialAuthority classCode="TERR" > ,

{territory classCode="NAT" determinerCode=" INSTANCE >
<code code="G.k. 3.27 codeSystem="1.0, 3166.1.2.27/>
<!— G,k 3.2: Country of Authorisation / Apphcatlon -

{/territory>

{/territorialAuthority>
¢/author> '
{pertinentInformation typeCode="PERT">
<policy c¢lassCode="POLICY” moodCode="EVN™>

<code code="J2.5.k" codeSystem="2. [6, 840, 1, 113883, 3, 989,5,1,3,2,1. 47

codeSystenVersion="1.17/> ‘

<I— e@gJ2.5.k: —AERMEOV RS ERE #1 —

{/policy>
</pertinentInformation>
</spproval’
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{/subjectOf>
<subjectQf typeCode="SBJ">
{characteristic classCode="0BS" moodCode="EVN">
. <eode code="1" cedeSysten="2. 16. 840. 1. 113883. 3, 989.5. 1. 3. 2, 1, 10~
codeSystemVersion="1. 0" displayName="3fEEHEDRITE "> . '
<value xsiitype="CE” code="]J2.4.k" codeSystem="2. 16, 840, 1, 113883. 3. 980. 5. 1.3.
2.1.3" codeSystemVersion="1.1"/>
<l geJ2. 4. k: FEBESSORKES #1 >
{/characteristic>
{/subjectOf>
</asManufacturedProduct?
{asSpecializedRind classCode="GEN">
{generalizedMaterialKind classCode="MAT" determinerCode="KIND">
{code>
<originakText>J2. 12{/originalText>
d-— 8872, 127 HB¥RSTNE —

{/code>
</generalizedMaterialKind>
</asSpacializedKind>
{ingredient classCode="ACTI"™>
<quantity>
{numerator value="10" unit="G.k 2.3.r.3b"/>
¢!— 6.k 2.3.r.3a: Strength (number) #1~1 —>
{!— 6.k 2.3.r.3b: Strength (unit) #1-1 —
<denominator value="1"/>
</quantity>
{ingredientSubstance classCode="MMAT" determinerCode="KIND™>
{code code="0.k.2.3.1.2b" codeSystem="TED-Substance” codeSystemVersion="G, k. 2.3, r.
Za"/f>
. {l== G.k.2.3.r.2a° Substance / Specified Substance TermID Version‘Date / Number
#1-1 —> '
<l== 6.k 2.3.1.2b: Substance / Specified Substance TermID #I-1 —>
<name>C. k. 2. 3. r. 1{/nane
¢~ G.k.2.3.r.1: Substance / Specified Substance Name #1-1 —>
</ingredientSubstance>
</ingredient> . .
{ingredient classCode="ACTI">
{quantity>
’ <numerator velue="10" wnit="G. k. 2.3.r.30"/>
{J=- G.k.2.3.r.3a: Strength (humber) £1-2 —>
{J— 6.k 2.3.r. 3k Strength {(unit) #1-2 —
{denominator value="1"/>
</quantity>
{ingredientSubstance classCode="MMAT" determinerCode="KIND">
<code code="G.k.2.3.1.2b" codeSystem="TBD-Substance” codeSystemVersion="6.k. 2. 3.r.
2a"/>
b 6.%.2.3.1r. 2a! Substance / Specified Substance TermID Version Date / Number
#$1-2 —
{l== G,k 2.3.1.2b: Substance / Specified Substance TermID #1-2 —>
<nemeG. k. 2. 3. r. 1{/name>
{l-— 6.k, 2.3.r.1: Substance / Specified Substance Name §1-2 —>
{/ingredientSubstance>
{/ingredient>
< kind0fProduct>

{subjectOf typeCode="SB]">
<productEvent classCode="ACT” moodCode="E¥N">
{code code="1" codeSystem="2, 16, 840, 1, 113883, 3, 989, 2, 1, 1. 18" codeSystemVersion="1,0"

displayName="retailSupply”/>
<performer typeCode="PRF")>
CassignedEntity classCode="ASSIGNED™>
{representedOrganization classCodes"0RG” determinerCode="INSTANGE™>
<addr>
{country>G, k. 2. 4{/country>
¢{1— G.k.2.4: Identification of the Country Where the Drug Was
Obtained #1 —>
</addr>
¢/representedeganization?
{/assignedEntity
{/performer>
{/productBvent>
{/subjectOf>
{subjectOf typeCode="SBJ">
{observationBvent classCode="0BS" moodCede="EVN">
- : {code code="2" codeSystem="2, 16.840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1.
0" displayName="— A EEROAFER" />
‘{value xsi:type="CE” code="J2.6.k" codeSystem="2. 16, 840.1, 113883, 3,989.5.1.3.2.1.5"
codeSystenVersion="1. 1"/>
<I— g6212. 6. k: —MAERKOAFER 11 —
¢/chservaticnEvent>
</sub ject0f>
</instance0fKind>
</consumable>
<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k.%.1.3.1b""
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Event (number) Drug #1, Reaction #1 —>

Event {unit) Drug #1, Reaction £1 —>

Drug #1, Reaction {#l —>

brug #1, Reaction #1 —>

Event (number) Drug #1, Reaction #2 —>

Event {unit) Drug #1, Reaction #2 ——>

Drug #1, Reaction #2.-—>

Drug #1. Reacticn #2 —>

Event (number) Drug #1, Reaction #3 —>

Event (unit) Drug #1, Reaction #3 —

Drug #1, Reaction #3 —>

Drug #1, Reaction #3 —>

Event, (number) Drug #1, Resction #4 —>

Event (unit) Drug 81, Reaction 4 —>

Drug #1, Reaction #4 —>

Drug #1, Reaction #4¢ —>

.
Event (number) Drug #1, Reaction #5 —>

Event (unit) Drug #1, Reaction #5 —>

<l-- G,k 9,i.3. 1b: Time Interval between Beginning of Drug Administration and Start of Reaction !

<actReference classCode="0BS" moodCode="EVN">
¢id root="154eb889~958b-46{2-a02f~42d4dEF4657E" />

{factReference’
¢/outboundRelationshipl>
¢outboundRelationshipl typeCode="SAE™>

{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<l~- G.k.9.i.3.2a: Time Interval between Last Dosc of Drug

¢l— 6.k 9.1.3.2b7 Time Interval between Last Dose of Drug

<actReference classCode="0BS” moodCode="EVN">
¢id root="154eb889-958b-46f2-a02f-42d4d6E4657E" />

{/actReferenced
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>

{pauseQuantity value="10" unit="G.k %. 1.3, 1b"/>
¢l— G.k.9.1.3, 1a: Time Interval between Beginning of Drug
¢1— G.k 9.7, 3, 1b: Time Interval between Beginning of Drug

{actReference classCode="0BS” moodCode="EVN™>
<id root="2ban28d6-c9e8~4e6c-93e0-5b860b3142207/>

{/actReference)
</outhoundRelationshipl>
<outboundRelationshipl typeCode="SAE™>

¢pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
¢l— G.k.9.1i.3.2a% Time Interval between Last Dose of Drug
{l— 6.k 9.1.3.2b: Time Interval between Last Doss of Drug

<actReference classCode="0BS” moodCode="EVN™>
<id root="7baa?8dé-c9e8-4eGc-03e3-Fh8E0L3142207/>

{/actReferenced
<fouthoundRelationshipl>
{outboundRelationshipl typeCode="SAS">

{pauseQuantity value="10" unit="G.k. 2.1, 3, 1b"/>
¢!— G,k 9.1.3.1a! Time Interval betweeh Beginning of Drug

¢lu= G,k 9,1.3.1b! Time Interval between Beginning of Drug

<actReference ¢lassCode="0BS" moodCode="EVN™>
<id root="3a8626ch-9f1b-4eal-8a0f-e0Ff34430adf™/>

-{/actRefersnce>
{/outboundRelationshipl>
<cutboundRelaticnshipl typeCode="SAE">

<pauseQuantity value="10" unit="G.k.%.i.3,2b"/">
<}— 6.k 9.1.3.2a Tine Interval between Last Dose of Drug

¢!~ G.k, 9.1.3.2b Tine Interval between Last Dose of Drug

CactReference classCode="0BS” moodCode="EVN™>
{id root="3a8626ch-9f1b-4eaB-8a0f-e0fF34430adE”/>

</actReference>
{/outboundRelationshipl>
{cutboundRelatienshipl typeCode="SAS™>

{pauseQuantity velus="10" unit="G.k.&. 1. 3. 1b"/>
{)— G.k.9.i.3 1a: Time Interval between Beginning of Drug

¢}— 6.k 9.1i.3. 1b: Time Interval between Beginning of Drug

{actReference classCode="CBS" moodCode="EVN"> .
<id root="2e99840f-08b4-409c~80ff-dd8415f4£8a5"/>

(/nctReferentfe)
</outbeundRelationshipl>
<outboundRelationshipl typeCode="SAE™>

{pauseQuantity value="10" unit="G.k. 9.1, 3.2b"5>
(1=~ G,k.9,1.3.2a: Time Interval between Last Dose of Drug

{l— .k 9.1.3.2b! Time Interval between Last Dose of Drug

{actReference ¢lassCode="0BS" moodCode="EVN">
{id root="2e99B40f-08b4-490c-80ff~dd8415F4£8a5"/>

¢/actReference?
</outboundRelationshipl’
¢outboundRalationshipl typeCode="SAS™>

{pauseQuantity value="10" unit="G.k.9.1. 3. 16"/

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit)
/

Adninistration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit}
[

Administration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction / Event (umit)

v

Administration and Start of Reaction /

Administration and Start of Reaction /

and Start of Reaction / Event (number)

and Start of Reaction / Event (unit)

¢l— 6.k 9. 1.3 la: Time Interval hetween Beginning of Drug Adwinistration and Start of Reaction /

¢}-- 6.k.9.1.3. 1b! Time Interval between Beginning of Drug Administration and Start of Reaction /
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Drug #1, Reaction #5 —>

Drug #1, Reaction #5 ~=>

Event {number) Drug #1, Reaction #6 =~->

Event (unit) Drug #1, Reaction #6 —>

Drug #1, Reaction #6 —

Drug #1, Reaction #i6 —

Event {number) Drug #l, Reaction #7 —>

Event (unit) Drug #1, Reaction #7 —>

.

Drug #1, Reaction #7 —>

Drug #1, Reaction #7 —>

Event (number) Drug #1, Reaction #8 —>

Event (unit} Drug #1, Reaction #8 —>

Drug #1, Reaction #8 —>

Drug #1, Reaction #8 —>

displayName="blinded"/>

<actReference classCode="0BS” moodCode="EVN">
<id root="1071064c-cf10-4a3b-83c1-34f9ddbTeabd”/>
</actReference?
</outboundRelationshiply
CoutboundRelationshipl typeCode="SAE™>
<{pauseQuantity value="10" unit="6.%. 9.1.3.26"/>
¢|— 6.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (humber)

{l— G.k. 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
<actReference classCode="0BS” moodCode="EYN"> !
<id root="1071064c-cf10-4a3b-83cl-34r9ddbTeakd" />
{/actReference>
{/outhoundRelationshipl>
{outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="6.k.8.i.3. 11:'/)
<!— ¢.k.9.1.3. 1a! Time Interval hetween Beginning of Drug Administration and Start of Reaction /

<!~ 6.%.9.1.3, 1b! Time Interval betwsen Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS" moodCode="EVN">
<id root="1{927283-10b6-4334-9d43-e925640£b18E"/>
{/actReference’?
{foutboundRelationshipl>
<autboundRelaticnshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G, k.9, i.3. 20"/
{|— 6.k.9.1.3.2a Time Interval between Last Dose of Drug and Start of Reaction / Event (number}

<1-~ G.k.9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event {unit)

{actReference classCode="0BS" moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e025640fb18E"/>
¢/actReference>
¢/vutboundRelationshipl)
{outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G. k. 9.1, 8. 16"/>
¢}— G.k.9.1.3. 1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

¢!— 6.k 9.i.3.1b! Tine Interval between Begirning of Drug Administration and Start of Resction /

<actReference classCode="0BS” moodCode="EVN™>
{id root="e0342969-38be-423f-b6bb-celdbe270d8e"/>
</actReferenca>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
¢|l— 6.k.9.1,3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

€!— G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

{actReference classCode="0BS" moodCode="EVN™>
<id root="e0342969~38he~423f~bébb-cel4be2T79d8e” />
{/actReference>
</outboundRelationshipl>
{outboundRelatienshipl typeCode="5AS">
{pauseQuantity value="10" unit="G.k. 9.1, 3.1/
€l== G.k.92.i.3. 1a: ‘Time Interval between Beginning of Drug Administration and $tart of Reaction /

L

{!— G. k. 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS” meodCode="EYN™> :
{id root="al5be092-8070-426d-4f04-6863263443e0"/>
{/aztReference>
¢/outboundRelationchipl>
<outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k. 91,3, T e
{1— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (nusher)

¢{l— 6.k 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (upit)

{actReference classCode="0BS” moodCode="E¥N™>
<id roat="alfbe092-8070-426d-af04-6863263143e07/>
{/actReference>
</outboundRelationshipl>
{outhoundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EYN™>
Lcode code="6" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2, 1, 1, 19" codeSystemVersion="1. 1"

<value xsiitype="BL" value="true”/>
¢!— G.kx. 2. 5: Investigational Product Blinded #1 —=>
</observation>

) </outboundRelationship2>

<eutboundRelationship? typeCode="COME™> i
{l— 6.k 4. r: Dosage and Relevant Informsticn (repest as necessary) #1-1 —>
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codeSystemVersion="G. k. 4. r. 10. 2a™>

r.9.2a">

displayNeme="parentRoute0fAdninistration”/>
14* codeSystemVersion="G. k.4.r.11.2a™>

#1-1 —>

{substanceAdministration classCade="SBADM" mocdCode="EVN">
{textG. k. 4. r. 8</text>
¢!— G.k.4.1.8: Dosage Text #1-1 —> )
<effectiveTime xsi:type="SXPR_TS™> .
<eomp xsi:type="PIVL_TS™>
<period value="10" unit="G.k. 4.r.3"/>

<l— 6.k 4.r. 2: Number of Units in the Interval #I-1 —>
{l— 6.k 4.r.3: Definition of the Time Interval Unit #1-1 —
<feomp>

<comp xsi:type="IVL_TS" aperator="A">
<low value="20080101"/>

¢l-- G.k.4.r.4: Date and Time of Start of Drug #1-1 —>

<high value="200901017/>

¢I— G.k.4.1.5: Date and Time of Last Administration #1-1 —>
{/comp>

{comp xsi:type="IVL_TS” operater="A">
<width velue="4" unit="G.k.4.r.6b"/>
¢)— G.k.4.1.68: Duration of Prug Administration (number) #1-1 —>
{]== G.k, 4.1, 6b: Duration of Drug Administration (unit) #1-1 —>
</comp>
{feffectiveTime)
{routeCode code="G.k. 4.r. 10, 2b" codeSystem="2. 16. B40. 1. 113883. 3. 989. 2. 1. 1. 147

<}— G.k.4.r, 10.2a: Route of Administration TernID Version Date / Number $#1-1 —>
{1— G.k.4.r.10. 2b: Route of Administration TermID #i-1 -->
<originalText>G. k. 4. r. 10. 1</originalText>
¢{}— G.k.4.1.10.1: Route of Administration (free text) #1-1 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.16"/>
¢l—— G.k.4.r la Dose {number} #1-1 —>
<l— G.k.4.r.1b: Dose (unit) #1-1 -=>
<consumable typeCode="CSM™>
{instanceOfKind classCode="INST™>
<¢productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
¢lotNunberText>G. k. 4. r. 7</lotNumberText?
<l 6.k 4.r.7: Batch / Lot Number #1-1 —>
{/productInstanceInstance
¢kind0fProduct classCode="MMAT" determinerCode="KIND">
{formCode code="G.k.4.r.9.2b* codeSystem="TBD-DoseForn” codeSystemVersion="G.k. 4.

¢{J— G. k.4 r.9.2a! Pharnaceutical Dose Form TermID Yersion Date / Number #1-1
¢l=~ G,k.4.r.9.2b: Pharmaceutical Dose Form TermID §1-1 ~->
CoriginalText>G. k. 4. r. 9. 1<{/originalText>
¢!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-1 —>
¢/formCede>
</kind0fProduct>
{/instanceOfKind>

{/consumable’
{inboundRelationship typeCode="REFR">
{observation classCode="DBS" moodCode="EVN™>
<code code="28" codeSystem="2, 16, 840, 1. 113883, 3.98%. 2. 1. 1, 19° codeSystenVersion="f 17

{value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2.16.840.1, 113883.3.989.2. 1. 1.
<!— G.k.4.r.11.2a: Parent Route of Administration TernIP Versien Date / Number

<! G.k.4.x.11. 2b: Parent Route of Administration TermID #i-1 —>
CoriginalText>G. k. 4. r. 11. 1¢/originalText>
¢!— G.k.4.r.11.1: Parent Route of Admimstratmn (free text) #1-1 —
</value>
</observation>
</inboundRelationship?
{/substanceAdministrationd
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
¢!~ 6.k.4.r: Dosaga and Relevant Information (repeat as necessary) §1-2 ~>
¢substanceAdministration classCode="SBADM” moodCade="EVN™>
CtextdG k. 4. . 8</text>
{l— G.k.4.r.8: Dosage Text #1-2 ——>
CeffectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS">
{period value="10" unit="G. k. 4.r.3"/>

(I Gk 4.2.2: Number of Units in the Interval #1-2 —>
{I— G.k.4.1.3: Definiticn of the Time Interval Unit #1-2 —>
<feomp>

{comp xsiitype="IVL_TS" operator="A">
<low value="20080101"/>
¢l G,k 4.r. 4: Date and Time of Start of Drug #1=2 ~>
¢high value="200901017/>
{l-- G.%.4.r.5: Date and Time of Last Admimstratwn #1~2 -=>
{/comp>
{/effectiveTine> )
<routeCode code="G.k.4.r. 10.2b" codeSysten="2. 16, 840. 1. 113883, 3, 989, 2, 1. 1. 14"
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codeSystenVersion="G. k. 4, r, 10, 2a™>

r. 9.2a">

displayName="parentRoutedfAdministration”/>
14" codeSystenVersion="G. k. 4,r.11,2a">

#1-2 —>

codeSystenVersion="6. k. 4. 1. 10. 2a">

r. 9, 2a7>

<I=- G.k.4.r10 2a: Route of Administration TermID Version Date / Number #1-2 —>
<!— G.k.4.r.10. 2b: Route of Administration TermID #I-2 -'-)
<originalText>G. k. 4. r. 10, I</originalText>
<{l— 6. k.4.r.10. 1! Route of Admmstration (free text) #1-2 —>
{/rotuteCode>
¢doseQuantity value="10" unit="G, k.4, r, 1b"/>
= Gk 4.7, 1a Dose (number} #1-2 —>
¢!— 6.k 4. 1. 1b: Dose {unit) #1-2 —
{consumable typeCode="CSH™>
{instanceOfKind classCode="INST" >
<productInstanceInstance classCode="MMAT" determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNunberText>
¢!== G.k.4.1.7: Batch / Lot Number #1-2 -=>
</productInstancelnstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND">
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

¢!— G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Yersion Date / Number §#1-2

{!— G.k.4.1.9.2b: Pharmacevtical Dose Form TermlD #1-2 —

{originelText>G. k, 4.1, 9, 1{/originalText>
{!— G.k.4.1.9.1: Pharmaceutical Dose Férm (free text) #1-2 —
</formCoded
</kindOfProduct>
</instance0fKingd>

{/consumable>
{inboundRelationship typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
<code code="28" codeSysten="2.16. 840. 1. 113883. 3.98¢. 2. 1. 1. 19" codeSystenVersion="1,1"

<valug xsiitype=CE™ code="G.k. 4.1.11.2b" codeSystem="2.16.840.1. 113883.3.989. 2. 1. 1.
¢l G.k. 4.r.11, 2a: Parent Route of Administration TermID Versicn Date / Number

{1— G.k:4.r.11,2b: Parent Route of Adnum.stra;ion TermlD #1-—2 -
{originalText>G. k. 4 r. 11 1</originalText)
¢}— G.k.4.r.11. 1: Parent Route of Administration (free text) #1-2 —>
</value>
© {fohservation>
</inboundRelationship>
¢/stbstanceAdninistration®
{/outbeundRelationship2>
{outboundRelationship? typeCode="COMP")>
{1-~ G.k. 4.r: Desage and Relevent Information (repeat as necessary) #1-3 —>
{substanceAdministration classCode="SBADM~ moodCode="EVN™>
Ctext>G. k. 4. r. 8</text>
{|— G.k.4.r.8: Dosage Text #1-3 —>
CeffeetiveTime xsi:type="SKPR_TS™>
{eonmp xsiitype="PIVL_T18">
<period value="10" unit="G.k.4.r.3"/>
{l— G.k.4.r.2: Number of Units in the Interval #1-3 —
¢!— G.k,4,r.3: Definition of the Time Interval Unit #1-3 —>
{/conp>
{comp xsi!type="IVL_TS" operator="A">
<low value="20090101"/>
K}— G.k.4.r.4: Date and Time of Start of Drug #1-3 —
<width value="4" unit="G.k.4.r.6b"/>
¢!— G.k. 4.r.6a: Duration of Drug Administration (humber) #I-3 —
{l— G.k. 4. 1. 6b: Duratmn of Drug Administration (unit) #1-3 —=>
: </ comp>
{/effectiveTime>
<routeCode code="G.k. 4.r. 10.2b" codeSYstem— 2. 16. 840 1. 113883, 3.989. 2, 1. 1. 14"

¢]— G, k.4.r, 10.2a! Route of Administration TermID Version Date / Number #1-3 =)
<J— Gk 4.1.10.2b: Route of Administration TermID #1-3 —>
{originalText2G. k. 4. 1. 10, 1<{/eriginalText? .
{1— G.k.4.r.10.1: Route of Administration (free text) #1-3 —>
{frotiteCode>.
{doseQuantity value="10" unit="G.k.4.r, 1b"/>
{l— G,k 4 r. la Dese {umber) #1-3 —>
<!— G.k.4.r.1b! Dose (umit} #1-3 —>
<eonsumable typeCode="CSH™> )
{instance@fKind classCode="INST">
<{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
{latNunberText»G. k. 4. r. 7</lotNumberText>
<!— 6.k 4.2.7: Bateh / Lot Number #1-3 —
¢/productInstanceInstance>
<kindOfPreduct classCode="MMAT” datermmarCode— KIND">
<fumC9de code="G, k. 4. r. 9, 2b” eodeSystem="TBD~DoseForm” codeSystemVersion="G. k. 4.

¢!— G.k.4.r.9 2a; Pharmaceutical Dose Form TermID Version Date / Number #1-3
{l=~ G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-3 —>
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displayName="parentRoute0fAdministration”/>
14* codeSystenVersion="G. k. 4.1, 11, 2a">

#1-3 -

codeSystenVersion="G. k. 4. r. 10. 2a™>

r.9.2a">

displayName="parentRoute0fAdministration™/>
14" codeSystemVersion="6.k.4.r.11.2a™>

#1-4 —

<originalText>G. k. 4.r. 9. 1¢/original Text>
¢1— G.k.4.1.9, 1! Pharmaceutical Dose Form (free text) #1-3 -—>
</formCode>
</kind0fProduct>
</instance0fKind>
</consumable>
{inboundRelationship typeCode="REFR™> )
{observation e¢lassCode="0BS” moodCode="EVN">
<code code="28" codeSysten="2. 16. B40, 1. 113883, 3, 889. 2. 1. 1. 19" codeSystemVersion="1. 17

<yalue xsiitype="CE” code="G.k.4.r.11.2b" codeSysten="2. 16, 840 1. 113883. 3. 9689.2. 1. 1.

¢l== G.k. 4.1, 11, 2a: Parent Route of Administration TermID Version Date / Number
{}— G.k.4.r. 11.2b: Parent Route of Administration TermID #1-3 —>
{originalText>G. k. 4. r. 11, I<{/originalText) .
<l— G.k.4.1.11.1: Parent Route of Administratien (free text) #1-3 —>
¢/value>
¢/chservation>
{/finboundRelationship>

{/substanceAdninistration>

{/outboundRelationship2>

{outboundRelationship2 typeCode="COMP™>
¢]— G.k.4.r! Dosage and Relevant Infermation {repeat as necessary) #l-4 —>
{substanceAdministration classCode="SBADM" meodCode="EVN™>

{text>G. k. 4. 1. B/ toxt>
¢!== G, k.4, r, 8: Dosage Text #1-4 —> .
{effectiveTime xsi:type="SXPR_TS™> . '
<comp xsitype="PIVL_TS™>
<period value="10" unit="G. k. 4,r,37/>

l== G, k.4.r.2: Number of Units in the Interval #1-4 —>
{!— G.k.4.r. 3: Definition of the Time Interval Unit #1-4 -=>
<{/conp?

{comp xsi:type="I¥L_TS" cperator="A">
¢width value="4" unit="G.k. 4.r.6b"/>
<!— 6. k. 4.r. Ba: Duration of Drug Administration (number) #1-4 -->
{!— 6.k 4.r.6b: Duration of Drug Administration (unit) #1-4 —>
<high value="200301017/> .
{l-- G.%.4.r.5: Date and Time of Last Administration #1-4 —>
{feomp>
{/effectiveTine> )
{routeCode code="G, k 4.r. 10.2b" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. 14"

¢l=- G.k.4. 1. 10. 2a: Route of Administration TermID Version Date / Number #i—4 —>
<|— G.k. 4.1, 10. 2b: Route of Administration TermID Hi-4 —> .
<originalText>G. k. 4. r. 10. i{/originalText>
{!— G.k. 41 10.1: Route of Administration (free text) #1-4 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r. 1b"/>
<l— G.k.4.r.1a Dose (humber) #1-4 —>
{l=- G.k 4.r. 1b: Dose (unit) #1-4 —>
<cansumable typeCode="CSH™>
{instance®fKind classCode="INST">
{productInstanceInstance classCode="MMAT" determinerCode="INSTANCE™>
{lotNumberText>G. k. 4. r. 7<{/lotNumberText>
{!— G.k.4.r,7: Batch / Lot Number #1-4 —>
{/productInstancelnstance>
<kindOfProduct elassCode="IMAT” determinerCode="KIND™>
<formCode code="G.k.4.r.%.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

€l~~ G.k.4.r. 9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1—4

¢l—- G.k.4.r.9. 2b: Pharmaceutical Dose Form TermID #1-4 —>
<originalText>G. k. 4. r, 8, 1</originalText>
¢l== G,k 4.r.9,1: Pharpaceutical Dose Forn (free text) #l-4 —>
{/formCode?
{/kind0iProdust>
{/instance0fKind>

{/consumable>
{inboundRelationship typeCode="REFR">
{observation classCods="0BS" moodCode="EVN">
¢code code="28" codeSysten="2. 16, 840, 1. 113883, 3.988. 2. 1. 1, 197 codeSystemVersion="1.1"

¢value xsiztype="CE” code="G, k. 4,z.11.2b" codeSysten="2. 16. 840. 1.113883.3.980.2. 1. 1.
¢l— 6.k.4.r.11. 2a: Parent Route of Administratidn TernID Version Date / Number

¢l G.k.4.r. 11.2b: Parent Route of Administratien TermID #1-4 —>
‘CoriginalText>G. k. 4. 1. 11, 1<¢/originalText> :
<}— 6.k.4.r.11.1: Parent Route of Administration (free text) #1-4 —>
{/value)
¢/chservation>
</inboundRelaticnship>

{/aubstanceAdninistration>
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codeSystenYersien="G. k. 4. r. 10. 2a">

r.9.2a">

» displayName="parentRoutedfAdministration”/>
14" codeSystemVersien="G. k. 4.r, 11, 2a™>

#1-5 —

{/outhoundRelationship2>
{outboundRelationship2 typeCode="COMP">
{l~= G. k. 4.r: Dosege and Relevent Information (repeat as necessary) #1-5 —>
{substenceAdninistration classCodes"SBADM™ moodCade="EVN">
CtextdG k. 4. r. 8$/text>
¢l— G.k.4.1.8: Dosage Text #1-5 —>
<effectiveTine xsiitype="SKPR_TS"™>
{comp xsi:type="IVL_T5">
<low value="20090101"/>
{!— G. k. 4.r.4: Date and Time of Start of Drug #1-5 —>
<high value="200901017/>
{l— G.k.4.r.56: Date and Time of Last Administration #1-§ —>
</comp?
{conp xsi:type="IVL_TS" operator="A">
<width velue="4" unit="G.k.4.r.66"/>
{4— G.k.4.r 6a: Duration of Drug Administration (number) #1-5 —>
<}— G. k. 4.r.6b: Duration of Drug Administration (unit) #1-5 —>
</comp>
</effectiveTime>
. {routeCode code="G.k.4.r. 10.2b" codeSysten="2. 18, 840, 1. 113883, 3,989, 2.1, 1. 147

<]— G.k.4.r.10. 2a: Route of Administration TermID Version Date / Number #1-5 —>
{I== G.k, 4,1, 10, 3b: Route of Administration TermID #1-5 —>
<originalText>G. k. 4. r. 10. 1</originalText>
{l— G.k.4.r, 10.1: Route of Administration (free text) #1-5 —
</routeCode> :
{doseQuantity value="10" unit="G.k, 4.r,1b"/>
{I— G.k.4.r. 1a Dose (number) #1-5 —> ’
¢!— G.k.4.r. 1b: Dose (unit) #1-8 —>
{eonsumable typeCode="CSM™>
<instanceOfKind ¢lassCode="INST">
<{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</lotNunberText>
<l— G.k.4.r.7! Batch / Lot Number #1-5 ==}
{/productInstanceInstance>
<kind0fProduct classCode="MMAT" determinerCede="KIND">

{fornCode code="G.k.4.r.3.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k.4.
¢{!— G.k.4.r.9.% Pharmaceutical Dose Form TermID Version Date / Number #1-5
{|— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #I~E —-) .
<originalText>G. k. 4. 1. 9. 1</originalText)
<l— 6.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-5 —>

{/formCade>

</kindOfProduct>
{/instance0fKind> '
</consumable>

{inboundRelationship typeCode="REFR">
{observation classCode="0BS" moodCode="EVN">
<code code="28" codeSystem="2, 16, 840, 1, 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1"

(value xsiitype="CE* code="G.k.4.1.11.2b* codeSystem="2. 16. 840. 1. 113883, 3, 989, 2. 1. 1.
<t G,k 4.1. 11, 2a: Parvent Route of Administration TermID Versien Date / Number

¢l G,k 4.r. 11, 2b: Parent Route of Administration TemmID #1-5 —>
<originalText>G. k. 4. . 11, 1{/originalText> .
<[~ G,k.4.r.11,1; Parent Route of Administration (free text) HI-E —>
<fvalue>
{/observation>
{/inboundRelationship>
{/substanceAdministration>
<foutboundRelationship2>
<outboundRelationship? typeCode="COMP™>
¢lu= G.k 4.r: Dosage and Relevant Information (repeat as necessary} #1-6 —>
<substanceAdministration classCode="SBADM" mocdCode="EYN">
<{text>G. k. 4. r. 8{/text>
{l— 6.k 4.r. 8: Dosage Text Hl1-6 —>
{effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS">
<period value="10" unit="C.k 4.1.3"/>
<l— G.k.4.r.2: Number of Units in the Interval #$1-6 —>
{!— G. k. 4.r.3: Definition of the Time Interval Unit #1-6 —
{/comp>
<comp xsiitype="IVL_TS" operator="A">
{low value="20090101°/> 7
<{l— G.k.4.r. 4! Date and Time of Start of Drug #1-6 —
<width value="4" unit="G.k.4.r.6b"/>
¢l— G.k.4.r.6a: Duration of Drug Administration (number} #1-6 —>
¢l— G.k.4.r.6b: Duration of Drug Administration (unit) #1-6 —>
</comp>
{comp xsi:type="IVL_15" operator="A">
<high value="20090101"/>
{!— G.k.4.1.5: Date and Time of Last Administraticn #1-6 —>
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codeSystenVersion="G.k 4. r. 10.2a">

r.9.25"

displayName="parentRouteCfAdninistration™/>
14" codeSystenVersion="G. k. 4,r,11.2a">

#1-6 —>

codeSystemVersion="G. k. 4. 1. 10. 28™>

r.9.2a">

</eomp>
</effectiveTime>
<routeCode code="G.k.4.r. 20.2b" codeSystem="2, 16, 840, 1, 113883. 3. 989 2. L1 14

¢I— G.k.4.1.10. 2a: Route of Administration TermID Version Date / Number #1-6 -—>
¢|— G.k.4.1.10,2b: Route of Administration TernID #1-6 —>
CoriginalText>G, k. 4. r. 10. I</originalText>
¢l 6.k 4.r.10. 1 Route of Administration (free text) K1-6 —>
{/routeCode> '
{doseQuantity value="10" unit="G, k. 4.r, 16"/
{!— G.k. 4.1, la Dose (number) #1-1 —>
{le= G, k.4, 1, 1b: Dose (unit) #i1-1 -
<eonstmable typeCode='fCSM'>
{instance0fKind classCode="INST">
"{productInstanceInstance classCode="MMAT determinerCode="INSTANCE™>
{lotNuzbarText>G. k. 4. r. 7</lotNunberTeat>
{!— G.k4.r. 7 Batch / Lot Number #1-1 -->
</productInstancelnstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND">

¢formCode code="G.k. 4.r.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G.k. 4.

¢l== G.k.4.r. 9. 2a: Pharmaceutical Dose Form TermlD Version Date / Number #1-6

<{1— G.k.4,r, 9 2b: Pharmaceutical Dose Form TermID #1-6 —>

CoriginalText>G. k. 4. r. 9. 1</originalText>
{— G.k. 4 r. 9 1: Pharmaceutical Dose Form (free text) #1-6 —>
{/fornCode>
</kind0fProduct>
</instancedfKind>

</constmzable’
{inbeundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCade="EVN™>

{code code="28" codeSysten="2. 16, 840, 1. 113883. 3.589, 2. 1. 1, 197 cadeSystemVersion="1.1"
<value xsiitype="CE™ code="G.k.4.r.11.2b" codeSystem="2. 16.840. 1. 113883, 3.989.2. 1. 1.

¢l— G.k.4.r.11.2a: Parent Route of Administration TermlD Version Date / Number

¢l— G.% 4.r.11.2b: Parent Route of Administration TermID #1-6 —>
CoriginalText>G. k. 4. r. 11. 1</originalText>
¢l— G.%. 4.r.11.1: Parent Route of Administration (free text) #1-6 —>
<fvalue>
</observation>
</inboundRelationship>

{/substanceAdministration>

</outhoundRelationship2>

<outboundRelationship? typeCode="COMP™>
¢l=- G, k. 4,r: Dosage and Relevant Informaticn (repeat as necessary) #1-7 —>
{substanceAdministration classCode="SBADM" moodCode="EVN™>

{text?G. k. 4. 1. 84/text>
¢]1— G.k. 4, r.8; Dosege Text #1-7 —>
<offectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="IVL_T57>
<low value="20090101"/>
(1= G k. 4.r.4: Date and Time of Start of Drug 1-7 -=>
{width value="4" unit="G. k. 4.r.6b"/>
¢!— G.k. 4.r.6a: Duration of Drug Administration {number} #1-7 —>
<!— G.k.4.r.6h: Duration of Drug Administration {unit) #1-7 —
</comp>
{comp xsi:type="IVL_TS" operator="A">
<high value="20090101"/>
¢!— G.k.4.1.5 Date and Time of Last Administration $1-7 —>
{/eonp?
{/effectiveline> i
<routeCode code="G. k: 4. 1. 10, 2b"’ codeSystem="2. 16, 840, 1, 113883. 3. 989. 2. 1. 1. 14"

¢l— G.k.4.1.10.2a: Route of Administration TermID Version Date / Num‘bar 17 =
<l— G,k 4.7, 10, 2b: Route of Adninistration TermID K1-7 —>
CoriginalText?G. k. 4. 1. 10, 1</originalText?
¢l— @k 4.r 10,1 Route of Administration (free text) H#1-7 ——>
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r. 1b"/>
<}== G.k. 4. 1. 18 Dose (number) #1-7 —>
{l== G. k. 4.r. 1b! Dose (unit) #1-7 —>
{consumable typeCode="CSH™> .
(instance0fKind classCode="INST">
{productInstanceInstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G, k. 4. r. 7</lotNunberText>
¢l~— G.k.4.r.T: Batch / Lot Number #1-7 —)
{/productInstancelnstance>
{kindOfProduct classCode="MMAT” determinerCede="KIND™ >

<fornCode code="6.k. 4.r.9. 2b" codeSystem="TBD-DoseForn” codeSystemVersion="0. k. 4.

¢l== G, k.4, 1,9.2a: Pharmaceutical Dose Porm TermID Version Date / Number #1-7
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displayName="parentRouteOfAdministration”™/>

14" codeSystemVersion="G.k 4.r.11.2a">

#1-7 —>

displayName="cumulativeDoseToReaction”/>

displayName="gestationPeriod”/>

displayName="recurrance0fReaction”/>

codeSystemVersion="2.0"/>

displayNane="recurranceDfReaction”/>

codeSystemVersion="2. 07/

displayName="codedDrugInformatien”/>

codeSystenVersion="2, 07/

displayNane="codedDrugInformation”/>

{!— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #1-7 —>

<originalText>G. k. 4. 1. 9. 1</originalText>
¢l=~ G.k.4,r,9, 1! Pharmaceutical Dose Form {frec text} #1-7 ==3
{/TornCode’
</kind0fProduct>
</instanceOfKind> -

</consumable)
{inboundRelationship typeCode="REFR">
{observation classCode="0BS” mcodCode="EVN™>
{code code="28" codeSystem="2. 16, 840, 1. 113883, 3,98%. 2. 1. 1, 19" codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k 4.r. 11 2b" codeSystem="2. 16.840. 1. 113883. 3. 089, 2, 1,1,
{le= G.k.4.1r.11.2a: Parent Routg of Administration TermID Version Date / Number

¢]— 6.k 4.r. 1L 2b: Parent Route of Administration TermID #1-7 —>
{originalText>G. k. 4. r, 11, I{/originalText>
{l~~ G.k 4.1 1k 1: Parent Route of Administration (free text} #1-T —>
</value>
</observation>
¢/inboundRelationship>
/substanceddwinistration>
¢foutboundRelationship2>
<outboundRelaticnship? typeCode="SUAM">
{observation classCode="0BS" moodCode="E¥N">
{code code="14" codeSystem="2, 16, 840, 1, 113883, 3, 989, 2, 1, 1, 19" codeSystemVersion="1.1"

<value xsiitype="FQ” value="10" unit="G. k. 5b"/>
{l-= G,k 5a% Cumulative Dose to First Reaction (number) #1 —>
<l— G.k.5b! Cumulative Dose to First Reaction (unit) 1 —>
</observationd
</outboundRelaticnship2>
<outboundRelationshipZ typeCode="PERT">
{observation classCode="0BS" moodCode="BVN"> .
{code code="16" codeSystem="2. 16. 8310. 1.113883.3.980. 2. 1. 1. 197 codeSystenVersicn="1,1"

<valus xsi:type="PQ" value="10" unit="G.k 6b"/>
{!— G.k.6a! Gestation Pericd at Time of Exposure (number) #I —>
<l-- G.k. 6b: Gestation Pericd at Time of Exposure (unit} #1 —>
</observation> -
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS" moodCode="EVN">»
{code, code="31" codeSysten="2, 16, 840, 1. 113883, 3, 989. 2. 1. 1. 19" codeSystemVersion="1.1"

Cvalue xsi:type="CE” code="G.k.9.1.4" codeSystem="2, 16, 840, 1, 113883, 3, 989, 2. 1. 1. 16"

¢l— G.k.9.1i.4! Did Reaction Recur on Re-administratien? Drug #1, Reaction #1 —>
{outboundRelationshipl typeCode="REFR">
<actReference classCode="0BS" moodCode="EVN™>
<id root="154eb889-958b-45f2-a02f-42d4d6E 4657/
{/actReference’
{/outboundRelationshipl>
{/ohservation’
</outboundRelationship2> }
<outboundRelationship2 typeCode="PERT">
<observation elassCode="0BS” moodCode="EVN")
¢cade code="31" codeSysten="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1,1"

<value xsi:type="CE” code="G.k.9.i.4" codeSystem="2. 16.840.1. 113883.3.989,.2.1. 1. 16"

!— 6.k.9.i.4: Did Reaction Recur on Re—administration? Drug #1, Reaction #2 —>
{outboundRelationshipl typeCode="REFR">
{actReference classCode="0BS” moodCode="EVN™>
<id root="2ban28d6=-cGeB~4e6c-33e9-6bB60HI142207 />
{/factReference>
{/outboundRelationshipl>
</observationd
<{/outhoundRelationship2> )
<outboundRelationship? typeCode="REFR™>
<observation classCode="0BS" moodCode="EVN™>
<code code="9" codeSysten="2. 16, 840, 1, 113883, 3,989.2. 1. 1. 19" codeSystemVersion="1. 1"

{value xsiitype="CE" code="G.k. 10.1" codeSystem="2.16. 840. 1. 113883. 3.989.2.1. 1. 17"

¢l— G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) #l~1 ==>
{fobservationy .
</outboundRelationship2)
{outboundRelationship? typeCode="REFR™>
<observation classCede="0BS" moodCode="EVN">
<code code="9" codeSystew="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

Cvalue xsiitype="CE” code="G.k. 10.r" codeSystem="2. 16, 840, 1, 113883, 3. 989. 2. 1. 1. 17"
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codeSystenVersion="2, 0" /> i
¢}~ G.k.10. 1! Additional Information on Drug (coded) {repest as necessary) #1-2 —>
¢/observation>
¢/outhoundRelationship2>
¢outboundRelationship? typeCode="REFR™>
<observation classCode="0BS™ mocdCode="BYN">
Ccode code="2" codeSystem="2. 16. 840, L. 113883, 3, 989, 2, 1, 1. 15" codeSystemVersion="1. 1"
displayName="additionalInformation™/>
<value xsi:type="ST">G.k.11¢/valuey
¢l— G.k.11: Additional Infermation on Drug (free text) #1 —>
{/observation> .
</outhoundRelationship2>
<inboundRelationship typeCode="RSON">
{observation classCode="0BS" moodCode="EVN™>
¢code code="19" codeSystem="2, 16, 840, 1. 113883.3.989. 2. 1. 1. 19" codeSystemVersion="1.17
displayNawe="indication”/> .
' <¢valile xsitype="CE” code="G.k.7.r.2b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystexVersion=
G,k 7.1, 2a™> ‘
¢{l— G.k.T.r.2a: MedDRA Version. for ndication #1-1 —>
¢]— G.k.7.1.2b: Indjcation (MedDRA code} #1-1 —>
<originalText>G. k. 7. r. 1¢/originalText>
{l— G.k.7.r.1: Indication as Reported by the Primery Source #1-1 —>
{/value>
{performer typeCode="PRF">
<assignedBntity classCode="ASSIGNED">
{code code="3" codeSysten="2. 16. 840, 1. 113883, 3,989, 2, 1, 1. 21" cedeSystenVersion="1.0"
displayName="sourceReporter”/> :
: {/assignedEntity>
{/performer> .
¢/observation?
</inboundRelationship>
¢inboundRelationship typeCode="RSON™>
{ohservation elassCode="0BS” moodCode="EVN">
{cade code="19" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1, 19" codeSystenVersion="1. 1"
displayName="indication”/>
<value xsi:type="CR” cede="G.k,7.r.2b" codeSystem="2, 16,840, 1. 113883, 6. 163" codeSystemVersion=
6.k 7.1.2a7>
g {1— 6.k.7.r.2a: HedDRA Version for Indication #1-2 ~=>
d— G.k.7.r.2b: Indication (MedDRA code} #1-2 —>
{originalText>G. k. 7. r. 1<{/originalText>
¢J— G.k.7.r.1: Indication as Reported by the Primary Source #1-2 —>
<{fvalue> i
<performer typeCode="PRF">
<assignedEntity classCode="ASSIGNED™>
{code code="3" codeSystem="2, 16. 840, 1. 113883, 3,989, 2, 1. 1. 21" cedeSystenVersion="1.0"
displayName="sourceReporter”/>
</assignedEntity>
{/performer>
{/observation>
</inboundRelationship>
{inboundRalationship typeCode="CAUS">
<act classCode="ACT" moodCode="EVN™>
Ceode code="G.k.8" codeSystem="2. 16, 840. 1. 113883, 3, 886. 2. 1. 1. 15" codeSystenVersion="2, 0°/>
<l— G.k.8: Action(s) Teken with Brug #1 —>
{/act> ’
</inboundRelationship>
{/substanceAdministration>
</component?
{!— G.% Drug(s) Information (repeat as necessary} H2 ——>
{component typeCode="COMP™>
{substanceAdninistration classCode="SBADM" moodCodex"EVN™>
<id root="6Bd6f5ce—3b3b-45cT-92dd~69e0673003a0"/>
<consumable typeCode="CSW™>
<instanceOfKind classCode="INST">
<kindOfProduct ¢lassCode="MMAT" determinerCode="KIND™> .
<code code="C.k. 2. 1.2b" codeSysten="TBD-PhPID” codeSystemVersion="G.k.2.1.2a"/>
{!— 6.k 2. 1. 2a: PhPID Version Date / Number §2 —> '
¢l-- G,k 2.1,2b: Pharmaceutical Product Identifier (PhPID) #2 >
<name>G. k. 2. 2¢/name> .
<!~ G,k 2.2¢ Medicinal Product Name as Reported by the Primary Source #2 —>
<asManufacturedProduct classCode="MANU™>
<subjeetQf typeCede="SB]™>
<approval classCode="CNTRCT" moodCode="EVN">
¢id extension=". k. 3.1 root="2. 16. 840, L. 113883.3,589.2.1. 3. 4>
(l~— G.k.3.1: Authorisation / Application Number H2 ——>
<holder typeCode="HLD™>
{rele classCode="HLD">
{playingOrganization classCode="0RG" determinerCode="INSTANCE™>
<nama)G. k. 3. 3</naue>
¢l— G.k 3.3: Name of Holder / Applicant 2 —>
</playinglrganizat iand
. </role>
</holder>
<author typeCode="AUT">
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{territerialdutherity classCode="TERR">
<territery classCode="NAT" determinerCode="INSTANCE™>
<code code="G, k. 3, 2" codeSystem="1,0, 3166, 1,2, 2°/>
<l-- G.k.3.2: Country of Authorisation / Application #2 ——>
M {ftereitory’
{/territorialAuthority>
{/author>
¢pertinentInfermation typeCode="PERT™>
- <policy elassCode="FOLICY" meodCode="EVN™>
Ccode code="J2.5. k" codeSystem="2. 16. 840, 1. 113883. 3.989. 5, 1,3.2,1.4"-
codeSystenVersion="1, 17/> .
<1— §88J2.5. k: —AEERED IR EH% #2 —>
</policy> ‘
{/pertinentInformation>
{/approval>
</subjectOf>
{subjectOf typeCode="SBJ">
{characteristic classCode="0BS" moodCode="EVN">
{code code="1" codeSystem="2, 16. 840, 1, 113883, 3,989.5,1.3. 2. 1, 10"
codeSystenVersion="1.0" displayNeme="FERRSORRES"/> :
<value xsi:type="CE" code="J2.4.k" codeSystem="2, 16. 840, 1. 113883, 3, 989, 5. 1. 3.
2.1.3" codeSystenVersion="1.1"/> )
’ <l— @812 4. ki FEESFORRES 42 —>
{/characteristicd
{/subject0f>
¢/asManufacturedProduct>
{ingradient classCode="ACTI™>

Squantity> .
{mumerator value="10" unit="G. k. 2.3.1.3b"/>
¢!— G.k.2.3.r,3a: Strength (number) #2-1 —>
¢!— G.% 2.3.r. 3b: Strength (unit) #2-1 —>
{denominator value="1"/>
</quantity>
{ingredientSubstance clessCode="WMAT" determinerCode="KIND">
<code code="G.k.2.3.r.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k 2.3.r.
2a7/>
!— G.k.2.3.r.2a: Substance / Specified Substance TermID Version Date / Number
#2-1 —> ' -
¢l-— G.k.2.3.1.2b Substance / Specified Substance TermID #2-1 —
<name>G. k. 2. 3. r. 1{/name>
<l G.k 2.8, 1. 1! Substance / Specified Substance Name #2-1 —>
{/ingredientSubstance>
{/ingredient>
{ingredient classCede='ACTI')
<guantity>
Cpumerator value="10" unit="G.k. 2.3.x.3b"/>
¢]— G.k.2.3.r.3a} Strength (number} §2-2 —
¢l— 6.k 2,3.r. 3b: Strength (unit} #2-2 —>
{denominater value="1"/>
</quantityy
{ingredientSubstance classCode="MMAT® determinerCode="KIND">
<code code="G. k. 2.3.r.2b" codeSystem="IBD-Substance” codeSystemVersion="G.k.2.3.r.
2a"/> '
<!‘— G.k.2.3.r.2a: Substance / Specified Substance TexmID Version Date/Number #32-
2=
¢!— G.k.2.8.r.2b Substance / Specified Substance TermID #2-2 —>
<name}G, k. 2. 3. 1. 1{/name>

€!— G.k.2.3.r.1: Substance / Specified Substance Name #2-2 —>
</ingredientSubstanced
{/ingredient>
</kind0fProduct>
CsubjectOf typeCode="SBJ">
<productEvent classCode="ACT" moodCode="EWN">
. {code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSysteuVersion="1, 0"
displayName="retailSupply”/>
' {performer typeCode="PRF">
<assignedEntity classCode="ASSIGNED™>
<represented0rganization classCode="0RG" determinerCode="INSTANCE">
<addr>
{countrydG, k. 2. 4¢/country>
. 4)— G.k. 2.4: Identification of the Country Where the Prug Was
Obtained #2 —>
C(faddrs
{/representedirganization>
{/assignedEntity>
</performer>
{/productEvent>
{/subjectOf>
<subjectOf typeCode="SB]">
{observationBvent classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2, 16, 840, 1. 113883. 3, 989, 5. 1. 3. 2. 1. 10" cudeSystngersion='1.
0" displayNane="—RFIER KO AFER
{value xsi:type="CE" code="J2,6.k" codeSystem="2, 16,840, 1. 113883, 3,988, 5. 1. 3.2. 1. 5"
cedeSystenVersion="1.17/>
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Event (number) Drug #2, Reaction #1—>

Event (unit) Drug #2, Reaction #1 —>

Drug #2, Reaction #1 —>

brug #2, Reaction #1 —>

Event (humber) Drug #2, Reaction #2 —>

Event (unit} Drug £2, Reaction #2 -—>

Drug #2, Reaction #2 —>

Drug #2, Reaction #2 —>

Event (number} Prug #2, Reactien #3 —>

Event (unit) Drug #2, Reaction #3 -—>

Drug #2, Reaction #3 —>

Drug #2, Reaction §3 —>

Event (number} Brug #2, Reaction #4 —>

Event (unit) Drug #2, Reaction #4 —>

Drug #2, Reaction #4 —>

Drug #2, Reaction #4 —>

<|— edeJ.6.k: —BRBAERRKOAFER #2
{/observationBvent)
{/subject0f>
</instance0fKind>

{/cansumable’
<outbeundRelationshipt typeCode="SAS™>

<pauseQuantity value="10" unit="G.k.9.1i.3. 1b'/>
¢<]l— 6.k 9,1, 3, 1a! Time Interval between Beginning of Drug Administration and Start of Reaction /

¢]— ¢.% 9.1.3.1b: Time Intervel between Beginning of Drug Administration and Start of Reaction /
<actReference classCode="0BS" moodCode="E¥YN™>

<id root="154ebB89-958b-45£2-a02f-42d4d6F465TE" />
{/actReference>

{/outhoundRelationshipl>
<outbaundRelationshipl typeCode=" SAE >

<{pauseQuantity value="10" unit="6.k.9.i.3.2b"/>
¢l== G.k.9,1i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number}

¢}—— G.k.9.1.3.2b: Time Interval between Last Dose of Drug and Start of Remction / Event (unit)
<actReference classCode="0BS” mocdCode="EVN™>

<id root="154¢b889-058b-45f2-a02f-42ddd6I465TE />
{/actReference>

</outboundRelationshipl?
<outboundRelationshipl typeCode="SAS">

{pauseQuantity value="10" unit="G.k. 9.3.3, 1b"/>
¢l— G.k.9.1.3, 1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

¢l== 6.k, 9,1.3, 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
<actReference classCode="0BS” moodCode="EVN™>

<id root="2ban28d6-cle8-1c60-93e5-5b860b3 142207 />
{/actReference>

</outbotndRelationshinl>
<outboundRelationshipl’ typeCode="SAE">

{pauseQuantity value="10" unit="G.k.9.i.3.2b"/> :
¢}~ G.k.9,1,3.2a Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

<I— Gk 9.1.3.2b: Time Interval between Last Dns‘e of Drug and Start of Reaction / Event (unit)
{actReference classCode="0BS" moodCode="EVN™>

<id root="2bea?8d6-c9e8-4efc—9329-5b860b3142207/>
{/actReference>

</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>

{pauseQuantity value="10" unit="G. k. 9.1,3, 1"/
¢1— G. k.9, 7.3 la; Time Interval between Beginning of Drug Administration and Start of Reaction /
¢1~- G. k. 9 1.3, 1b: Time Interval botween Beginning of Drug Administration and Start of Reaction /

CactReference classCode="0BS” moodCode="EYN™>

<id root="3a8626ch-9f1b-4eaB-8a0f-e0ff34430adf™/>
</uctReferenced

</outboundRelationshipl>
{outboundRelationshipl typeCode="SAE">

{pavseQuantity value="10" unit="G.k.%.i.3. 26"/
¢!— .k 0.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

¢l=- G,k.9.1,2.2b! Tize Interval betwsen Last Dose of Drug and Start of Reaction / Event (unit)
<actReference classCode="0BS" moodCods="EVN™> -

{id root="3a8626cb-9f1b-4eaB~Balf~e0Ff34430adt"/>
¢/actReforence)

</outboundRelationshipl’
CoutboundRelationshipl typeCode="SAS™>

{pauseQuantity value="10" unit="G.k.%.1.3. 1"
¢!— G.k.9.i.2. la: Time Interval between Beginning of Drug Administration and Start of Reaction /
¢1— G.k.9.i.3. 1b: Time Interval between Beginning of Prug Adeinistration and Start of Reaction ./

<actReference classCode="0BS" moodCode="EYN™>
¢id root="2e99840f-08b4-499c—B0Ff-dd8415£4£8a5"/>
{/actReference)

{/outhoundRelationshipl>
CoutboundRelationshipl typeCode="SAE™>

{pavseQuantity value="10" unit="G.k.9.1,3.2b"/>
¢l— G.k. 9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
¢— G.k.9.1.3 2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

<actReference classCode="0BS" mocdCode="EVN">
{id root="2e99840f-(8b4-499c-80£ff-ddB8416f4f8aE"/>
{/actRaference
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Event {number) Drug #2, Reaction #5 —>

Event {unit) Drug #2, Resction #& —>

Drug #2, Reaction #5 —

Drug #2, Reaction #5 —

Event (number) Drug #2, Reaction #6 —>

Bvent {unit) Drug #2, Reaction #§ —>

brug #2, Reaction #6 —>

Drug #2, Reactiu:} #6 —>

Event (number) Drug #2, Reaction #7 —>

Event (unit) Drug #2, Reaction #7 —>

Drug #2, Reaction #7 —>

Drug #2, Reaction #7 -->

Event (number) Drug #2, Reaction #8 -

‘Event (unit) Drug #2, Reaction #8 —>

Drug #2, Reaction #8 -

Drug #2, Reaction #8 —>

</outboundRelatienshipl)
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k. 9.i.3. 107/
¢!— 6.%.9.4.3. 1a: Time Interval between Beginning of Brug Administration and Start of Reactien /

¢l— G.k.9.i.3. 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

{actReference classCode="0BS” moodCode=s"EVN™>
<id root="1071064c-ef10-4a3b-83c1-3410ddbTeabd” />
{/actReference>
</outboundRelationshipl>
<outboundRelaticnshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
{l— 6.k 9.1i.3. 2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

€l— G.k.9.1.3.2b: Time Interval between Last Dese of Drug and Start of Reaction / Event (unit)
<actReference classCode="0BS” moodCode="EVN"> .
<id roet="1071064c-cf1{-4adb-83c1-34f9ddbTeadd”/>
{/actReference>
</outboundRelationshipl
<cutboundRelationshipl typeCode="SAS™>
<pauseQuantity value="10" unit="G.k. 9.1, 3 1b"/>
€l 6. % 9.i.5. 1a: Time Interval between Beginning of Drug Admm).stratmn and Start of Reaction /

(I~ G,k 9,1, 3 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

{actReference classCode="0BS" moodCode="EVYN">
<id root="1f927283-10b6-4334-0d43-e926640Fb1BE"/>
{/actReference)
{/outhoundRelationshipl>
<outboundRelaticnshipl typeCode="SAE™>
<pauseQuantity value="10" unit="6.%k9.i.3.2v"/>
<]— 6.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

{l— 6.k 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reactien / Event (unit)

{actReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e020640fb18E"/>
{/actReference>
{foutbeundRelationshipl>
<outboundRelationshipl typeCode="SAS">

{pauseQuantity value="10" unit="G. k. 9.1.5. 1b"/>
¢1— G.k.9.i.3.1a! Time Interval between Beginning of Drug Administration and Start of Reaction /
<!— 6.k9.1.3.1b! Time Intervel between Beginning of Drug Administration and Start of Reactien /

<actReference classCode="0BS" moodCode="EVN">
<id rooct="e0342969-38be-423f-bBbb-celdbc279d8e" />
{/actReference’

" ¢/outbeundRelationshipl>

CoutbetndRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="6.k.9.1.3.2"/> .
<l-- 6.%.9.1,3, 2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

¢{l— 6.k 9.1.3.2b: Time Interval between Last Dese of Drug and Start of Reaction / Event {unit)

<actReference classCode="0BS" moodCode="EVN">
<id reot="e0342969-38be-423f-bbbb—cel4bc279d8e” />
{/actReference’>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
" {l— 6.k 9.1.3 1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

<!~ G.k.5.1,3, 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

{actReference classCode="0BS" moodCode="EVN">
<id root="albbe032-8070-426d-af04-6863263443e0"/>
{/actReference)
</outboundRelationshipl>
{outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" unit="6.%k 9.1.3.2v"/> 7
{l— 6.k.5.i.3.2a! Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

¢l— G,k.9,i,3,2b; Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

LactReference ¢lassCode="0BS" meodCode="EVYN™>
{id reot="al5he092-8070-426d-af(4-6863263443e0" />
{/actReference>
{/outboundRelationshipl>
{outboundRelationship2 typeCode="PERT™>
<observation tlassCode="0BS” moedCode="EVN™>
{code code="6" codeSystew="2. 16, B40. 1. 113883. 3. 986. 2. 1. 1. 19" codeSystemVersion="1, 17
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displayName="blinded”/>
{value xsittype="BL” value="true"/>
<l=- G, %.2.5: Investigational Product Blinded §2 —>
{/observation}
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
¢]— G.k.4.r : Dosage and Relevant Information (repeat as necessary) f2-1 —>
- ¢substanceAdministration classCode="SBADM™ moodCode="EVN™>
{textd. k. 4. v, 8¢/text>
¢l— G.k.4.r.8: Dosage Text #2-1 —>
<effectiveTime xsi:type="IVL_TS™>
<low value="200901017/>
¢I— G.k.4.r.4: Date and Time of Start of Drug f2-1 —>
<high value="20090101"/> '
{!— G.k.4.1.5: Date and Time of Last Administration #2-1 -=>
{/effectiveTime> .
{routeCode code="G. k. 4.r. 10, 2b" codeSystem— 2, 16, 840. 1. 113883. 3. 989, 2. 1. 1. 147
codeSystenVersion="G. k. 4. r. 10.2a">
¢! G, k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-1 —>
{!— 6.k.4.1.10, 2b: Route of Administration TermID #2-1 -->
CoriginalText?G. k. 4. r. 10. 1</originalText>
¢<!— 6.k.4.r.10.1: Route of Administration (free text) #2-1 —>
{/routeCode>
<doseQuantity value="10" unit="G.k. 4.r.1b"/>
¢J— G.k.4.1. 1a Dose (number} #2-1 —>
<J== G,k 4.r.1b: Dose {unit) #2-1 —>
{consumable typeCode="CSM™>
<instanceOfKind classCode="INST™>
<{productInstanceInstance classCode="MMAT" determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7¢/lotNunberText>
{t— G.k 4.r.7: Batch / Lot Number #2-1 —>
</productInstancelnstance>
CkindOfProduct classCode="MMAT" determinerCode=” KIND >
¢fornCode code="G.%. 4.1.9.2b" codeSysten="THBD-DoseForn” codeSystemVersions"G.k.4.

r.9.22"> . .

¢l— G.k,4,r. 9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-1
-

¢|— G.k 4,1r.5.2bt Pharmaceutical Dose Form TermID #2-1 —>

CoriginalText>G. k. 4.1, 9. 1{/originalText>

¢l== G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-1 —>

{/fornCode>
¢/kind0fProduct>
</instanceOfKind

{/consumable>
<inboundRelationship typeCode="REFR™>
- Cobservation clessCode="0BS” moodCode="EVN">
<code code="28" codeSysten="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1, 17
displayName="parentRouteOfAdministration™/>
¢value xsiztype="CE” cods="G.k. 4.r.11.2b" codeSystem="2.16.840.1,113883,3,989.2,. I, L.
14" codeSystemVersion="G.k.4.r. 11, 2a™>
¢l== G.k.4.r.11.2a! Parent Reute of Administration TermID Version Date / Number
#2-1 —>
¢l— G.k.4.r.11.2b: Parent Route of Administration TermID #2-1 —>
{originalText>G. k. 4. r. 1L 1</eriginal Text)
¢|== G.k.4.r.11.1: Parent Route of Administration (free text) #2-1 —>
¢Svalue>
{/observation>
£/inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
¢l—= G.k 4.r! Dosage and Relevent Information (repest as necessary) #2-2 -->
{substanceAdninistration classCode="SBADM" moodCode="EVN">
{text>G, k., 4. r, 8{/text>
<}— G,k 4.r.8: Dosage Text #2-2 —>
{effectiveTime xsitype="IVL_TS™>
<low value="200901017/>
{!— G.k.4.r.4: Date and Time of Start of Drug #2-2 —>
{width value="4" unit="G.k.4.r.6b"/>
¢<!— G.k.4.r.6a: Duration of Drug Administration (number} ¥2-2 —>
¢!=- G,k 4.r.6b: Duration of Drug Administration (unit} #2-2 —>
¢feffectiveTime>
<routeCode code="G.k. 4.1, 10.2b" codeSysten="2, 16, 840. 1 113883, 3,989, 2. 1. 1. 14"
codeSystenVersion="G. k. 4. r. 10. 2a™> ‘
¢1— G.k.4.r.10.2at Route of Administration TernlD Version Date / Number #2-2 -->
¢1— 6.k. 4.1 10, 2b: Route of Administration TermID #2-2 —>
<originalText>G. k. 4. 1. 10, I¢/eriginalText>
¢)— G.k.4.1.10,1: Route of Administration {(free text) #2-2 —
</routeCode>
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
{l— G.k.4.1.1a Dose (number) #2-2 —>
{l— G.k.4.r.1b: Dose {unit) #2-2 —>
{consumable typeCode="CSM™>
" <instanceOfKind classCode="INST”>
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r.9.2a">

i

displayName="parentRouteDfAdministration”/>

14" codeSystenVersion="6.k. 4.r.11. 2a">

#e-2 —>

codeSystemVersion="G: k, 4. r, 10. 2a™>

r. 9, 2"

displayName="parentRouteOfAdministration”/>

14" codeSystenVersion="6.k 4.r.11,2a">
: K}

#2-3 —

{productInstancelnstance classCades"MUAT” determinerCode="INSTANCE™>
¢lotNumberText>G. k. 4. r. 7¢/lotNumberText> .
{l=- G.k.4.x. 7: Batch / Lot Number #2-2 —>

¢/productInstanceInstance>

<kindOfProduct classCode="MMAT” determinerCode="KIND">
<fornCode code="G.k.4.r.9.2b" codeSystem— TBD-DoseForm™ codeSystemVersion="G. k. 4.

¢!— G.k.4.1.5. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-2 .
<{l— ¢.k.4.r,9.2b: Pharmaceutical Dose Form TermID #2-2 —>
{originalText>G. k. 4. r. 9. 1</originalText>
¢{J— G.k.4.r.9.1: Pharmaceutical Dose Form (free text} #2-2 —>
</foruCade>
{/kind0fProduct>
{/instance0fKind>

{/consumable>
(inboundRelstionship typeCode="REFR™> :
{observation classCode="0BS" moadCode="EVN">
{code code="28" codeSystem="2, 16, 840, 1. 113883, 3. 989, 2. 1. 1, 197 codeSystemVersion="1.1"

<value xsiitype="CE" code="G,k 4.r. 11, 2b" codeSystem="2, 16, 840, 1, 113883, 3. 989, 2,1, 1.
{l-= G.k. 4.r. 11, 2a! Parent Route of Administraticn TermID Version Date / Number

{1— G.k.4.r,11,2b: Parent Route of Administration TermID #2-2 ~=>
<originalText>G, k. 4. r. 11, 1</original Text>
¢!— G.k.4.r.11.1: Parent Route of Administration (free text} #2-2 —>
</value>
{/abgervation>
¢/inboundRelationship>
{/substanceAdministration>
{/vutboundRelationship2>
{outboundRelationship? typeCode="COMP">
¢l== G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-3 —
{substanceAdministration classCode="SBADM" moodCode="EVN">
CtextdG. k. 4, x, 8</text) '
¢!— G.k.4.1.8: Dosage Text #2-3 —> -
CeffectiveTime xsi:type="IVL_TS">
<width value="4" unit="G.k. 4.r.6b"/>
¢]— G.k-4.r.6a: Duration of Drug Administration (number) #2-3 —>
¢l== G. k. 4. 1. 6b: Duration of Drug Administration (unit) #2-3 —>
<high value="20090101"/>
¢1-- G.k.4.r.5: Date and Time of Last Ar.{mmstratlon #2-3 —
{/effectiveTime> )
<routeCode code="G, k, 4,r, 10, 2b” codeSystem="2, 16, 840, 1, 113883, 3,989, 2, 1, 1, 147

¢!— 6.k 4.r.10.2a: Route of Administration TermID Version Date / Number #2-3 —>
{I~~ G,k 4. r. 10, 2b: Route of Administration TermID #2-3 —>
<originalText>G. k. 4. r. 10. 1¢/originaliext>
{!— Gk 4.1r.10, 1! Route of Aduinistration (free text} #2-3 —>
</routeCode> .
{doseQuantity value="10" unit="G.k.4.r.1b"/> -
¢l— G.k!4.r. 1s Dose (number) #2-3 —>
¢]— G.k.4.r. 1b: Dose (unit) #2-3 —>
{consumable typeCode="CSH™>
{instanceOfKind classCode="INST">
<{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
{lotNumberText>G. k. 4, r. 7¢/lotNumberText>
(1= G.k 4.7. 77 Batch / Lot Number #2-3 —>
<{/productInstancelnstance?
* <kindOfProduct classCode="MMAT" determinerCede="XIND">
<formCode code="G.k.4.r.9.2b" codeSystem="TED-DoseForm” codeSystemVersion=".k. 4.

¢{l— G.k.4,r.5.2a: Pharmaceutical Dose Form TernlD Version Date / Number #2-3

{l— G.k.4.r. 9. 2b: Pharmaceutical Dose Form TermID #2-3 —>
<originalText>G. k. 4.r. 9. 1<{/originalText>
<l G.k.4.r. 9. 1: Pharmaceutical Dose Form (free text) #2—3 —>
. {/fornCode>
{/kind0fPreduct> .
{/instance0fKind>

{/consumable>
<inboundRelationship typeCode="REFR™>
{observation classCode="0B5" moodCode="EVN">
{code cog.le=’28" codeSysten="2, 16, 840, 1. 113883, 3. 989, 2. 1. 1. 187 codeSystemVersion="1, 1*

{value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2. 16.840. 1. 113883.3,989.2.1. 1.
{l— G.k.4.r.11.2a: Parent Route of Administration TermlD Version Date / Number
¢l== G,k 4.1, 11, 2b: Parent Reute of Administration TermID #2-3 —>
<originalText>G. k. 4. 1. 11. 1¢/originalText)

¢l— G.k.4.1. 11 1: Parent Route of Administration (free text) #2-3 —>
</value>
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codeSystenVersion="G. k. 4. r. 10, 22"> -

r.9.2a">

displayName="parentRoute0fAdministration™/>
147 codeSystemYersion®'G. k. 4. r. 11. 22"

fiz-a —>

codeSystenVersion="6. k. 4. r. 1. 2a”>

{/observation> *
</inboundRelationship>
¢/substancepdministration>
</outbotindRelationship2
<autboundRelationship2 typeCede="COMP™>
¢1— G. k. 4.r: Dosage and Relevant Information {repoat as necessary} #2-4 —>
¢substanceAdninistfation classCode="SBADM™ moodCode="EVN™> -
{text>G, k. 4, r. 8¢/text>
<!— G.k.4.r.8: Dosage Text #2-4 —>
{effectiveTime xsi:type="SXPR_TS™>
<comp xsiitype="PIVL_TS"»
{period value="10" unit="G. k. 4. 1.37">

¢|— G,k 4,r.2: Number of Units in the Interval #2-4 —>
<]— 6.k.4.r.3: Definition of the Time Interval Unit #2-4 —>
</comp>

{comp xsiitype="IVL_TS” operator="A">
<low value="200901017/>
{l—G.k.4.r.4! Date and Time of Start of Drug #2-4 —>
{/comp}
{/effectiveTime>
{routeCode code="G. k. 4.r, 10, 2b” codeSysten="2, 16, 840, 1, 113883. 3. $80. 2. 1. 1. 14"

¢!— 6.k 4.1.10. 2a: Route of Administration TermID Version Date / Number #2-4 —>
¢!~ 6.k 4.r.10.2b: Route of Administratiori TermID #2-4 -
CoriginalText)G. k. 4.r. 10, 1</originalText>
¢l== G, k,4.1r,10, 1! Route of Administratien (free text) #2-4 —>
{/routeCode>
¢doseQuantity value="10" unit="G.k.4.x.1b"/>
¢!— G.k'4.1.1a Dose (number) $2-4 -->
{l== G.k. 4.1, 1b: Dose (unit} #2-4 —
¢consumable typeCode="CSM™>.
<instanceOfKind classCode="INST">
{productinstancelnstance classCode="MMAT" determinerCode="INSTANCE">
{lotNumberText>G. k. 4. r. 7{/lotNumberText>
¢}~ G.k.4.r. 7: Batch / Lot Number #2-4 —
</productInstanceInstance>
<kind0fProduct classCode="WMAT" determinerCode="KIND">
<{fornCode code="6.k. 4. T. 8. 2b” codeSystem="TBD-DoseForn" codeSystemVersion="6.k. 4.

¢]1— 6.k 4.1.9, 287 Pharmaceutical Dose Form TermID Version Date / Number #2-4
¢{J— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-4 —>
CoriginalText>G. k. 4. r. 9. 1</criginalText> .
¢1— 6.k 4.1.9, 1; Pharmaceutical Dose Form (free text) #2-4 —>
</fornCode>
</kind0fProduct>
{/instance0fKind>

</consumable>
{inboundRelationship typeCode="REFR">
{observation classCode="0BS" moodCode="EVN™>
{code code="28" codeSystem="2, 16, 840, 1, 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1, 1"

Svalue xsi:type="CE” code="G.k. 4.r.11,2b" codeSysten="2. 16.840. 1, 113883, 3,989,2. 1. L.
§l== G, k. 4,1, 11, 28! Parent Route of Administration TernlID Yersion Date / Number

<]~ G.k 4. r. 1L 2b: Parent Route of Administration TernID #2-4 ~=>
LoriginalText>G. k. 4. 1. 11 1¢/originalText>
&l== G.k.4.1, 11, 1; Parent Route of Administration {ftee text) #2-4 —>
</value>
¢/tbservationd
¢/inboundRelationship>
{/substanceAdministration>
{/outhoundRelatienship2>

. CoutboundRelationship2 typeCode="COMP”>

¢l— .k 4.r: Dosage and Relevant Information (repeat as necessary) #2-5 —>
{substanceAdninistration classCode="SBADM™ moodCode="EVN™>
{text>G. k. 4. r. BS/text>
¢l=- G.k.4.1.8: Dosage Text H2-5 —>
{effectiveTime xsi:type="SXPR_TS™>
{comp xsiitype="PIVL_TS™>
<period value="10" wnit="G.k.4.1.3"/>
¢l== G.k.4.1.2: Number of Units in the Interval #2-5 —>
1=~ G.k.4.r.3: Definition of the Time Interval Unit #2-5 —=>»
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
¢!— G.k.4.7.5: Date and Time of Last Administratien #2-5 —>
</comp>
¢/effectiveTime>
<routeCode code="6. k. 4. 1. 10. 2b" codeSystem="2. 16, 840, 1, 113883, 3,989. 2, 1. 1. 14"

)~ G.k.4.7.10, 2a: Route of Administrstion TermID Version Date / Number §#2-5 -->
{1— G.k.4.r.10.2b: Route of Administration TermID #2~B ——>
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r.9.2a"

displayName="parentRoutedfAdministration”™/>
14" codeSystenVersion="G, k, 4,r.11,2a">

#2-6 -

codeSystenVersion="6. k. 4. r. 10. 2a">

1. 9,227

—>

{originalText>G. k, 4. 1. 10. 1</original Text>
¢!— G. % 4.r.10. 1! Route of Administration (free text) H2-5 —
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.16"/>
}— G.k. 4, r, 1a Dose (number) #2-5 —>
{l— G. k. 4.r. 1b: Dose (unit) #2-5 —>
{consunable typeCode="CSM">
<instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">
<lotNumberText>G, k, 4, r, 7¢/lotNumberText>
{l=— G.k.4.r.7: Batch / Lot Number #2-5 ~=>
{/productInstancelnstance) . :
<kindDfProduct classCode="MMAT" determinerCode="KIND">
{fornCode code="G.k.4.1.9.2h" codeSystem="TBD-DoseForm” codeSystemVersion="6.k. 4.

A= 6kd r. 9. 2a: Pharmaceutical Dose Form TernID Version Date / Number #2-5

<!— 6.k.4.1,9.2b: Pharmaceutical Dose Form TernlD #2-6 —>
<originalText>G. k. 4.r. 9. 1{/originalText>
{!—— G.k.4.r.9.1: Pharmaceutical Dose Form {free text) #3-5 —>
¢/ fornCade)
</kindOfProduct>
. &finstanceCfKind>
{/consumable)
<inboundRelationship typeCode="REFR">
{observation classCode="0BS" moodCode="EVN™>
{code code="28" codeSystem="2. 16, 840. 1. 113883. 3. 989, 2. 1. 1, 19" codeSystemVersion="1.1"

{value xsi:type="CE” code="G,k 4,r.11,2b" codeSysten="2. 16.840. 1. 113883, 3,988, 2. 1. 1.
<!=~ G.k.4.1, 11. 2a: Parent Route of Administration TermID Version Date / Number

<}— G. k. 4.x.11.2b: Parent Route of Administration TermID #2-5 —>
<originalText>G. k. 4.1, 1L 1</originalText>
<!— G.k.4.x. I1. 1: Parent Route of Administration (free text) #2-5 —>
{/value> :
{/observation>
¢/inboundRelationship?
</substanceAdninistration)
</outboundRelationship2> .
{outbotndRelationship? typeCode="COMP™>
¢1— G. k.4.r: Dosage and Relevant Information (repeat as necessary) #2-6 —>
<substanceAdninistration ¢lassCode="SBADM™ moodCode="EVN™>
{text>G, k. 4. . 8</text>
<l— G, k.4.r.8: Dosage Text §2-6 —>
{effectiveTime xsi:type="SXPR_15">
{comp xs5ittype="PIVL_TS">
{period value="10" unit="G.k.4.r,3"/>
¢|— G.k.4.r.2: Number of Units in the Interval #2-6 —
{!— G.k. 4.7 3¢ Definition of the Time Interval Unit #2-6 —=>
{/comp?
. {comp xsi:type="IVL_TS" operator="A">
<width value="4" unit="G, k% 4,r.6b"/>
{!— G.k 4.r.6a Duration of Drug Administration (nunmber) #2-6 --=>
{l== 6.k 4.1.6b: Duration of Drug Administration (unit) #2-6 —>
</comp>
</effectiveTime> .
<routeCode code="G.k.4.r. 10. 2b" codeSystem="2. 16. B40. 1. 113883, 3, 989, 2,1, 1, 14"

¢1— 6. k. 4.r.10. 22> Route of Administration TermID Version Date / Number #2-6 —»
¢1— G. k. 4. % 10.2b: Reute of Administration TermID #2-6 —)
{originalText>G. k. 4. r. 10, 1{/originalText>
¢!== G, k. 4.r.10. 1: Route of Administration (free text) #2-6 —>
{/routeCode>
{doseQuantity value="10" unit="G.k 4,r, 1b"/>
{1— G.k.4.1, la Dose (number) #2-6 —>
{J== G.k.4. 1. 1b: Dose (unit) #2-6 —>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
{productInstancelnstance classCode="WMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
(le= G.k.4.r.7: Batch / Lot Number #2-6 —>
</productInstancelnstance)
<kindOfProduct classCode="WMAT? determinerCode="KIND™>
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

{|— G.k.4.r.9. 2a Pharmaceutical Dose Form TernID Version Date / Mumber #2-6
{|— G.%k.4,r.9,2h: Pharmaceutical Dose Form TermID #2-6 —>
<originalText>G. k. 4. r, 9. 1</originalText? ‘
{l== G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-6 —> -
</fornCode>
</kindGfProduct>
</instanceQfKind>

-39 -



displayName="parentRouteOfAdninistration”/>
14" codeSystem¥ersion="6. k. 4.r. 11, 2a">

#2-6 —>

codeSystemVersion="G. k. 4.1. 10.2a™>

r. 8. 2a">

displayName="parentRouteOfAdministration”/>
14" codeSystenVersion="G. k. 4. r, 11, 2a™>

#2-71 —

codeSystenVersion="G. k. 4. 1. 10. 287>

{/consumable>
{inboundRelaticnship typeCode="REFR™>
{ohservation classCode="0BS" moodCode="EVN">
<code code="28" codeSysten="2, 15. 840. 1. 113883, 3. 989, 2, 1. 1. 197 codeSystemYersion="1, 17

<value xsi:type="CE" code="G. k. 4.r.11,2b" codeSystem=‘l'2. 16, 840, 1, 113883. 3. 989. 2. 1. 1.
<!—— G.k.4.r.11, 2a: Parent Route of Administration TermID Version Date / Number

¢l== 6.k 4.7, 11, 2b: Parent Route of Adwinistration TermID #2-6 —>
<originalTextG. k. 4.1, 11, 1{/originalText>
<!— G.k.4.r. 11. 12 Parent Route of Administratien (free text) #2-6 —>
</value>
¢/observation>
</inboundRelationship>
¢/substanceAdministration>
</outhoundRelationship2>
{outboundRelationship? typeCode="COMP™>
<l— G.k.4.r: Dosage and Relevant Information (repeat as necessary} #2-7 —>
{substancéAdministration classCode="SBADM" moodCode="EVN™>
<text>G. k. 4. r. 8<{/text>
¢l=- G.k. 4.r.8: Dosage Text §2-7 -->
CeffectiveTime xsi:type="PIVL_TIS™
<period value="10" unit="G.k.4.x.3"/>
<)— G.k.4.r.2: Nupber of Units in the Interval #2-7 -->
"¢J— 6.k 4.r.3: Definition of the Time Interval Unit #2-7 —>
{/effectiveTine>
{routeCode code="G, k, 4. r. 10. 2b” codeSystem="2, 16, 840, 1, 113883, 3,989, 2, 1. 1, 14"

<!— G.k4.r.10.2a: Route of Administration TermID Version Date / Number #2-7 —>
{!— G.k.4.1.10, 2b: Route of Administration TermID #2-7 —> .
<originalTextG. k. 4. r. 10. 1{/original Text> -
{}— G.k.4.r.10.1: Route of Adninistration (free text) #2-7 —>
¢/routeCoded
¢doseQuantity value="10" unit="G.k.4.t.1b"/>
¢l G,k 4, 1. 1a Dose {number) #2-7 —>
<!— G.k.4.r.1b: Dose (unit) #2-7 —>
{eonsumable typeCode="CSM">
{instance®fKind classCode="INST">
{productInstancelnstance ¢lassCode="MMAT" determinerCode="INSTANCE™>
{lotNunmberText>6. k. 4. r. 7¢/1lotNumberText)>
<l— G.k.4.r,7: Batch / Lot Number #2-7 —>
¢/productInstancelnstance>
<kind0fPreduct elassCode="MMAT" determinerCode="KIND™>
<fornCode code="G.k. 4. 7.9, 2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

{!— G.k.4.r.9.2a: Pharmaceutical Dase Form TermlD Version Date / Number #2-7

<!— 6.k.4.1.9,2b: Pharmaceutical Dose Form TermiD #2-7 —>

{originalText>G. k. 4. r. 9. 1</originalText>
<{l~— G.k.4,r.8. 1! Pharmaceutical Dose Form {free text) §2-7 —>
{/formCode> :
</kind0fProduct>
<finstapnceOfKind>

</consumable?
{inboundRelationship typeCode="REFR™>
{observation ¢lassCode="0BS" moodCode="EVN">
{code code="28" codeSystem="2. 16. B40. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystenVersion="1,1"

¢value xsi:type="CE” code="G.k.4.r,11.2b" codeSysten="2.16.840. 1. 113883.3.989.2. 1. 1.
(!_-— G.k.4.r.11.2a: Parent Route of Adwinistration TernID Versien Date / Number

¢1— G. k. 4.r.11.2b: Parent Route of Administration TermID H2Z-7 —>
{originalText?G. k. 4. 1. 11, 1{/originalText>
¢}~ G, k. 4,r,11,1: Parent Route of Administration (free text) §2-7 —>
</value>
</observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
¢!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-8 —>
{substanceAdministration classCode="5BADM" moodCode— EVN™>
C(text)G. k. 4. 1. B{/toxt)
¢l— G.k. 4.1, 8: Dosage Text #2-8 —>
CeffectiveTime xsi:type="IVL_T5">
<low value="20080101°/>
{l— G.%k 4.r.4: Date and T1me of Start of Drug #2-8 —->
{/effectiveTimed>
(rcmteCode code="G. k. 4. . 10. 2b" codeSystem="2. 15, 840, 1, 113883, 3,989,2, 1, 1, 147

(!- G, k 4.r.10. 2at Route of Administration TermID Version Date / Number #2-8 -->
¢!— 6.k .4.r.10. 2b: Route of Administration TeraID #2-8 -->
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r.9.2a">

displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="G.k. 4.r.11.2a">

#2-8 —>

codeSystemVersion="G. k. 4. r, 10, 2a™>

r.9.2a">

displayName="parentRoute0fAdninistration”/>

14" codeSystenVersion="G. k. 4.r.1..2a"

<originalText>G. k. 4. r. 10. 1{/originalText>
<l-- G.k.4.x, 10.1: Reute of Administration (free text) #2-8 —>-
{/routeCode>
¢doseQuantity value="10" unit="G. k. 4.r.1b"/>
¢}— G.k. 4.1. 1a Dose {number) #2-8 —>
<!— 6.k 4 1. 1b; Dose (unit) ¥2-B —>
<consumable typeCode="CSM"> 7
{instanceOfKind classCode="INST*> )
{preductInstancelnstance classCode="MMAT" determinerCode="INSTANCE">
{lotNumberText>G, k. 4, r. 7¢/lotNumberText>
<!— G.k.4.r.7: Batch / Lot Number §2-8 —>
{/productInstancelnstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND">
{fornCode cede="G. k. 4.1. 9. 2b" codeSysten="TBD-DoseForn” codeSystemVersion="6.k.4.

¢!— G.k.4.r. 9 220 Pharmaceutical Dose Form TermID Version Date / Number #2-B

{l== G.k.4.x. 9, 2b: Pharmaceutical Dose Form TormID #2-8 —
<originalText>G. k. 4. r. & 1</originalText> '
{l— G.k.4.r.9.1: Pharmaceutical Dose Form {free text) #2-8 —>
{/formCode>
£/kind0fFroduct>
</instance0fKind>
{/consumable> ,
{inkoundRelationship typeCode="REFR™> J
<observation classCode="0BS" mocdCode="EVN™>
{code code="28" codeSystem="2. 16,840, 1. 113883, 3, 989.2.1.1. 18" codeSystemVersion="1, 17

<value xsiitype="CE” code="G.k 4.1, 11,2b" codeSystem="2, 16,840, 1, 113883.35,.989. 2. 1. 1.
¢l— G.k.4.r.11.2a: Parent Route of Administration TermID Versicn Date / Number

{l— Gk 4dr 11.2b: Parent Route of Administration TernlD, #2-8 —>
CoriginalText>G. k. 4. r. 11, 1¢/original Text>
<!=- 6.k.4.1r. 11. 1: Parent Route of Administration (free text) #2-8 —>
{fvalue>
¢/observation>
{/inboundRelationship>
</substanceAdministraticn)
<foutboundRelationshin2»
<autboundRelationship2 typeCode="COMP™> . )
<|~~ G.k.4,r: Dosage and Relevant Information (repeat as necessary) H32-9 —>
<substanceAdministration classCode="SBADM" moodCode="EVN™>
{text>G. k. 4. r. 8{/text>
<l— G.k.4.1.8: Dosage Text #2-0 —>
{effectiveTime xsi:type="IVL_TS">
<high value="20090101"/>
¢{l— G.k.4.r.5: Date and Time of Last Administraticn ¥2-¢ —>
{/effectiveTime>
{routeCode code="G.k.4.r.10.2b" codeSystem="2. 16.840.1, 113883. 3,889.2, 1. 1, 14"

l~= G. k. 4.1.10.2a: Route of Admihistration TermID Version Date / Number #2~9 ==}
<!— G.%.4.r, 10, 2b: Route of Administration TermID #2-3 ~>
<originalText>G. k. 4. r. 10. 1</originalText>
{l— G.%.4.r.10.1: Route of Administration (free text} H2-8§ —>
{/routeCode) '
¢doseQuantity value="10" unit="G.k. 4.r.1b"/>
)= G.k.4.r. 1a Doge (number} #2-9 —>
¢J— G.k.4.1. 1b: Dose {unit) #2-9 —>
{consumable typeCode="CSM"™>
{instanceOfKind classCode="INST"> ‘
<{productInstanceInstance classCode="MMAT" determinerCode="INSTANCE™>
{lotNumberText)G. k. 4. r, 7{/lotNumberText>
{l== G, k. 4.r.7: Batch / Lot Number #2-9 —
</productInstanceInstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND™>

{foraCode code="G.k.4.r.9.2h" codeSystem="TBD-DoseForn" codeSystenVersion="G,k, 4,
== G.k. 4.1.9. 2a: Pharmaceut.ical Dose Form TernID Version Date / Number #2-9
<!=— G.k. 4.1.9.2b: Pharmaceutical Dese Form Ternmlb #2-9 —>
{originalText>G. k. 4. r. 9. 1</original Text>
{}w= G.k.4.1.9. 1! Pharmaceutical Dose Form (free text) #2-9 —
© {/fornCode)
</%ind0fProduct>
</ instancedfKind>
{/consumable>

<inboundRelationship typeCode="REFR™> )
{observation classCode="0BS" moodCodes"EVN™>
{code code="28" codeSystem="2, 16, B40, 1, 113883, 3,989, 2, 1, 1, 19" codeSystemVersicn="1.1"
<value xsi'type="CE"” code="G.k.4.r. 11.2b" codeSystem="2.16. 840. 1. 113883.3.989.2. 1. I,

¢le= G.k.4.1.11.2a: Parent Route of Administration TermlID Version Date / Number
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#2-9 —>

codeSystenVersion="6. k. 4. r. 10. 2a™>

1.8 2"

10 ==

displayName="parentRoute0fAdministration”/>
14" codeSystemVersion="G.k.4.r, 11. 2a">

#2-10 —>

displayName="gumulativeDoseToReaction”/>

displayName="gestationPeriod”/>

{l-- G.k.4.r.11, 2b: Parent Route of Administration TermID #2-9 —>
_ foriginalText>G. k. 4. r. 11. 1<¢/original Text>
¢}— G.k. 4.1, 1L 1: Parent Roeute of Administration (free text) #2-9 —>
</value> .
</observation}
{/inboundRelationshipX
</substanceddninistration> .
</cuthoundRelationship2> /
<outboundRelaticnship? typeCode="COMP™>
¢J== G,k 4.r: Dosage and Relevant Information (repeat as necessary} #2-10 —>
{stbstahceAdninistration classCode="SBADM" moedCode="EVN™>
<{textG. k. 4. r. 8¢/text>
¢{!— G.k.4.1.8; Dosage Text #2-10 —>
<effectiveTime xsi:type="IVL_TS">
<width value="4" upit="G.k 4.r.6b"/"> .
{|— G.k.4r.6a: Duration of Drug Administration (humber) #2-10 —>
¢!— 6.k 4. r.6b: Duration of Drug Adninistration (unit) #2-10 =-->
</effectiveTime>
(routeCode code="G.k%. 4. r. 10, 2b" codeSystem="2. 16, 840. 1. 113883. 3, 989. 2. 1. 1. 14"

<!— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-10 —>
¢{l— 6.% 4.1, 10, 2b: Route of Administration TermID #2-10 —>
{originalText>G. k. 4. . 10. 1</originalText> ’
<|— ¢.k.4.r 10.1: Route of Administration {free text) #2-10 —>
</routeCode>
{doseQuantity velue="10" unit="G.k.4.r. 1b"/>
{l=~ G,k 4.1, 1a Dose (number) #2-10 —>
<!— G.k.4.r. 1b: Dose {unit) #2-10 —>
{consumable typeCode="CSM™>
{instance0fKind classCode="INST">
<productInstanceInstance classCode="MMAT" determinerCode="INSTANCE">
{lotNunberText>G. k. 4. . 7¢/lotNunberText>
¢(l— G.k.4.r.7: Batch / Lot Number #2-10 —>
{/productInstancelnstance?
<kindOfProduct classCode="MMAT" determinerCode="KIND™>
¢foruCode code="G.k.4.r.9,2b" codeSystem="TBD-DoseForn” codeSystemVersion="G.k.4.

¢!= G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-

¢!— G.k.4.1.9, 2b: Pharmaceutical Dose Form TermID #2-1¢ ~->
{originalText>G. k. 4. r. 9. 1</originalText>
¢!— G.k.4.r.9. 1: Pharmaceutical Dose Form (free text) #2-10 —>
{/fornCade>
</kind0fProduct>
</instance0fKind>

</consumable’
{inboundRelationship typeCode="REFR™>
<observation classCode="0ES” mcodCode="EVN">
<code code="28" codeSystem="2, 6. 840. 1. 113883, 3, 989. 2. 1. 1. 19" codeSystemVersion="1.1"

<value xsiitype="CE" code="G.k. 4.r.1l,2b" codeSystem="2. 16.840. 1. 113883. 3. 989.2. 1. L.
¢|— G.k.4.r.11, 2a: Parent Route of Administration TermID Version Date / Number

¢!— G.k.4.1. 11, 2b: Parent Route of Administration TermID #2-10 —>
CoriginalText)G. k. 4.r. 11, 1</originalText>
¢|— 6.k 4.1r.11. 1z Parent Route of Administration (free text} #2-10 —>
<fvaluad,
{/observation>
¢/inboundRelationship>
{/substanceidministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="SUMM™>
<observation classCode="0BS" moodCade="BYN">
<code code="14" codeSystem="2. 16. 840, 1, 113883, 3, 989. 2. 1. 1. 197 codeSystenVersion="1.1"

<value xsiitype="PQ" value="10" unit="G.k.6b"/>
¢<l— G.k.5a: Cumulative Dose to First Reaction {number) #2 —>
{!— G.k.5b: Cunulative Dose to First Resction {unit) #2 -->
{/observation>
</outhoundRelationship2>
<outboundRelationship? typeCode="PERI™>
{observation classCode="0BS" moodCode="EVN™>
<code code="16" codeSystem="2. 16.840. 1. 113883, 3.980. 2. 1. 1. 13" codeSystenVersion="1, 1"

{value xsiitype="PQ" value="10" unit="G.%.6b"/>
¢!~ G.k.Bat'Gestatien Period at Time of Exposure (number) #2 —>
<}— G.k.6b: Gestation Period at Time of Exposure (unit) #2 —>
{/observation>
¢/outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moadCode="EVYN™>
¢code code="31" codeSystew="2.16.840. 1. 113883, 3, 980. 2. 1. 1. 19” codeSystenVersion="1.1"
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displayName="recurrance0fReaction”/> .
. Cvalte xsittype="CE" tode="G.k.9, i.4" codeSystew="2.16.840. 1. 123883. 3. 989.2. 1. 1. 16"
codeSystemVersion="2, 07/> :
()= G.k.9, i, 4: Did Reaction Recur on Re-administration? Drug #2, Remction #1 —>
<outboundRelationshipl typeCode="REFR™>
{actReference classCode="0BS" moodCode="BVN">
<id root="154eb889-958b-45f2-a02F-42d4dEE465TE" /D
{/actReference>
{/outboundRelationshipl>
</observation®
<fouthoundRelationship2>
<outboundRelatjonship? typeCode="PERT™>
<observation classCode="0BS" moodCode="EVN™>
<code code="31" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1. 1%
displayName="recurranceDfReaction”/>
: <value xsiitype="CE" code="G.k.9.i.4" codeSystem="2. 16. 840. I. 113883, 3, 989, 2. 1. I. 16"
codeSystenVersion="2.0"/> ‘ . _ .
<l= G,k.9,1,4: Did Reaction Recur on Re-administration? Drug #2, Reactien #2 —>
{sutboundRelationshipl typeCode="REFR™>
<actReference classCode="0BS" moodCode="EVN™>
<id root="2ban28d6=cOe8=4efic-03e9-5bB60L3142207/>
¢/actReference®
</outheundRelationshipl>
{/observationd
</outboundRelationship2>
<outbsundRelationship? typeCode="REFR™>
{cbservation classCode="0BS™ mocdCode="EVN">
{code code="9" codeSysten="2, 16, 840, 1, 113883, 3,989, 2, 1, 1, 19" codeSystemVersion="1, 17
displayName="codedDrugInformation”/>
<value xsiitype="CE” code="G.k. 10,r" codeSystem="2, 16, 840. 1. 113883.3.959.2. L. L. 17"
codeSystenVersion="2, 07/> :
¢1— G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) f#2-1 —>
{/obsaevation?
</outboundRelationship2>
<outboundRelatienship? typeCode="REFRE™>
{observation classCode="0BS" moodCode="EVN"™> .
) <code code="9" ecodeSystem="2, 16. 840, 1. 113883. 8, 989. 2. 1. 1. 15" codeSystemVersion="1, 1"
displayName="codedDrugInformation”/>
<value xsi:type="CE" code="G.k. 10.r" codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.17"
codeSystenVersion="2.0"/>
{!— G.k. 10. v Additional Informatienm on Drug (coded) {repeat as necessary) #2-2 -->
</chservation>
</outboundRelationship??
{outboundRelationship? typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN™>
{code code="2" codeSystem="2. 16. 840, 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1"

L

displayName="additicnalInformation”/>
{value xsi:type="ST™>G. k. 11</value>
<]— G.k. 11¢ Additional Information on Drug (free text) #2 —>
{/observation®
</outbaundRelationship2> .
{inboundRelationship typeCode="RSON">
¢observation classCode="0BS" moodCode="EVN™>
Ccede code="198" ecodeSysten="2, 16, 840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1"
displayNeme="indication”/> ’
Cvalue xsi:typa="CE” code="G.k.7.r.2b" codeSysten="Z.16.84C. 1. 113883. 6. 163" codeSystenVersion=
“6.kT.r.2a"
{l=— G, k. 7.r.2a: HedDRA Version for Indication §2-1 —>
¢l— G.k.7.r.2b: Indication (MedDRA code) fi2-1 ~=>
<ariginalText}G.k. 7.r. 1</ariginalTextd -
<l—'G.k.7.r.1: Indication as Reported by the Primary Source #2-1 —>
{fvalue>
{performer typeCode="PRE™>
{assignedEntity elassCode="ASSIGNED™> .
{code code="3" oodeSystem="2. 16. 840, 1. 113883, 3, 989, 2. 1. 1. 21" codeSystenVersion="1. 0"
displayName="sourceReporter”/>
. {/assignedEntity> .
{/performer>
</ebservation>
"¢/inboundRelationship>
{inboundRelaticnship typeCode="RSON">
{observation classCode="0BS" moodCade="EVN">
{code code="19" codeSystem="2, 16, 840, 1, 113883, 3, 989, 2, 1, 1, 19" codeSystemVersion="1, 17
displayName="indication”/> ' )
{value xsi:type="CE” code="G.k 7.T. 25" codeSysten="2, 16, 840, 1. 113883, 6. 163" codeSystemVersion=
"6.k.T.x.2a™> . -
<!— 6.k 7.r.%a: MedDRA Version for Indication #2-2 —>
{l— G. k. 7.r.2b: Indication (MedDRA ecode) #2-2 ==
{originalText>G. k. 7. r, 1</originalText>
{l-— G.k.7.r.1: Indication as Reported by the Primary Source #2-2 —>
{/value>
Cperformer typeCode="PRF">
<assignedEntity classCode="ASSIGNED"> .
{cade code="3" ecodeSystem="2, 16, 840, 1, 113883. 3. 989. 2. 1. 1. 21” codeSystenVersion="1.0"

- 43 -



displayName="sourceReporter™/>

mhH

BHER/>

BRI

BRRAR"/>

codeSystemVersion="1.1"/>

"R DEPIOEE/>

o

TREEK" />

HBRB/>

pisAa",

codeSystemVersion="1.1"/>

</essignedEntity>
</performer’
{/observation>
</inboundRelationship?
¢inboundRelationship typeCode="CAUS">
<act classCode="ACT” moodCode="EYN™>
<code code="G.k, 8" codeSystem="2. 16, 840, 1, 113883. 3. 988. 2. 1. 1. 15* codeSystemVersion="2. 0'/)
¢!—- G.k.8: Action{s) Taken with Drug #2 —>
{/act>
</inboundRelationship>
¢/substanceAdninistration>
</component>

¢/organizer>
</subject0f2>
<subject0f2 typeCode="SB]">
{organizer classCode="CATEGORY” moodCode="EVN™>

Ccode code="1" codeSystem="2, 16. 840. 1, 113683, 2, 089, 5, 1, 3, 2. 1. 11" codeSystemVersion="1,0" displayNeme="I8BADIR

{component typeCode="COMP">
{ohservation classCode="0BS” muodCode="EVN™>
<code code="7" codeSysten="2. 16,840, 1. 113883, 3.989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayName="

{value xsi:type="INT" value="17/>
<I— 88872.13,r.1: BHER #1 —>
</observaticn>
{/componhent> .
{eomponent typeCode="COWP™> -
{observation classCode="0BS" moadCode="EVN™>
¢code code="8" codeSystem="2, 16, 840, 1. 113883, 3,989, 5, 1,3, 2, 1. 10" codeSystenVersion="1,0" displayName="

<value xsi:type="ED">JZ.13.r.2¢/value>
<l=- @@8J2, 13,1, 2: HELEM ¥ —>
</observation>
{/component -
{eomponent typeCode="COUP™>
<ohservation classCode="0BS" moodCode="EVN™>
¢code code="9" codeSystem="2. 16. 840, 1. 113883, 3. 986, 5, 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="

<valus xsi:type="CE” code="J2.13.r.3" codeSystem="2. 16.840. 1. 113883, 3,989.5.1.3.2. 1. 7°

<l ©88]2.13.r.3: MA%EHE #1 —> ~
</observation>
{/component> \
{component typeCode="COMP">
<observation classCede="0BS" moodCode="EVN™>
<code code- 10" codeSystem="2. 16. 840. 1. 113883, 3,989, 5.1. 3. 2. 1. 107 codeSystemVersion="1.9" dlsplayName—

{value xsi:type="BL" value="true"/>
<1— 6adJz. 13, 1. 4¢ REPOEFIOCHE & —>
¢/observation>
</component>

{forganizer>
<fsubject0f2>
<subject0f? typeCode="SB]™>
{organizer classCode="CATEGORY" moodCode="EVN">

¢code code="1" codeSystem="2. 15, 840, 1. 113883, 3. 980. 5. 1. 3. 2. 1. 11" codeSystenVersion="1.0" dlsplayName—'?""!ktDﬁ

{component typeCode="COMP™>
{observation classCede="0BS" moodCode="EVN™>
Ceode code="77 codeSystem="2. 16, 840, 1, 113883, 3.988. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayName="

Cvalue xsi:type="INT™ value="1"/>
¢l 88872.13.r. 1: EHE¥ #2 —
{/observaticn>
£/ component >
{component typeCode="COMP">
<observation classCede="0BS" moodCade="EVN™> .
Ccode code="B" codeSystem="2. 16. 840. 1, 113883, 3.989. 5, 1. 3, 2. 1. 10" codeSystenVersion="1, 0" displayName="

<value zsi:type="ED">J2, 13, r, 2¢/value>
<I— geare. 13.1. 27 HPIRA §2 —
<fobservation>
{/component>
{component typeCode="COMP™>
{ohservation classCode="0BS" moodCode="EVN">
{code code="9" codeSystem="2. 16.840. 1. 113863, 3. 989.5. L. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="

<val|.te xsi:type="CE" code="J2,13,r 3" codeSystems"2. 16, 840. 1, 113683.3.989.5.1.3.2. 1. 7°
{1— @88J2.13.r. 3: PASEAR ¥2 —
</observation>
</component> .

{compenent typeCode="COMP™>
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<abservation classCode="0BS" moodCode="EYN">
. {code code="10" codeSystem="2. 16.840. 1. 113883. 3.989. 5. 1.3.2, 1. 10" codeSystenVersion="1.0" displayNeme=
CTERETOEFROFE .
. Cvalue xsi:type="BL” value="false”/>
<1— gaayz, 13, r. 4! BHEDPOEHOHE #2 -~
<fobservationd
</component>
{/organizer> N
{/subjectOf2>
</primaryRoled
{/subjectl>
{component typeCode="COMP">
{causalityAssessment classCode="0BS" moodCode="E¥N™> - .
<code code="20" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
interventionCharacterization™/>
{value xsiitype="CE” code="G.k.1" codeSystem="2, 16. 840. 1. 113883. 3. 980. 2. 1. 1, 13" codeSystemVersion="2, 0*/>
¢l— G.k.1: Characterisation of Drug Role Drug #1 —>
<subject? typeCode="SUBJ">
<productUseReference classCode="SBADM" moodCode="EVN">
{id root="3c91b4d5-e039-4aTa=9c30~-67671b0ef9ed" />
</praductUseReference>
{/subject2>
{/cousalityAssessment>
</component> N
Ccomponent typéCode="COMP™>
{causalityAssessment classCode="0BS" mocdCode="EVN"> '
<code code="20" codeSysten="Z. 16.840. 1. 113883, 3.985. 2. 1. 1. 19" codeSystenVersion="1, 1" displayName="
interventionCharacterization”/>
Cvalue xsiitype="CE" code="G.k. 17 codeSystew="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 13" codeSystemVersion="2, 06°/>
¢l—= G.k.1: Characterisation of Drug Role Drug #2 —> .
{subject2 typeCode="SUB]">
<{productlzsReference classCode="SBADM"™ moodCode="EVN">
{id root="68d6f5ce—3bIb-45c7-92dd-68e06730c3a9" />
</productUseReference>
. ¢/subject2>
¢/causalityAssessment?
</component>
{camponent typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCode="EVN™> .
<code code="39" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="causality”/>
{value xsiitype="ST"?G.k.9. 1,2, 1, 3¢/value>
€l G.k.9.i.2.r.3: Result of Assessment Dfug #1, Reaction #1, Assessment #1 =--)
<wethodCode> ’
<originalText>G. k. 9.1. 2. 1. 2¢/originalText>
<}— 6.k.9,4,2.r,2: Method of Assessment Drug #1, Reaction #1, Assessment £1 —)
{/methodCode>
{author typeCode="AUT">
<assignedEntity classCode="ASSIGNED™>

{eode>
<originalText>G. k. 9. i. 2. ¥, 1</originalText>
{J— 6.k.9.i. 2. 1. 17 Source of Assessment Drug #1, Reaction #1, Assessment #1 ~—>
{/code> ’
</assignedEntity>
{/author>

{subjectl typeCode="SUB]™>
{adverseEffectReference classCode="0BS” moodCode="EVN">
{id root="154eb889~958h-45f2-al2f-42d4d6T4657E" />
{/adverseEffectReference>
</subjectl> E
“¢subject2 typeCode="SUE]"> ‘
<productlseReference elassCode="SBADM" meodCode="EVN">
<id root="3c91b4d5-e039-4aTa-9c30-67671b0efIed"/>
{/productUseReference>
¢/subject2>
{/causalityAssessment>
</component?
{component typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCode="EYN"> '
¢code code="39" codeSystem="2. 16. 840. ). 113883. 3. 680. 2. 1. 1. 18" codeSystemVersion="1,1" displayName="causality”/>
<value xsi:type="ST">G. k. 9. 1. 2.r. 3{/value>
{!—6.k.9.1.2. 1. 3: Result of Assessment Drug #1, Reaction #2, Assessment #1 —>
<methodCode>
CoriginalTextG. k. 9.1, 2, r, Z¢/original Text>
<l—G6.k.9.i.2.r. 2: Method of Assessment Drug #I, Reaction #2, Assessment #1 ==>
{/methodCode>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED™>

{code> .
{originalText>G. k. 9. i. 2. r. 1{/originalText>
{1— 6.k 9.1 2.1 11 Source of Assessment Drug #1, Reaction #2, Assessment #i -~>
¢/code> : .
{/assignedEntity>
</author>

<subjectl typeCode="SUBJ™>
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<adverseEffectReference classCode="0BS" moodCade="EVN">
<id root="2baa28d6—-cTe8-4ebc-93ed-5L860b314220" />

¢/adverseEffectReference> ‘

</subjectl>

<subject? typeCode="SUB]™>
<productUseReference classCode="SBADM™ moodCode="EVN™>

<id root="3c91b4d5~e039-4a7a-9c30-67671b0af9ed™/>

{/productUseReference>

</subject2>

</causalityAssessment?
{/component>
{component typeCode=" COMP >
{causalityAssessment classCode="0BS" mocdCode="EVN™>

{code code="30" codeSystem="2. 16. 840, 1. 113883. 3,985, 2, 1. 1, 19

{value xsiltype="ST™>G.k.9. 1. 2. 1. 3¢/value>

{l—G. k. 9,1, 2, . 3¢ Result of Assessment Drug #2; Reaction ¥2, Assessment #I —>

{methodCode> .
<originalText>G. k. 9. i. 2. x. 2<{/originalText>
<l—G.k.9.i.2.r. 2! Method of Assessment Drug #2, Resction #2, Assessment #1 —

¢/methodCode>

<author typeCodes="AUT™>
_ <agsignedEntity classCode= Assmmsb'

»

codeSystenVersion="1.1" displayNane="causality™/>

{code>
{originalText>G. k. 9. i. 2, r, 1{/originalText>
¢l— 6.k.9.1. 2.1, 1: Source of Assessment Drug #2, Reaction #2, Assessment #1 —>
</code>
{/assignedEntity>
</auther>

<subjectl typeCode="SUBJ™>
{adverseEffectReference classCode="0BS" moodCode="EVN">
<id root="2banZ8d6-cOel-4ebc—5309-Gb860b314220"/>
{/adverseEffectRaference?
{/subjectl>
<subject2 typeCode="SUB]"> .
{productUseReference classCode="SBADM™ moodCode="EVN™>
<¢id root="68d6f5ce-3h3b-45c7-02dd-69e06730c3a0"/>
{/productUseReference>
{/subject2>
¢/causalityAssessment>
¢/ component?
{component typecode- COMP™>
{causalityAssessment classCode="0BS" moodCode="EVN">
Ccode code="39" codeSystem="2. 16,840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="causality”/>
Cvalue xsiitype="ST™G.k, 9. 1.2, r.3¢/value>
¢]—G. k.9, i, 2.1, 3: Result of Assessment Drug #2, Reaction #2, Assessment #2 —>
<{methodCode>
{originalText>G. k. 9.i. 2. 1. 2{/originalText>
¢l—G,k.9,i.2.x,2: Method of Assessment Drug #2, Reaction #2, Assessment #2 —>
</methodCode>
{author typeCode="AUT™>
<assignedEntity classCode="ASSIGNED™>

{code>
<originalText>G. k. 9.i.2. r. 1{/originalText>
!~ 6.k.9.i.2.r.1: Source of Assessment Drug #2, Reaction #2, Assessment #2 -->
</code>
</assignedEntity>
{/author>

{subjest] typeCode="SUBJ™>
(adverseEffectReference classCode="0BS" macdCode="EVN™>
{id root="2baa28d6-cYe8-4ebe-93e0-5b860b3 142207 />
</adverseEffectRefersnce’
{/subjectl>
<subject? typeCode="SUBJ">
{productUseReference classCode="SBADM" moodCode="EVN">
<id roat="68d6f5ce—3b3b-45c7-92dd-60e06730c3a0"/>
</productlseReference>
¢/subject2> '
{/causalityAssessment>
</component>
{component]l typeCode="COMP">
<observationBvent classCode="0BS” moodCode="EVYN™> -
{code code="10" codeSystem="2. 16, 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="comment”/>
Cvalue xsi!type="ED™>H. 2</valued>
¢l— H.2: Reporter's Comments —>
Cauthor typeCode="AUT">
{essignedBntity classCode="ASSIGNED™>
) {code code="3" codeSystem—- 2, 16, 840. 1, 113883. 3. 989. 2. 1. 1. 21”7 codeSystemVersion="1. 0" d;splayﬂame—
sourceReporter”/>
{/assignedintity>
</author>
¢/observationEvent>
</component 1>
<componentl typeCode="COMP™>
<observationEvent classCodex“0BS” moodCode="EVN™>
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{cade code="15" codeSystem="2, 16, 840, 1, 113883, 3,989, 2, 1. 1, 19" eodeSystemVersion="1.1" displayName="diagnosis”/>
<value xsiitype="CE” tode="H.3.r. Ib” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion=".3.r. 1a"/>
<!— H.3,r, 1a? MedDRA Version for Sender’s Diamgnosis / Syndrome and / ox Reclassification of Reaction / Event #1 —»
{l~= H.3,r.1b: Sender’ s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code) #1 —)
<author typeCode="AUT™> .
<assignedEntity classCode="ASSIGNED™>
{code code="1" codeSystem="2, 16, 840, 1, 113883. 3, 989, 2, 1, 1, 21" codeSystenVersion="1.0" displayName="sender”/>
</assignedEntity>
</fauthor>
</observaticnBvent>
</componentl>
{componentl typeCode="COMP">
<observationfvent classCode="0BS" mcdeade— EVNT>
{code code="15" codeSystewm="2. 16. 840. 1. 113883. 3.985. 2. 1. I. 19" codeSystenVersion="1.1" displayName="diagnosis”/>
<value xsiltype="CE" code="H.3.r.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163 codeSystemVersion="H.3.r.1a"/>
¢l=-- H.3.1.1a: MedDRA Version for Sender’ s Disgnosis / Syndrome and / or Reclassification of Reaction / Event #2 —
<!— H:3. r: 1b: Sender's-Disgnosis../ Syndrome and / or.Reclassification of Reaction / Event (MedDRA code) #2 —>
<auther typeCode="AUT"> .
<assignedEntity classCode="ASSIGNED™>
<code code="1" codeSystem="%, 16. 840, 1, 113883, 3,989, 2. 1. 1. 21”7 codeSystemVersion="1.0" displayName="gender”/>
¢/assignedEntity> .
{/author>
{/observationEvent)
</componentl>
<componentl typeCode="COME" >
<observationEvent ¢lassCode="0BS" moodCode="EVN™>
<eode code="10" codeSystem="2. 16. 840. 1. 113883, 2. 989, 2. 1. 1. 19" codeSystemVersion="1,1" displayName="comment™/>
<value xsi:type="ED">H. 4</value>
¢l-—— H.4: Sender's Comments —> .
‘{author typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
{eode code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 21" codeSystemVersion=" 1 0" displayName="sender”/>
</essignedEntity>
{/auther>
{/observationBvent>
{/component1>
{componentl typeCode="COMP™>
<abservaticnEvent classCode="0BS" moodCode="E¥YN">
<eode code="3" codeSystem="2. 16. 840, 1. 113883. 3. 989.5. 1. 3. 2. 1. 10" codeSystenVersibn="1.0" displayNeme="R5ETIex+ 5=
RwEH
<value xsiitype="ED"»]2, 7. 2¢/value>
<l e@a]2.7.20 HRETIRHTH=A b —
{/observationEvent>
¢/component1>
<compohentl typeCode="COMP"> -
<observationEvent ¢lassCode="0BS" moodCode="EVN">
<code code="4" codeSystem="2. 16, 840. 1. 113883, 3. 689, 5, 1. 3. 2, 1. 107 codeSystemVersion="1, 0 displayName="18HE D MR WA
“ '
<value xsi:type="ED">J2.9</value>
<l— gear2. o: BUECHENE —>
{/observaticnEvent>
</component1>
{componentl typeCode="COMP™>
{chservationEvent classCode="0BS” moodCode="EVN™> . R
{cede code="5" codeSystem="2. 16, 840, 1. 113883, 3. 939. 51,321 10 codeSystenVersion="1. 0" displayName="%#& O x5" />
{value xsi!type="ED">J2.10¢/value>
<!— @@a]e. 10: SHOHPE —>
{/observationEvent>
</cemponent 1>
{component]l typeCode="COMP">
{observationEvent classCode="0BS" moodCode="EVN">
{code code="6" codeSystem="2. 16. 840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="% i EHITE
"/
<value xsi:type="ED">J2.11</value>
<I— @egjz. 11: —t—wkﬁ###ﬁ% —>
{/observationEvent>
{/component>
{ecomponentl typeCode="COMP™>
<abservaticnEvent classCode="0BS™ moodCode="E¥N">
{code code="12" codeSystem="2, 16, 840, 1. 113883, 3.989.5. 1. 3. 2, L. 10” codeSystenVersion="1.0" dlsplayName-'#ﬁEWEﬂ)Eﬁ"
T2
<value xsi:type="ED">J2, 16<{/value>
<I— @@sJz. 16: MEPEOHEL —>
{/fobservationEvent>
¢/conponent1>
{component]l typeCode="COMP™>
{observationEvent classCode="0BS" mocdCode="EVN"> i .
<code code="13" codeSystem="2, 16, 840, 1, 113883, 3. 989, 5, 1. 3.2, 1. 10" codeSystemVersion="1.0" displayName="{}§31"/>
{valite xsi:type="ED">J2. 19</value> :
<l— @gayz. 19 %1 —
¢/observationBvent>
</component1>
{cempapentl typeCode="COMP™> |
{observationEvent classCode="0BS” moodCode="EVN">
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{code code="14" codeSystem="2. 16, 840. 1. 113883, 3,980, 5. 1. 3,2.1, 107 codeSystemVersion="1.0" dlsplayName—'{ﬁ%Z'b
Svalue xsiitype="ED")]2, 20</value>
<l-- 88872.20: W*E2 —
{/observaticnEvent)
{/compenent 1>
{eomponentl typeCode="COMP™>
{observationEvent classCode="0BS™ moodCode="EVN™>
{code :ode— 15" codeSystem="2. 16. 840. 1. 113883, 3.989.5. 1. 3. 2. 1, 10" codeSystemVersion="1.0" dlsplayName-'{ﬁﬂﬂ'/)
{value xsiitype="ED">J2.21</value>
I— @@8J2.21: #%E3 —
{/observationEvent>
</component1>
{componentl typeCode="COMP™>
{ohservationEvent classCode="0BS" moodCode="EVN">
{code code="16" codeSystem="2. 16. 840. 1. 113883, 3 989.5.1.3.2. 1. k07 ccdeSystemVersmn— 1.0° dlsplayName—'ﬂﬁ‘f/)
<value xsi:type="ED">J2. 22</va1ue>
¢1-- @88y2.22: M#HL —>
¢/observationBvent>
{/comporent 1>
{/adverseEventAssessment>
</component>
<component typeCode="COMP™>
<observationBvent classCode="0BS™ moodCode="EVN™> . ,
{cade code="1" codeSystem="2. I6. 840, 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
additionalPocumentsAvailable”™/>
<value xsi:type="BL” value="true”/>
<{l— C.1.6.1% Are Additional Documents Available? —>
{/chservaticnEvent>
¢/component>
{component typeCode="COMP™> ~
<observationEvent c¢lassCode="0BS" moodCode="EYN">
{code ecode="23" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVarsion="1.1" tisplayName="localCriteriaForExpedited”/

{valup xsittype="BL" value="true"/>
<]— C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? -=>
{/obgervationEvent>
</component>
{component typeCode="COMP">
CobservaticnEvent c¢lassCode="0BS” moodCode=" EVN >
{code code="36" codeSystem="2, 16, 840, 1, 113883, 3, 989, 2. 1, 1. 19" codeSystenVersion="1.1" displayName="summaryAndComment”/>
{yalue xsi:type="ED” language="H.5.r.1b">H. 5.r. la</valued .
¢!— H.5.r. 1a: Case Summary end Reporter's Comments Text ' #1 —>
¢l— H.5.r.1b: Case Summsry and Reporter's Comments Lenguage $#1 —»
" {author typeCode="AUT™>
<assignedBntity classCode="ASSIGNED™>
¢code code="2" codeSystem="2. 16. 840, 1. 113883, 3. 589, 2. 1, 1. 21" codeSystemVersion="1.0" displayName="reporter />
{/assignedEntity>
{/author>
</observationEvent>
{/conponent>
<component typeCode="COMP™>
<observationBvent classCode="0BS" mcodCode="BYN™>
{code code="36" codeSystem="2, 16. 840, 1. 113883, 3. 589, 2, 1, 1. 19" codeSystemVersion="1. 17 displayName=" summaryAndOommant *
Cvalue xsiitype="ED" language="H.5.r. 1b™>l 5. 1. la¢/value>
{]— H.5.1.la: Case Summary and Reporter’s Comments Text #2 —>
¢]== 5,1, 1b: Case Summary and Reporter’s Comments Language #2 ~->
Cauther typeCode="AUT">
¢assignedEntity classCode="ASSIGNED™> -
<code code="2" eodeSystem="2. 16,840, 1, 113883, 3. 989. 2. 1. 1. 21* codeSystenVersion="1,0" displayNeme="reporter”/>
{/assignedEntity>
{/author>
{/observationEvent)
{/component?
<outboundRelationship typeCode="SPRT™>
¢relatedInvestigation classCode="INVSTG” moodCode="EVN™>
{cade cede="1" codeSystem="2. 16, 840, I, 113883, 3.989.2,1.1.22" codeSYstemVersmn- 1,0" displayName="initialReport”/>
{sub ject0f2 typeCode="SUBT™>
{controlActBvent classCode="CACT” moodCode="EVN™>
<author typeCode="AUT"> :
<assignedBntity classCode="ASSIGNED™>
¢code code="C. 1.8, 2" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1, 3" codeSystenVersion="2, 0"/>
<!— C.1.8.2: First Sender of This Case —> '
</assignedEntity>
{/author>
{feantrolActBvents
{/subjectOf2>
¢/relatedInvestigation’
¢/outboundRelationship>
{outboundRelationship typeCode="SPRT™>
(relatedInvestigation classCode="INVSTG™ moodCode="EVN™>
<code nullFlavor="NA"/>
-~ <subject0f2 typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode="EVN™>
<id extension="C, 1, 10, r" root="2, 16, 840, 1, 113883. 3.985. 2. 1. 3.2"/>
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¢!— C.1.10.r: Identification Number of the Report Which Is Linked to This Report (repeat as necessary) #1 —>
{/controlActEvent>
{/subject0f2>
¢/relatedInvestigation>
{/eutboundRelationship>
<outboundRelationship typeCode=" SPRT >
{ralatedInvestigation classCode="INVSTG™ moodCade— EVN™>
<{code nullFlavor="NA"/>
<subjectOf2 typeCode="SUBJ">
{controlActEvent classCode="CACT" moodCo:le- EWN">
<id extension="C. 1. 10.x" root="2. I6. 840. 1. 113883, 3. 989. 2. 1.3.2"/>
{|— €.1.10.r* Identification Number of the Report Fhich Is Linked to this Report (repeat as necessary) #2 -=
</cantrolActEvent>
</subject0f2>
</relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT™>
{priorityNumber value="1"/>
¢!== C.2,1r.5: Primary Source for Regulatory Purposes #l —
<{relatedInvestigation classCode="INVSTG" moodCode="EVN">
<code code="2" codeSysten="2.16.840. 1. 113883. 3. 589. 2. 1. 1. 22" codeSystemVersion="1.0" displayName="scurceReport”/>
<subject0f2 typeCode="SUB]">
{controlActEvent classCode="CACT" moodCode="E¥N"> -
<author typeCode="ALT">
{assignedBntity classCode="ASSIGNED">
{addr>
{streetAddressLine>C. 2. r. 2, 3</streotAddressLine>
{1— C.2.r.2.3: Reporter’'s Street #1 —
eitydC. 2. r, 2. I/ eity>
I== C.2.1.2.4: Reporter’s City #1 —>
{statedC. 2. r. 2. 5¢/state>
¢!—— C.2.1.2.5: Reporter’s State or Provmce #1 —>
<postalCode>C. 2. r. 2. 6</postalCode>
<l— C.2,r.2,67 Reporter’ s Postcode #1 —=>
{/addr> . .
{telecom value="tel:C,2.r.2.7"/>
¢}~ C.2,1.2.7: Reperter's Telephone #1 >
<assignedPersoh classCode="PSN” determinerCode="INSTANCE™>
<name>
<prefix>C. 2.1, 1. 1</prefix>
<}— C,2.r.1,1: Reporter's Title #1 —>
<piven>C. 2. r. 1. 2</given>
{!— C.2.1r.1.2: Reporter’s Given Name #1 —>
<given>C, 2. r. 1, 3¢/given>
<}— €. 2.1r.1.3: Reporter’'s Middle Name #1 —
<{Family>C. Z.r. 1, 4</Fanily> ’
{l==C.2.1.1.4: Reporter's Fanuly Name #1 —>
</hame>
<asQualifiedEntity classCods="QUAL">
<code code="C.2.r.4" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 6" codeSystemVersion="2.07/>
¢I~= C,2,r.4: Qualification #1 -=> ’
</asQualifiedEntity>
<asLocatedPntity classCode="LOCE™>
<locaticn classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="C.2.r.3" codeSystem="1.0. 3166. 1. 2. 2"/>
{}— C.2.1.3: Reporter's Country Code #1 —>
</location>
{/aslocatedEntity>
{/assignedPersony
{representedOrganization classCode="0RG" determinerCode="INSTANCE">
<name>C. 2. r. 2, 2{/name>
¢l~= €. 2.1.2.2: Roporter’ s Department #1 -=>
<assighedEntity classCode="ASSIGNED™>
{representedOrganization classCode="0RG" determinerCode="INSTANCE">
<name>C, Z. r, 2, 1{/name>
¢I— €.2.1.2.1: Reporter's Organisation #1 —>
{/representedOrganization>
{/assignedBntity>
{/representedOrganization>
</assignedEntity>
{/author>
{foantrolActEvent>
¢/subjectOf2> )
{/relatedInvestigation>
{/outboundRelationship>
<outbeundRelationship typeCode="SPRT">
<{relatedInvestigation classCode="INVSTG" moodCode="EVN")
{code code="2" codeSysten="2. 16. B40. 1. 113883. 3. 980. 2. 1. 1. 22" codeSystemVersion="1.0" displayName="sourceReport™/>
<subjectDf2 typeCode="SUB]">
{controlActEvent classCode="CACT" moodCode="EVN™>
<author typeCode="AUT">
¢assignedEntity elassCode="ASSIGNED™>
{addr>
{streetAddressLinedC. 2 r. 2. 3¢/streetAddressline’
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{l— C.2.1.2.3: Reporter’s Street #2 —>
<city»C. 2.1, 2, 4</cityd
!~ €. 2.r.2.4: Reporter’s City #2 -->
<state>C. 2. r. 2, 5¢/stated>
{|— C.2,r.2.6: Reparter’s State or Province #2 —>
{postalCode>C. 2. r. 2. 6</postalCode>
<|— C.2.r.2.6: Reporter’s Postcode §2 —>
</addr>
(telecom value="tel:C.2.r,2,7°/>
¢{4— C.2.1.2,7: Reporter' s Telephone #2 —>
{assignedPerson class?ode=”PSN' determinerCode="INSTANCE™>
<name?
<prefiz>C. 2.r. L. 1</prefix>, :
<|— €.2.r. 1. 1: Reporter's Title #2 —>
<given>C. 2. r. 1. 2{/given>

<l— C.2.r. 1.2: Reporter’s Given Neme #Z >
{given>C. 2. 1. 1. 3¢/given>
€l— C.2.1r.1.3: Reporter’s Middle Name #2 —>

<family>C. 2, r, 1. 4¢/family>
{|— C.2.r.1.4: Reporter’s Family -Name #2 —>
</hame>
-<asQualifiedEntity classCode="QUAL™>
eode code="C, 2,1, 4" codeSystem="2. 16, 840, 1. 113883, 3, 989. 2. 1. 1. 6" codeSystemVersion="2.0"/>
CI—C.2.r. 4! Qualification #2 - '
¢/asQualifiedEntity>
<aslecatedEntity classCode="LOCE™>
<lpcation classCode="COUNTRY" determinerCede="INSTANCE™>
<code code="C.Z2.r.3" codeSystem="1.0.3166.1.2.2"/>
¢!— C.2,r.3: Reporter's Country Code #2 —->
¢/location>
</asLocatedEntity>
</assignedPerson>
<representedOrganization classCode— ORG”™ determinerCode=" INSTANCE >
<name>C, 2. r. 2. 2¢/nane>
¢!— (. 2.1.2. 2: Reporter’ s Department f§2 ——>
<assignedEntity classCode="ASSIGNED">
{representedirganization classCode=" URG determinerCode="INSTANCE™>
<name>C. 2. r. 2. I/name> *
&l== C,2.r.2.1: Reporter's Orgenisation #2 —>
¢/representedOrganization>
<{/assignedEntity>
{/representeddrganization>
</assignedEntity>
¢{/author>
</controlastEvent?
{/subject0f2>
¢/relatedInvestigation>
</outboundRelationship>
<subjectOf1 typeCode="SUBJ™>
{controlActEvent chschde='CAC’l" moodCode="EYN™>
<author typeCode="AUT">
(assignedBntity classCode="ASSIGNED">
<cade code="C.3.1" codeSystem="2, 16, 840, 1, 113883. 3. 989, 2, L. 1. 7" codeSystenVersion="2, 0"/>
{!— (.3, 1: Sender Type —>
<addr>
<streetAddressLinedC. 3. 4. I{/streetAddressLined
¢1— C.3.4.1: Sonder’ s Street Address —>
<eity>C, 3, 4, 2¢/oity>
{1— C.3.4.2: Sender’s City ~—>
« {statedC. 3. 4. 3¢/state>
¢1— (.3.4.3: Sender’s State or Province —>
{postalCode>C. 3. 4. 4{/postalCade>
(]== C.3.4.4: Sender’s Posteode —>
</addr>
{telecom value="tel:C.3.4.6"/>
<!— C.3.4.6! Sender's Telephone —>
<telecom value="fax:C.3.4.77/>
<l=- €, 3.4.7: Sender's Fax —> |
<telecom value="wailto:C.3.4.87/
{!— (.3,4.8: Sender's E~mmil Address —>
{assignedPerson classCode="PSN” determinerCede="INSTANCE™>
<name>
{prefixdC. 3. 8. 2/prefi>
{]— €.2.3.2 Sender's Title —
<given>C. 3. 3. 3¢/given>
¢l— £.3.3,3: Sender’"s Given Name —
{givendC, 3, 3. 4<{/given>
¢t~ C,3.8.4: Sender’ s Middle Name —>
{family>C. 3. 3. B¢/family>
<!— . 3,35: Sender’ s Family Name —>
</name>
" <asLocatedEntity elassCode="LOCE™>
<location classCode="COUNTRY” determinerCode="INSTANCE™>
{cade code="C.3.4. 5 codeSysten="1.0.3166.1.2,2°/>
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¢l— C.3,4.5: Sender’ s Country Code —>
{/location>
</asLocatedEntity>
</assignedPerson>
{representedQrganization classCode="0RG" determinerCode="INSTANCE™>
<name>C. 3. 3. 1{/nhame>
<l (.3.3.1: Sender’s Department —>
{agsignedEntity classCode="ASSIGNED™>
(representedOrganization classfode="0RG" determinerCode="INSTANCE™>
<neme>C. 3. 2¢/name> .
! ! . ¢l= .3.2: Sender’s Organisation —>
{/representeddrganization>
</assignedEntity>
{/representedOrganization>
{/assignedEntity>
{/author>
{primaryInformationRecipient typeCode="PRCP">
{assighedBntity classCode="ASSIGNED™>
{assignedPerson classCode="PSN" determinerCode="INSTANCE">
<name>
{prefix>]J2, 18, 2{/prefix>
<|— e@8Jz.18.2: RiHF FEE —
{family>J2. 18, 3(/family>
<l— 00072.18.3: ZBE M —
<given>]2, 18, 4¢/given>
<1— 288J2.18.4: ZAL A& —
{/name>
</assignedPerson>
{representedOrganization classCode="ORG™ determinerCode="INSTANCE™>
<name>J2, 18, 1</nama>
<1— gedJe. 18.1: REH HRE —
{/represented0rganization>
{/assignedEntity>
{/primaryInformationRecipient®
</controlActEvent>
</subject0f1>
<subjectOfl typeCode="SUB]">
{contrelactEvent classCode="CACT” moodCode="EVN">

<id assigningAuthorityName="C.1.9.1.r. 1" extension="C, 1.9, 1.r.2" roct="2, 16. 840, 1, 113883, 3. 989, 2, 1.3.3"/>
{!— C.1.9.1.r.1: Sourcels) of the Case Identifier {repeat as necessary) #1 —>
¢l— C.1.9.1,1.2 Case Identifier(s) #1 —>
</controlActEvent>
</subjectOfi>

¢subject0fl typeCode="SUBI">
<controlActEvent ¢lassCode="CACT” moodCode="EVN™>

<id assigningAuthorityName="C.1.9.1.1.1" extension="C.1.9.1.r. 2" root="2. 16, 840. 1. 113883, 3,989, 2,1, 3.3"/>
¢l— G, 1,8 1, r 1t Source(s) of the Case Identifier (repeat as necessary) #2 —>
¢l—C. 1.9 Lr1.2 Case Identifier(s) #2 —>
¢{/controlActEvent>
£/subjectOf1l>

{subject0f2 typeCode="5UB]">
{investigationCharacteristic classCode="0BS" moodCode="EVN™>
<code code="1" codeSysten="2. 16. 840. 1. 113883. 3.980. 2. 1. 1. 23" codeSystemVersion="1, 6" displayNome="ichRaportType™/>
<value xsi!type="CE" code="C, 1. 3" codeSystem="2, 16. 840. 1. 113883. 3. 989. 2. 1. 1. 2" codeSystenVersion="2.0"/>
<}— C. 1.3 Type of Report —>.
{/investigationCharacteristic>
</subjectOf2> .
<subject0f2 typeCode="SUBI™>
(investigationCharacteristic classCode="0BS" moodCode="EVN™>
{code code="2" codeSystem="2.16.840. 1. 113883. 3. 989. 2, 1. 1, 23" cedeSystemVersion="1. 0" displayName="otherCaselds”/>
<value xsi:type="BL” value="true"/> -
{l— C.1.5.1 Other Case Identifiers in Previous Transmissions —>
</investigationCharacteristic>
</subject0f2> .
<subject0f2 typeCode="SUBJ™>
<investigationCharacteristic eclassCode="DBS" meoodCode="EVN">
{code code="3" codeSystem="2. 16, B40. 1. 113883, 3, 989, 2. 1. 1. 23" codeSystemVersion="1.¢" displayName="nullificationAmendmentCode”/

¢value xsi:type="CE” code="C.1.11.1" codeSystem="2, 16, 840, 1. 113883, 3,989, 2, 1, 1.5” codeSystemVersion="2.0"/>
¢l== C.1.11.1: Repert Mullification / Amendmént —>
</investigationCharacteristic
{/subject0f2>
{subjectOf2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS" moodCode="EVN™)
{code code="4" codeSysten="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="
nullificaticnAmendmentReason”/>
{value xsi:type="CE™>
{originalText>C. 1. 11, 2{/originalText>
¢]l— €.1.11.2: Reason for Nullification / Amendment ==>
</value>
{/investigationCharacteristic)
</subject0f2>
<subjectdf2 typeCode="SUB]">
{investigationCharacteristie classCode="0BS" moodCode="EVN">
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{eode code="1" cadeSysten="2, 16.840. 1. 115883, 3, 689, 5. 1. 3. 2. 1. 12" codeSystenVersion="1. 0" displayNeme="HEZ[#HE (&I “H
Cvalue xsi:type="CE" cade="J2.1a" codeSystem="2. 16.840. 1. 113883. 3.989.5.1.3.2. 1. 1" codeSystenVersion="1,17/>
<1— 8ga)z, 1a: WAES HESH —
</investigationCharacteristic>
</subject0f2>
{subject0f2 typeCode="SUB]">
<investigationCharacteristic classCode="0BS" moodCode="EVN™>
{code code="2" codeSystem="2. 16, 840, 1, 113883, 3. 989. 6.1.3,2.1,12" codeSystemVersmn— 10" displayNeme="3$5ERA "/,
Cvalue xsi:type="TS" value="20130107"/>
<|— egarz.2. 1 WEEXR -
</investigationCharacteristic>
</subject0f2>
{subject0f2 typeCode="SUBJ™>
{investigationCharacteristic classCode="0BS" moodCode="EVN™>
{code code="3" codeSystem="2. 16, 840. 1. 113883. 3. 989. 5. 1.3, 2. 1. 12" codeSystenVersion="1. 0" displayNeme="#t&EMA TS = A

{value xsi:type="ED"3J2.2.2¢/valus’
(le- 88072.2.2: YEBRALPTEIAL D —
¢/investigationCharacteristic>
{fsubject0f2>
<subjectdf? typeCode="SUBT >
<investigationCharacteristic classCode="0BS” moodCode="EVN™>
<code code="4" codeSystem="2, 16, 840. 1, 113883, 3,980.5.1.3. 2. 1. 127 codeSystenVersion="1. 0" displayName="H)#liE5 7 7 77/
<value xsiitype="CE" code="]2,3" cnchystem— 2. 16. 840. 1. 113883. 3.989,5,1.3,2.1. 2" codeSystemVersion="1.17/>
<1— gan]z. 3: BIREEZ 5 — .
¢/investigationCharacteristic> .
</subject0f2>
<subjectdf? typeCode="SUB]™>
¢investigationCharacteristic classCode="0BS" moodCode="EVN">
<code code="5" codeSystem="2, 16, 840, 1. 113883, 3.989. 5. 1.3, 2. 1, 127 codeSystenVersion="1 0" displayName="${E0R7 7 2/
¢value xsi:type="CE" code="J2.8.1" codeSystem="2, 16.840. 1. 113883, 3,989, 5. 1. 3. 2. 1, 6" codeSystemVersion="1,1"/>
<4— @s0J2.8.1: HEHPAT TS —> ‘
¢/investigationCharacteristic>
</subject0f2>
<subject0f? typeCode="SUBJ™>
¢investigationCharacteristic classCode="08S" moodCade="EVN">
<code code="6" codeSystem="2. 16. 540, 1. 113883, 3, 989, 5.1. 3. 2. 1, 12" codeSysteaVersion="1.0" displayNeme="$R#F 3 &5 DEM” />
<yalue xsi:type="ED“>]2, 8.2¢/value>
<!— 800]2.8.2: BEHRAOES -
{/investigationCharacteristic)>
</sub ject0f2>

{/investigationEvent>
</subject>
</controlActProcess>
</PORR_INO490168V>
<!— Massage #1 —>
¢}~ Message #2 —>
<|— PORR_IN048016UV —>
<l-— /PORR_INO49016UV -->
{|== Message #2 —>
{receiver typeCode="RCV™>
{davice classCode="DEV" determinerCode="INSTANCE™>
<id extension="N. 1.4” root="2 16. 840, 1, 113883, 3.989.2. 1.3, 147/>
¢l~— N, 1. 4 Batch Receiver Identifier -->

</device?
{/receiver>

{sender typeCode="SND">
(device classCode="DEV” determinerCode="INSTANCE™>
<id extension="N, 1.3" root="2, 16, 840. 1. 113883. 3.989. 2, 1.3.13" />
{!— N.1.3: Batch Sender Identifier —>

</device?
{/sendez>

</MCCI_IN200100UV01>
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DA VARV A (BHERA S - LR F)
<Txml version="1,0" encoding="UTF-871>

<MCCI_IN200100U¥01 ITSVersion="XML_I.0" xsi: schemaLocatmn— urn:hl7-org:v3 MCCI_IN200100UVO], xsd” xmlns="urn:h)7-org:va” xmlns xsi="http://www. w3, org/
2001/XM.5chema—instance™> .
<id extension="N.1.2" root="2. 16. 840. 1. 113883, 3. 989. 2. 1. 3. 22°/>
<I-- N.1.2: Batch Number —>
<creationTime value="20101214151617"/>
¢]-~ N.1.5: Date of Batch Transmissioh —»
{respenseModeCode code="D"/>
<interactionld extension="MCCI_IN200100UVOL” root="2. 16.840. 1. 113883. 1. 6"/>
<name code="N, 1.1” codeSysten="2, 16. 840. 1, 113883, 3,989, 2, 1, 1. 17 codeSystemVersicn="2.0"/>
€l=~ N.1.1: Type of Messages in Batch —>
<|— Massege #1 —>
<PORR_ING49016UV>
{id extension="N.2.r.1" root="2, 16, 840, 1, 113883, 3,989, 2,1,3,1°/>
¢|— N.2.r.1: Message Identifier —>
{ereationTime value="201012141516177/>.
{l— N.2.r.4: Date of Messsge Creation — .
{interactionld extension="PORR_IN049016UY" root="2, 16, 840, 1, 113883, 1,67/> . )
{processingCode code="P"/> ' C
{processinglodeCode code="T"/>
. <acceptAckCode code="AL"/>
{receiver typeCode="RCV")
<device classCode="DEV" determinerCede="INSTANCE™>
<id extension="N.2.r.3" root="2. 16.840. 1. 113883. 3. 989. 2. 1, 3. 12" />
¢!— N.2.r.3: Message Receiver Identifier ==>
¢/device>
{/receiver>
<sender typeCode="SND">
{device classCode="DEV" determinerCode="INSTANCE™>
<id extension="N.Z2.r.2" root="2.16.840. 1. 113883.3.989.2. 1. 3. 11°/>
¢|— N 2.r.%: Hessage Sender Identifier —>
{/device>
</sender>
{controlActProcess classCode="CACT” moodCode="EVN" )
{code code="PORR_TEO49016UV" codeSystem="2. 16, 840. 1. 113883. 1. 187/>
£]l— HLT Trigger Event ID —>
<effectiveTime value="20101214151617"/>
<l-- €. 1,2: Date of Creation —>
{subject typeCode="SUB]™>
{investigationBvent classCode="INVSTG™ moodCode="EYN™>
.o <id extension="C.1.1” root="2, 16. 840. 1. 113883, 3, 989.2,1.3,17/>
¢!— C.1.1: Sender’s {case) Safety Report Unique Identifier —>
<id extgnsinn='C. 1.8.17 root="2. i6. 840. 1. 113883, 3, 989.2. 1.3.2"/>
<}— C.1.8.1: Worldwide Unique Case Identification. Number —>
<id extension="]J2.1b" roct="2. 16.840. 1. 113883, 3.9806.5.1.3.2.3. 1"/>
<I-- g2, 1b: WAFER (FS) —
<code cade="PAT_ADV_EVNT” codeSystewm="2. 16. 840. 1. 113883.5.4"/>
(textyH 1</text>
¢!— H.1: Case Narrative Including Clinical Course, Therapeutic Weasures, Outcome and Add1tlonal Relevant Information —>
(statusCode code="active”/>
<I— 88RJ2. 7.1 ®T. RETEHS —
CeffectiveTime>
{low value="200%01017/>
¢]l— C.1.4: Date Report Was First Recen’ed from Source —>
</effectiveTimed
{availabilityTime value="20090101 /> ’ '
¢l== C,1,5: Date of Most Recent Infotrmation for This Report —>
{reference typeCode="REFR™>
<document classCode="DOC” moodCode="EVN™>
<code codes"1" codeSystem="2. 16, 840, I, 113883, 3,989, 2. 1. L. 2? codeSystenVersion="1. 0" displayName="documentsHeldBySender™/>
{titleXC 1.6 1.k 1/titled

<]— C.1L.6. L r. 1: Documents Held by Sender {repeat as necessary} #1 —)
{text mediaType="spplication/pdf” representaticn="BE4">C. 1. 6. 1. r.2¢/text>
¢1— €. 1.6.1.1. 25 Included Documents #1 —>
</documenty
{/reference>

{reference typeCode="REFR™>
<document classCode="DOC” moodCode="EVN™>
{code code="1" codeSystem="2, 16, 840, 1, 113883, 3,989, 2, 1, 1. 27° codeSystenVersion="1.0" displayName="documentsHeldRySender”/>
<titledC. 1.6 1.r 1</titled
¢]— C.1.6.1r. 1t Documents Held by Sender (repeat as necessary} #2 —>
<text mediaType="image/jpeg” representation="B64" compression="DFTC. L 6. 1.r. 2¢/textd
44— €. 16 1.1.2: Included Documents #2 — '
</document>
{/reference’
{reference typeCode="REFR™>
<document classCode="DOC” moodCode="EVN">
{code code="2" codeSystem="2. 16 840.1; 113883: 3. 989, 2.-1. 1: 27" codeSystenVersion="1. 0 displayName="1literatureReference”/>
<title>]2, 17, r</title>
<I— gagJz. 17.r RB/TIROHE #1 —
(text mediaType="application/pdf” representation="B&4">C. 4.r.2¢/text>
1= G, 4.r,2: Included Documents #1 —>
<bibliographicDesighationText>C. 4, r. 1{/bibliographicDesighationText>
¢(!— C.4.1.1: Literature Reference{s) #1 -



<participation typeCode="AUT"> -
<assignedBntity classCode="ASSIGNED™>
{representedOrganization classCode="ORG" determinerCode="INSTANCE™>
{asLocatedEntity classCode="LOCE">
lecation classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="J2.15.1" codeSystem="1,0.3166,1,2.2"°/>
(1— 88872, 15. r 2HE #1 >
</location>
{/asLocatedEntity>
{/representedOrganization’
{/assignedBntity>
{/participation>
</document>
{/reference>
{reference typeCode="REFR"Y
¢document elassCode="DOC” moodCode="EVN">
<code code="2" codeSystem="2, 16, 840, 1. 113883, 3,989, 2, 1. 1. 27 codeSystenVersion="1. 0" displayName="1literatureReference”/>
<{title>J2, }7. ré/titled
<l-- 888J2. 17.r BB /ITROFRE #2 —>
<text mediaType="application/pdf” representation="B64">C. 4. r.2{/text>
<l-=C.4,r.2: Included Documents #2 —>
<bibliographicDesignationText>C. 4. r. 1</bih1mgraphmDeslgnatmnText)
¢l—— C.4,r, 1t Literature Reference(s) #2 —>
<participation typeCode="AUT">
(assignedEntity classCode="ASSIGNED>
{representedOrganization classCode="CRG” determinerCode="INSTANCE">
{aslocatedBntity classCode="LOCE™>
<location classCode="COUNTRY" determinerCode="INSTANCE™>
. {code code="J2.15.r" codeSystem="1. 0. 3166, 1.2,2°/>
|-~ 80872, 15, r LFE #2 —> .
¢/location®
<fasLecatedEntity>
</represented0rganization>
{/assignedEntity> ’
<fparticipation>
</document’>
{/reference?
{component typeCode="COMP7>
<adverseEventAssessment classCode="INVSTG™ moodCode="EVN">
¢subject] typeCode="SBI™>
<primaryRele classCade="TNVSRI >
<player! classCode="PSN" determinerCode="INSTANCE™>
<namel). 1</hame>
¢!— D. 1! Patient {name or initials) —>
<administrativeGenderCode code="D.5" codeSystem="1.0.52187/>
{!— D.5 Sex —>
<role classCode="PRS">
{code code="PRN" codeSystem="2, 16. 840. 1. 113883. 5. 1117/>
¢associatedPerson classCode="PSN” determinerCode="INSTANCE">
</associatedPersond '
<subject0f2 typeCode="SB]">
<erganizer classCode="CATEGORY"™ mcodCode="EVN">
y ! <code code="2" codeSystem="2.16, 840, 1, 113883, 3. 989, 2, 1, 1, 207 codeSystemVersion="1. 0" displayName="
drugHistory”/> '
{/orgenizer>
. (/subJecthZ)
¢/role>
</nlayert’
¢subjectOf1 typeCode="SR]™>
(researchstudy classCode="CLNTRL" moodCade="EYN™>
<id extension="C. 5. 3" root="2.16.840.1.113883.3,989,2,1,3.57/>
{l=- €.5.3: Sponsor Study Number —>
<code code="C.5. 4" codeSystex="2. 16, 840, 1, 113883, 3,989, 2,1,1,8" :odeSystemVerslon- 2,07/
¢lw= C, 5,43 Study Type Fhere Reaction(s) / Event(s) Were Observed —>
<{titledC. B. 2¢/title>
{l—= C.5.2: Study Name —>
<authorization typeCode="AUTH™>
{studyRegistration classCode="ACT" mocdCode="EVYN">
<id extension="C, B, 1. r, 17 root="2, 16. B40. 1. 113883, 3. 988. 2. 1. 3.6 /)
{]— C.5.1.r.1: Study Registration Number #1 —>
<author typeCode="AUT">
<territorialAuthority classCode="TERR">
<governingPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="C.5.1.r.2" codeSystem="1.0.3166.1.2.2"/>
<}— C.5. L.r. 2t Study Registration Country #1 —>
. {/governingPlace>
{/territorialAuthority>
{/author>
{/studyRegistration’
¢/authorization?
<authorization typeCode="AUTH™>
{studyRegistration classCode="ACT” moodCode="EVN™>
<id extension="C. 5. 1. r.1" root="2. 16. 840, 1. 113883, 3,98%. 2. L.3.6"/>
¢l— €.5.1.1.1 Study Registration Number #2 ——>
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<author typeCode="AUT">
<territorialAuthority classCode="TERR™>
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE™) .
{code code="C.5.1.r.2" codeSystem="1, 0. 3166, 1, 2,27/
¢1— C.5. 1 r.2: Study Registration Country #2 —> '
</governingPlace?
{/territorislAuthority>
{/auther>
{/studyRegistration)
{/authorization>
\ {fresearchitudy>
" ¢/subjectOf1>
<subject0Of2 typeCode="SB]">
’ {cbservation classCodex"0B3” mocdCode="EVN"> .
{code code="3" codeSystem="2. 16. 840, 1, 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="age”/>
<value xsiitype="PQ" value="10" unit="D.2.2b"/>
<l— D.2.2a: Age at Time of Onset of Reaction / Event (number) —>
<l~= D.2.2b: Age at Time of Onset of Reaction / Event (unit) —>
{/observation>
{/subjectOf2>
{subject0f2 typeCode="5B]™>
{observation classCode="0BS" moodCode="EVN™>
{code code="16" codeSystem="2. 16. 840, 1, 113883, 3,989, 2, 1, 1, 13" codeSystemVersion="1, 17 displayName="
gestationPeriod”/> ' .
{value xsi:type="PQ” value="10" unit="D.2.2.1b"/>
<l— D.2.2.1a: Gestation Period Fhen Reaction / Event Was Observed in the Foetus (mumber) --»
¢]-- D.2.2.1b: Gestatioh Period Fhen Reaction / Event Was Observed in the Foetus (unit} —>
{/observation>
¢/sub ject0f2>
{subject(f2 typeCode="SBT™>
{observation classCode="0BS” meodCode="EYN™> )
<code code="4" codeSystem="2. 16.840. 1. 113883. 3. 989, 2, 1. 1, 19" codeSystemVersion="1.1" displayName="ageGroup*/>
<valte xsi:type="CE" code="D, 2, 3" codeSystem="2. 16, 840, 1, 113883, 3,989, 2. 1. 1. 9" cedeSystemVersion="2.0"/>.
§l=- D.2,3: Patient Age Group (as per reporter) ——>
{/observation> '
</subjectOf2>
<subject0f2 typeCode="SBJ">
{observation elassCode="0BS" moodCade="EVN">
<code codex"7" codeSystem="2. 16, 840, 1. 113883, 3.985. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="body¥eight”/

{yalue xsi:type="PQ" value="48 2" wnit="kg"/>
<l— D.3: Body Weight (kg) —>
{/observation}
/subjectGE2>
{subjectDf2 typeCode="SBJ">
{observation classCode="0BS" mocdCode="EVN™>
<code code="17" codeSystem="2. 16. B40. 1. 113883, 3. 989, 2, }. 1. 19" codeSystemVersion="L 1" displayName="height”/>
{value xsi:!type="PQ" value="152" unit="em"/> ’
{le= D. 42 Height (em) —
{/observation>
</subject0f2>
{subjectOf2 typeCode="SB]">
{observation elassCode="0BS” moodCode="EVN"> .
<code tade="17" codeSystem="2, 16. B40, 1, 113883, 3, 989, 5, 1,3, 2, 1, 10" displayName="lastMenstrualPeriodDate” 7>
{value zsiitype="CE" code="]2,28" cedeSystenVersion="1.0" codeSystew="2.16.840.1. 113883.3.685.5.1.3,2, 1, 16" />

<1— 8@z 28: HEDHE -
{/observation>
</subject0f2>
<subjeetOf2 typeCode="SB] >
" {organizer classCode="CATEGORY” maodCode="EVN">
. <code code="1" codeSysten="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1, 20" codeSystemVersion="1, 07 displayName="
relevantMedicalHistoryAndConcurrentConditions”/> .
<component typeCode="COMP™>
{observation classCode="0BS" mocdCode="EVN">
{code cade="D.7.1.r.1b" codeSystew="2, 16, 840, 1, 113883, 6, 163" codeSystemV¥ersion="D, 7, 1.1, 1a"/>
<}=— D.7.1.r.1a: MedDRA Versien for Medical History #1 —
<{}— D.7. L r.1b: Medical History (disemse / surgical procedurs / etc.} (MedDRA code} #1 —>

<inboundRelaticnship typeCode="REFR™>
{chservation classCade="0BS” moodCode="EVN">
<code coda="13" codeSystem="2. 16. §40. 1. 113883. 3. 980. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="continuing”/>
<value xsi:type="BL" valus="true”/>
¢!— D, 7,1, r,3: Contipuing #1 —>
</observation>
¢/inboundRelationship>
</observation>
</component>
<component typeCode="COMF™>
{observation classCode="0BS" moodCode="EVN">
Ceode eode="D, 7. 1.r. 1b* codeSystem="2. 16. 840, 1. 113883. &. 163" codeSystenVersion="D. 7.1.r. 1la"/>
<= D.7.1.r.1a: MedDRA Yersion for Medical History #2 —=>
¢l D.7. L r. 1b: Medical history (disease / surgical procedure / etc.) (MedDRA code} #2 ——>
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¢inboundRelationship typeCode="REFR">
{observation classCode="0BS" moodCode="EVN™>
¢code code="13" codeSystem="2. 16, 840, 1. 113883, 3.98%. 2. 1. 1, 13" codeSystemVersion="1, 1"
displayNeme="continuing”/> 5
' Cvalue xsiitype="BL" valus="trus*/>
<4— D, 7.1.x.3: Continuing #2 —>
</abservation?
</inboundRelationship>
{/observation>
{/component>
<component typeCode="COMP™>
{observation classCode="0BS" mcodCode="EVN™>
¢code code="18" codeSystem="2, 16,840, 1. 113883, 3, 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
historyandCencurrentConditionText”/> -
<value xsiitype="ED™>D, 7. 2{/value>
<}==D,7,.2: Text for Relevant Medical H1stonr and Concurrent Conditions (not including reaction /
event) ==
{/ehzervation>
</component?
<forganizer>
</subject0f2>
<subject0f2 typeCode="SBJ">
{organizer classCode="CATEGORY" moodCode="EVN™>
¢code code="2" codeSystem="2. 16. 840. 1. 113883, 3,989, 2, 1. 1. 20" codeSystemVersion="1,0" displayName="drugHistory”

{component, typeCode="COMP™>
{substanceAdministration classCode="SBADM™ moodCode="EVN">
<consumable typeCode="CSM™>
<instanceOfKind classCode="INST">
<kindOfProduct clessCode="MMAT™ determinerCode="KIND™>
<name>D. B. r. 1{/name>
{l-- D.8.1.1: Name of Drug as Reported #l —>
</kind0fProduct’
¢/instanceOfKind>
¢/consumable>
<outboundRelationship2 typeCode="CAUS">
abservation claseCode="0BS™ moodCode="EVN">
¢code code="29" codeSystem="2. 16, 840, 1. 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1. 1"
displayName="reaction”/>
Cvalue xsiitype="CE” code="D.8.r.7b" codeSystem="2. 16.840. 1, 113883, 6, 163" codeSystemVersion="
D.8.1.7Ta"/> ,
¢l— D.8.r.7a! MedDRA Version for Reaction #1 —>
¢]== D, 8, r. 7b} Reaction (MedDRA code) #1 —>
{/observation>
{/outboundRelationship2>
¢/substanceAdninistration>
</component?
{component typeCode="COMP“>
<substanceAdninistration classCode="SBADM™ moodCode="EVN">
{consumable typeCode="CSH™> '
{instanceOfKind classCode="INST">
<kind0fProduct classCode="MMAT” detarmlnarCode— KIND">
<name>D. 8. r. 1<{/name>
¢l==D,8,r. 1: Name of Drug as Reported #2 —>
</kind0fProduct>
</instance0fKind>
</consunable>
{outboundRelationship2 typeCode="CAUS”>
{observation classCode="0BS" moodCode="EVN">
] <eode code="29" codeSystem="2. 16, 840, 1, 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="reaction”/>
<value xsiitype="CE” code="D.8.r.7b" codeSystem="2. 16.840. 1. [13883. 6, 163" codeSystenVersion="
D.8.r.7a"/> .
¢!— D.8.1.7a: MedDRA Version for Reaction #2 -->
<!— D.B.r.7b: Reaction (MedDRA code) #2 —>
{/observation>
</cutboundRelationship2>
</substanceAdministration®
£/conponent?
{/organizer>
</subjestDf2>
¢subject0Of2 typeCode="SB]™>
<observation classCode="0BS" moodCode="EVN"> .
<id root="154eb889-958b-45f2-a02f-42d4d6F4657E" /> .
¢cade code="29" codeSystem="2. 16. 840, 1. 113883, 3,989, 2, 1. 1. 19" codeSystenVersion="1.1" displayName="reaction”/>

CeffectiveTime xsi:type="IVL_TS™>
. <low value="20090101"/>

<!— B.i.4: Date of Start of Reaction / Event #1 —>
<high value="20090102"/>
¢!— E. i.5: Date of End of Reaction / Event #l —>

{/effectiveTime>

¢value-xsi:type="CE" code="E, i, 2. 1b" codeSystem="2. 16, 840, 1, 113683. 6. 163" codeSystem‘.’ersmn- E.i.2.1a™>
<}== E.i.2. lat MedDRA Versmn for Reaction / Event #1 —>
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¢l E. i.2 lb: Reaction / Event (MedDRA code) #1 —>
{originalText>E. i. 1. la¢/originalText>
) <!— B.i.1 la: Reaction / Bvent as Reported by the Primary Source in Native Language #1 —>
</value>
CcutboundRelationship? typeCode="PERT™>
<observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
outeome”/> '
<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840. 1. 113883.3.989.2, 1. 1. 11" codeSystemVersion="2.
oD : 1
¢l=—~ E.1,7: Qutceme of Reacticn / Bvent st the Time of Last Observation §1 —>
{/observation>
{/cutboundRe lationship2>
<outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS" moodCode="EVN">
{code code="11" codeSystem="2, 16, B40, 1, 113883, 3. 989, 5. 1.3, 2, L. 10" codeSystemVersmn‘ 1.0 displayName=
" - BEAIT/>
. {value xs:.!type=’CE code="J2, 26, i” codeSystemVersion®"1, 0" codeSystem="2. 16, 840. 1. 113883, 3. 989. 5. 1. 3.
2.1.147 >
<l— goaje. 26. i MMIEE 41 —
{/chservation?
</outbnundRelat10nsh1p2>
{/observation>
</subject0f2>
<subjectOf2 typeCode="SB]">
<observation classCode="0BS" moodCode="EYN™>
<id root="2baa28d6-cIe8-4ebc-03e9-5b860bI14220" />
{code code="20" codeSysten="2, 16, 840. 1. 113883, 3. 989. 2. 1. 1, 19" codeSystenVersion="1.1" displayName="reaction”/>

<effectiveTime xsi!type="IVL_TS">
{low value="200501017/>
{|— E.i.4: Date of Start of Reaction / Event #2 —>

{/effectiveTime>
<value xsi:type="CE" cede="E. i.2.1b" codeSystem="2. 15, 840 1. 113883. 6. 163" codeSystemVersion="E.i.2. 1a">
¢l— E.i.2 la: MedDRA Version for Remction / Event #2 ==> .
¢l— E.i.2.1b: Reaction / Event (MedDRA code) #2 —>
CoriginalText>E. i. 1. la</originalText> ' .
¢l— B.i.1.1a‘ Reaction / Event as Reported by the Primary Source in Native Language §2 —>
</value>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
{eode code="27" codeSystem="2. 16. 840. 1. 113683. 3. 889. 2, 1, 1. 19" codeSystenVersicn="1,1" displayName="
outcome”/> . ‘
<value xsiitype="CE” code="E.i.7" codeSystem="2.16.840.1.113883.3.989.2. 1. 1. 11" codeSystemVersion="2.
0"/
¢— E.i.7: Outecome of Reaction / Event at the Time of Last Observation #2 —
</obsorvation»
{/outboundRelationship2>
{cutboundRelationship2 typeCode="FERT™>
{observation classCode="0BS" moodCode="EVN">
<eede code="11" codeSysten="2, 16. 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1.0" displayName=
“HEN - BEART> -
-{value xsi:type="CE" code="J2.26.1" codeSystemVersion="1.0" codeSystem="2. 16. 840. 1. 113883, 3, 989. 5, 1. 3.
21,147 5 . ’
<t-- 880]2. 26, 1 WMHWIES 42 -
{/ubservation’
</outboundRelaticnship2>
<{/ohservation>
{/subjectOf2>
<subjectOf? typeCode=" SBJ >
{observation classCode="0BS" moodCode="EVN™>
<id root="3a8626cb~9f1b-4eal-Ba0f-o0f£34430adf”/>
{code code="29" codeSystem="2, 16, 840, 1. 113883, 3,989, 2, 1. 1. 197 codeSystemVorsion="1. 1" displayName="reaction”/>

{effectiveTime xsi:type="IVL_TS™>
- <high value="20101201"/>
<!— E.i.5: Date of End of Reaction / Event 43 -
{/effectiveTined
{value xsiitype="CE" code="E.1i.2.1b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i, 2, 1a™>
{l— E.i.2 1a: MedDRA Versicn for Reaction / Event H3 —>
{l= E.i.2 1b: Reaction / Event (MedDRA code} #3 —>
{originalText)E, i, 1, ta{/originalText>
¢l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #3 —)
</value?
<outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moadCode="EVN">
. {code code="27" codeSystem="2, 16. 840, 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1" displayMName="
olitcome”/> '
<value xsiitype="CE" code="E.i.7" codeSystem="2. 16.840. 1. 113883. 3,089, 2, 1, 1, 11" codeSystenVersien="2.
[afp)
. <!— E.i.7: Outcome of Reactmn / Event at the Time of Last Qhservation £3 ——>
{/chservation>
</outboundRelationship2>



{/observation>
{/subjectOf2>
{subjectOf2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN™>
<id root="2e99840f-08b4-499c~80f f~ddB415F4fBaE" />
<code code="29" codeSystem="2. 16. 840. 1. 113883, 3,989, 2, 1. 1. 19" codeSystemVersion="1.1" displayNeme="reaction”/>

{effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="IVL_TS™>
<low value="20090101"/>
¢!— B.i.4: Date of Start of Reaction / Event #4 —->
<high value="20101201"/>
¢!— B.i.5: Date of End of Reaction / Event #4 —>
<fecomp
{comp xsi:typex"IVL_TS" cperator="A">
</comp>
{feffectivelime>
¢value xsiitype="CE* code="E,i.Z2.1b" codeSystem="2. 16, 840, 1, 113883, 6. 163" codeSystemVersion="E. i.2.1a">
¢l— E.i.2.1a: MedDRA Version for Reacticn / Bvent #4 —>
¢l— E.i.2 1b: Reaction / Event (MedDRA cods) #4 —>
' CoriginalText?E. i. 1. lal/originalText>
¢]— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #4 —>
</valie>
(outbuundRelluonshlpZ typeCode="PERT™>
{observation classCode="0BS” moodCode="BYN">
{code code="27" codeSysten="2, 16, 840. 1. 113883, 3. 989, 2, 1.1, 19" codeSystemVersion="1.1" displayName="

:

outcome™/>
<value xsi:type="CE” code="E.i.7" codeSystem="2.16. 840, 1. 113883. 3. 985. 2. 1. 1. 11" codeSystemVersion="2
0*/> )
¢|— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 —>
</observation>
{/outboundRelationship2>
{/observation>
{/subject0f2>
¢subject0f2 typeCode="SBJ">
<observation classCode="0BS" moodCode="EVN™>
¢id root="1071064c-cf10-4a3b-83c1-34£0ddbTeabd”/>
<code code="29" codeSystem="2, 16. 840. 1. 113883, 3.989. 2. 1. 1. 19° codeSystemVersion="1.1" displayName="reaction”/>

{effectiveTime xsi:type="IVL_TS">
Clow value="200801017/>
¢l E.i.4: Pate of Start of Reaction / Event #6 —=>
{/effectiveTime?
<yalue xsiitype="CE” cede="E.1i.2.1b" codeSystem="2. 16. 840, 1, 113883. 6. 163" codeSystemVersion="E. {.2.1a™>
{]— E.i.2. 1a: MedDRA Version for Reaction / Event #5 —>
<!— E.i,2 1b: Reaction / Event (MedDRA code) #5 —>
CoriginalText)E. i. 1. la¢/originalText> :
<l— B.i. 1. 1a: Reaction / Bvent as Reported by the Primary Source in Mative Language §5 —>
</value
¢outboundRelationship2 typeCode="PERT™>
{abservation classCode="DBS" moodCode="EVN"> :

{code code="27" codeSysten="2, 16. 840. 1. 113883, 3. 689, 2, 1, 1. 19" codeSystemVersion="1. 1" displayName="
outcome” /> . .
¢yalue xsi:type="CE" code="E,i,7" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 11” codeSystemVersion="2,
0*/> ,

¢{|— B.i.7: Outcome of Reaction / Event at the Time of Last Observation #5 —> :
{/observation>
</autboundRelationship2>
</observation>
</subject0f2>
<subjectdf2 typeCode="SB]"™>
{chservation classCode="0BS" moodCode="EVN™>
<id root="1f927283-10b6-4334-9d43-e925640£b18E"/>
<code code="29" codeSysten="2. 16. 840, 1. 113892, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="reaction’/>

<effectiveTime xsi:itype="IVL_TS™>
<high value="200901017/>
<1— R.i.4: Date of Start of Reaction / Event #6 —>
</effectiveTime>
<value xsi:type="CE"” code="E.i.2. 1b" codeSystem— 2, 16, 840, 1. 113883, 6. 163" codeSystemVersion="E. 1. 2. 1a">
¢]— E.i.2.1a: MedDRA Version for Resction / Event HE —>
¢l E,i.2 1b: Reaction / Bvent (MedDRA code) #6 —>
{originalText)E, i. 1. la¢/originalText?
¢1— E_i I la® Reactien / Event as Reported by the Primary Source in MNative Language H#6 —>
<fvalue?
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="BYN">
<eode code="27" codeSystem="2. 16,840, 1. 123883, 3,980, 2, 1. 1. 19" codeSystemVersion="1,1" displayName="
outcome”/> ’
<value xsiitype="CE” code="E.i.7" codeSystem="2. 16,840, 1. 113883, 3, 689, 2. 1. 1. 11" codeSystemVersion="2.
[T .
<!— B.i.7: Outcome of Reaction / Event at the Time of Last Cbservation #6 —>
{/observation>
</outhoundRelaticnship2>



</observation?
{/subject0f2>
<subjectOf2 typeCodes"SB]™>
{observation classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-bbbb-celdbc279d8e”/>
<code code="29" codeSystem="2, 16, 840, 1, 113883, 3, 589, 2, 1, L. 19" codeSystemVersien="1, 1" displayName="renction”/>

<value ¥siitype="CE” code="E.1i.Z2.1b" codeSystem="2, 16. 840, 1, 113883, 6, 163" codeSystemVersion="E. 1.2 la™>
<l— E.i.2 la: MedDRA Yersion for Reaction / Event #7 —>
¢I— E.i.2.1b: Reaction / Event (MedDRA code) #7 —>
{originalText>E. i. 1. 1a</originalText>
€l— E.i.1. 1a® Reaction / Event as Reported by the Primary Source in Native Language #7 ==)
</valued
<outboundRelationship? typeCode="PERT">
{observation classCode="0BS” mocdCode="EVN™
{code code="27" codeSystem="2, 16, 840, 1, 113883, 3,989, 2, 1. 1, 187 codeSystem¥ersien="1, 17 displayName="
outcome”™/>
<value xsiitype="CE” code="E.i.7" codeSystem="2, 16,840, 1, 113883, 3,980, 2, 1, L. 117 codeSystenVersion="2.
o/ .
' <!— E.i.7: Dutcome of Reaction / Event at the Time aof Last Observation #7 —>
{/observation> .
</outboundRelationship2>
{/observation>
</subject0f2>
<{subject0f2 typeCode="SB]"> \
{observation classCode="0BS" moodCode="EYN">
{id root="al5be052-8070-4264-af04-6863263443e07/>
{coda code="29" codeSystem="2. 16. 840, L. 113883. 3. 989. 2. 1. 1. 19" cedeSystemVersion="1. 1" displayName="reaction”/>

<effectiveTime xsi:type="SKPR_TS™>
{comp xsi:type="IVL_T57
<low value="200901017/> N
<l—Ei.4 Date of Start of Reaction / Event #8 —>
</comp>
{comp xsi:type="IVL_TS" operator="A">
<high value="20101201"/>
¢}— E,i,5: Date of End of Reaction / Event #8 —)
</ comp> .
</effectiveTime>
<valug xsiitype="CE” code="E.1i.2.1b" codeSystem="2. 16, 840, 1. 113883, 6. 165" codeSystemVersien="E. i, 2. 1a™>
¢1— E.i.2.1a! MedDRA Version for Reaction / Event #8 ——>
¢!— E.i.2.1b: Reaction / Event {(MedDRA code} #8 —>
{originalToxt»B. i. 1. 1al/originalfext>
¢!— E.i.1.1a! Reaction / Event as Reported by the Primary Source in Native Langusge #8 -
¢/value>
(outboundRelatlonshmz typeCede="PERT"™>
{observation ¢lassCode="0BS" meodCode="EVN™>
{code code="27" codeSysten="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
outcome”/>
{value xsi:type="CE” code="E.i.7" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 11”7 codeSystemVersion="2,
o/
<l E. i.7: Outcome of Reaction / Event at the Time of Last Observation #8 —>
{/observation> .
</outbotindRelaticaship2>
{/observation>
{/subject0f2> . .
<subjectDf2 typeCode="SBJ"> :
<organizer classCode="CATEGORY" moodCode="EVN™>
Ccode code="4" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 20" ‘codeSystemVersion="1. 0" displayName="
drugInformation”/>
{I~~ G.k Drug{s) Information (repeat as necessary) #1 —>
{component typeCode="COMP™>
{substanceAdninistration classCode="SBADM” moodCode="EVN™>
<id root="3c¢91b4d5-e039-4aTa-9c30-67671h0efPed”/>
{consumable typeCode="CSM™>
<instance0fKind classCode="INST™>
" ¢kindOfProduct classCode="MMAT" r.[ete:minerCude— KIND>
<nanedG, k. 2. 2¢/nane>
¢l— G.k.2.2: Medicinal Produect Namwe as Reported by the Primary Source 81 —>
{fermCode code="J2.24. k" codeSystem="2, 16. 840. 1. 113883. 3. 989, 5. 1. 3. 2. 1. 13"
codeSystenVersion="1.0" /> ' ‘
<|— @gaJe. 24.k BISTE H1 —
{asManufacturedProduct classCode="MANU">
{subjectOf typeCode="SBJ">
<approval classCode="CNTRCT ™ moodCode="EYN™>
<id extension="G,k, 3,1 root="2, 16,840, 1, 113883, 3,989, 2,1,3.4"/»
{|— 6.k.3.1: Authorisation / Application Number #1 —>
<holder typeCode="HLD">
<role classCode="HLD">
<playinglrganization classCode="0RG" determinerCode="INSTANCE™>
CpamedG, k, 3. 3</name>
¢l— G.k.3.3: Name of Holder / Applicant #1 —>
{/playingOrganizationd
{/role>
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codeSystenVersion="1. 0" displayName="3fEIRHEOHRRES"/>

2.1.3" codeSystemVersion="1, 17/>

codeSystemVersion="1.0" />

codeSystemVersion="1.0% />

</holder>
<author typeCode="AUT™>
{territorialAuthority classCede="TERR"> '
<territory classCode="MAT" determinerCode="INSTANCE™>
{code code="0.k, 3.2" codeSystem="1.0, 3166.1.2.2°/
{l== G. k. 3.2: Country of Authorisation / Application ¥1 -~
{/territory>
{/territorialAuthority>
{/author>
{/approval>
</subkjectdf>
<subject0f iypeCode="SBJ"™>
{characteristic classCode="0BS” moodCode="EVN">
<eode code="1" codeSysten="2, 16. 840.1.113883.3,089,5,1,3.2,1. 107

{value xsiitype="CE” code="]2, 4, k" codeSystem="2. 16. 840, 1, 113883. 3. 989.5. 1. 3.

<I— @8aJ2. 4. k: HEFRLEORRES 81 —>
</characteristic : :
</sub jectOf>
{/asManufacturedProduct>
<asNemedEntity>
<hame xml:lang="Ja">J2. 23, k</nane>
¢l-- @88J2. 23. k 3% #1 —>
<assigningTerritory>
{code code="JP" codeSysten="1.0. 3166, 1.2.2% />
" ¢/assigningTerritory>
{/asNamedEntity>
¢ingredient classCode="ACTI">
{quantity>
{numerator,>
<dencminator value="17/>
-{/quantity>
{ingredientSubstance classCode="MMAT" determinerCode="KIND">
<name>G. k. 2. 3. r. 1<{/name>
{!— 6.k 2.3.x. 1! Substance / Spocified Substance Name #1-1 —>
<asSpecislizedXind classCode="GEN">
{generalizedMaterialKind classCode="MAT" determinerCode="KIND">
<code code="]2, 26, k.r" codeSysten="2. 16. 840, 1, 113863. 3. 689. 5. 1.3. 2. 1. 17"

<l— @882, 25. k. r BHOESR §1-1 —
. {/generalizedMaterialKind>
</asSpecializedKind>
{/ingredientSubstance>
</ingredient>
<ingredient classCode="ACTI">
{quantity> 5
{numerator/>
{denominator value="1"/>
<fauantity>
<ingredientSubstance classCode="WMAT" determinerCode="KIND">
<name>G, k. 2. 3. r. 1¢/name>
<!— 6.k.2.3.1r.1: Substance / Specified Substance Name #1-2 -->
<asSpecializedKind classCode="GEN">
{generalizeddaterialKind classCode="MAT" determinerCede="KIND™>
(code code="J2.25.k r* codeSystem="2, 16,840, 1. 113883. 3.989.5.1.3, 2.1, }77

<!— @88Jz. 25. k.t RADEL #1-2 ~>
</generalizedifaterialXind>
{fasSpecializedKind>
{/ingredientSubstance>
</ingredient>

</kindOfProduct>

</in

stanceOfKind>

{/consumable>

Couthoun
-
{sub

dRelationship2 typeCode="COMP™>
G. k. 4. r: Dosage and Relevant Information (repeat as necessary) #1-1 —>
stanceAdministration classCode="SBADM™ moodCode="EVN™>
{text>G. k. 4. 1. 8¢/text>
¢b— G. k. 4.r.8: Dosage Text #1-f —>
CeffectiveTime xsi:type="SXPR_TS™>

{comp xsi:type="PIVL_TS">

<pericd value="10" unit="G, k 4.+.3"/>

<l— 6.k, 4,r, 2! Nunber of Units in the Interval #1-1 —>
<!— G,k 4.1, 3: Definition of the Time Interval Unit #1-1 —>
</comp?

<eomp xsi:type="IVL_TS” operator="A">
<low value="20090101"/> .
<!— G.k, 4.1, 4: Date and Time of Start of Drug §1-1 —>
<high value="20000101"/>
{]— G.k.4.r.5: Date and Time.of Last Administration #1-1 ~->
</comp>
{/effectiveTinme>
{routeCode codeSystem="2. 16,840, 1. 113883.3.580.2. 1. 1. 14™>
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{originalText>G. k. 4. r. 10, 1{/originalText)
== G.k.4.r.10.1: Route of Administration (free text) #1-1 —>
{/routeCode>
{doseQuantity value="10" unit="6.k 4.r.16"/>
{l== G.k.4.r.1a Dose {number) H#1-1 —>
{l— G.k 4.r, 1b: Dose (unit) #1-1 —>
{/substanceAdministration>
{/outboundRelationship2>
{outboundRelationship2 typeCode="COMP">
€¢!— G.k.4.r: Dasage and Relevant Information (repeat as necessary) Bl-2 —>
{substanceAdministration classCode="SBADM" moodCode="EVN"»
{text>G. k. 4. r. 8</text>
{l— G.k.4.7.8: Dosage Text #$1-2 —>
<effectiveTime xsi:type="SXPR_TS">
{eomp xsi:type="PIVL 18"
<period value="10" unit="6.k 4.r.3"/> .
<l— G.k.4.1.2: Number of Units in the Interval §1-2 —>
<l-- G,k.4.r.3: Definition of the Time Interval Unit #1-2 —>
{/comp>
{comp xsi:type="IVL_TS” operator="A">
<low value="200901017/>
¢l— G.k.4.r.4: Date and Time of Start of Drug #1-2 —>
<high value="200801017/>
{!— G.k.4.1.5: Date and Time of Last Adminisiration #1-2 —>
</comp>
{/effectivelined
{routeCode codeSystem="2. 16.840. 1. 113883.3.580.2. 1. 1, 14™>
{originalText>G. k. 4. r. 10. i{/originalText>
¢|— G.k.4,r, 10, 1: Route of Administration (free text) #1-2 —>
</routeCode>
{dosefuantity value="10" unit="G.k.4.r.1b"/>
<l~= G,k.4.1. 1a Dose (number) #1-2 —>
“¢l— 6.k 4.r. 1b? Dose {unit) #1-2 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelaticnship2 typeCode="COMP™> :
¢!— 6.k, 4. r: Dosage and Relevant Information (repeat as necessary) #1-3 -=)
{substanceAdministration classCode="SBADM" meodCode="BYN™>
{text>G, k, 4, r, B</text>
{!-- G.k.4.r.B: Dosage Text §1-3 —>
{effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS™>
<period value="10" unit="G, k. 4.1.3"/>

{!—= G.k.4.1.2: Number of Units in the Interval #I~3 —>
{!— G.k.4.1.3: Definition of the Time Interval Unit #1-3 —>
</comp>

{comp xsi:type="IVL_TS” operator="A">
<low value="20090101/>
{l== 6.k.4.1.4: Date and Time of Start of Drug #1-3 —>
</comp¥
{/effectiveTime> ) .
<routeCode codeSystem="2. 16. 840. 1. 113883, 3, 989, 2, 1. 1, 14*>
<originalText>G. k. 4. r. 10, 1{/original Text>
¢l=— G.k.4.r.10.1: Route of Administration {free text) #1-3 —>
</routeCode>
<doseQuantity value="10" unit="6.k 4.r.1v"/>
{!— G. k. 4.r.1a Dose (number) §1-3 ==)
{!— G, k4. r. 1b: Dose (unit} #1-3 —
{/substanceAdministration>
</outboundRelaticnship2>
<outboundRelationship2 typeCode="COMP™>
{!— G.k-4.r! Dosage and Relevant Information (repeat as necessary) H1-4 -)
{substanceAdministration clessCode="SBADM" moedCode="EVN">
<text>G. k. 4. 1. B</text>
¢l G.k.4.r.8: Dosage Text #l-4 ->
{effectiveTime xsi:type="SXPR_1S™>
Scomp xsiitype="PIVL_TS™> .
<period value="10" wnit="G.k. 4. r.3"/>

<!-- G,k 4. .2 Number of Units in the Interval #1-4 —>
¢}— G.k.4.r.3: Definition of the Time Interval Unit #1-4 —>
£/ comp?

{comp xsi:type="IVL_T5" operator="A">
<high value="200901017/>
<!— G,k 4,r.5: Date and Time of Last Administraticn #1-4 —
£/ comp?
{/effectiveTine>
<routeCode codeSysten="2. 16, 840, 1. 113883, 3. 980, 2 1.1, 147
CoriginalText>G. k. 4. 1. 10. 1</originalText>
<1-- G.k. 4,7, 10, 1: Route of Administration (free text} #1-4 —>
{/routeCode>
{doseQuantity value="10" unit="GC. k.4 r. 1b'/>
¢!— G.k.4.r. 1a Dose (number) #l-4 —>
I~ G.k.4.r.1b: Dose {unit) #1-4 —>
{/substancepdministration®

-g-



¢/outboundRelationship2>
(outboundRelationship? typeCode="COMP">
¢!— G,k 4.r: Dosage and Relevant Information (repeat as necessary) H1-5 —>.
{substanceAdministration classCode="SBADM" moodCode="EVN™>
{text>G. k. 4.1. 8</text> .
¢!— 6.k.4.1.8: Dosage Text $1-5 —>
<effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="IVL_TS™>
<low value="20090101"/>
¢{!— G.k.4.r.4: Date and Time of Start of Drug §1-5 —>
<high value="200901017/>
R ¢l~- G.k.4.r.5: Date and Time of Last Adwinistration #1-§ —>
</comp>
{comp xsittype="IVL_TS" operator="A">
</comp> .
{/effectiveTime>
{routeCode codeSystem="2. 16, 840. 1. 115883, 3,689, 2, 1. 1. 14">
<originalText)G. k. 4. r. 10, 1</originalText>
¢<!— 6.k 4.7.10.1: Route of Administration {free text) #1-5 —>
{/routeCode?
{doseQuantity value="10" unit="6. k. 4., 16"/
<l— G.k.4.r.1a Dose {number) #1-5 —>
¢l G. k. 4.r 1b: Dose {unit) #$1-5 —>
{/substanceAdministration>
{/outboundRelationship2>
{outbeundRelationship2 typeCode="COMP">
¢l— 6.k 4.r: Dosage and Relevant Information (repeat as necessary) #1-6 —>
<substanceAdministration classCogie— SBADNM” moodCode="EVN">
<{text»G. k. 4.1, 8</taxt)>
{l=~ G. k. 4.r.8: Dosage Text §1-6 —>
{effectiveTine xsi:type="SXPR_TS">
<comp xsiitype="PIVL_TS">
<period value="10" unit="G k. 4.r.3"/>
¢l— G.k.4.r.2: Number of Units in the Interval $1-6 —>
¢l— G.k.4.r.3: Definition of the Time Interval Unit #1-6 —>
</ comp>
{comp xsittype="IVL_TS" operator="A">
{low value="20090101"/>
¢l-= G.k.4.r. 4 Date and Time of Start of Drug #1-6 —>
{/comp?
Ccomp xsistype="IVL_TS” operator="A">
¢high value="20090101"7/>
<!— G, k.4.1r.5: Date and Time of Last A:lmmlstrat:l.on #1-6 —>
{/comp?
<feffectiveTine>
<routeCode codeSysten="2. 16. 840. 1. 113883, 3,989,2, 1. 1, 14™>
<originalText>G. k. 4.r. 10, 1(/ongmal'1‘ext>
¢!== G.k.4.r.10.1: Route of Administiation (free text} #1-6 —>
</routeCode>
{doseQuantity value="10" unit="G. k. 4.x.1b"/>
<l— G.k.4.r.1a Dose {number) #1-1 —>
¢l-- G.k. 4. r. 1b: Dose {unit) #1-1 —>
</substanceddministration®
</outboundRelationship2>
CoutboundRelationship? typeCode="COMP™>
<l=- G, k.4.r: Dosage and Relevant Informaticn (repeat as necessary) §I1-7 -
{substanceAdministration classCode="SBADH" moodCode="EYN™>
{text>G. k. 4. I. B</text>
¢]— G.k. 4,r,B: Dosage Text #1-7 —>
{effectiveTime xsi:type="SKPR_TS">
{eomp xsistype="IVL_TS™>
<low value="20090101"/>
¢|== G.k. 4. r.4: Date end Time of Start of Drag K1-T —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20050101"/>
¢{!— G.k.4.1.5: Date and Time of Last Admmstratlon #1-7 —>
{/eonp> .
{/effectiveTime>
¢routeCode codeSystem="2. 16. 840. 1. 112883.3.589.2, 1.1, 14™>
<originalText>G. k. 4. r. 10. 1</originalText>
¢l— G.k.4.1r, 10 1; Route of Administration {free text) #1-7 -—=>
</routeCode> '
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
¢— G.k.4.x 13 Dose (numbex) $1-7 —>
¢!— G.k 4.r.1b: Dose (unit) #1-71 —>
{/substanceAdninistration> i
{/outboundRelationship2>
<outboundRelationship2 typeCode="FPERT">
{observation classCode="0BS" mocdCode="E¥N™>
¢code code="31" codeSystex="2, 16.840. 1. 113883. 3,989, 2, 1, 1, 19" codeSystemVersion="1,1"
displayNeme="recurranceOfReaction”/> '
<value xsiitype="CE” code="G.k. 9,1, 47 codeSysten="2. 16. 840, 1. 113883, 3,989, 2, 1. 1. 16"

codeSystenVersion="2, 07/>
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¢!— G.k.9.i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #1 -3
<outboundRelationshipl typeCode="REFR">
<actReference classCode="0BS” moodCode="EVN"> *
, <id root="154eb889-958b-45{2~a02{~42d4d6 14657 />
{/actRefersnce>
</outboundRelationshipl>
</observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodGode="EVN">
<eode code="31" codeSystem="2. 16, 840, 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1.17
displayName="recurrance0OfReaction”/>
- <value xsi:type="CE” code="G.k.9.1.4" codeSysten="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 16"
codeSystenVersion="2. 0"/> .
{l-- 6.k.9,i. 47 Did Reaction Recur on Re<administration? Drug #1, Reaction #2 —>
<outboundRelationshipl typeCode="REFR">
CactReference classCode="0BS" moodCode="EVN™>
. {id-root="2baa2Bd6-cYe8-4e6c-9329-5bB60bI 142207 /> - -
{/actReference>
{/outboundRelationshipl>
{/observaticn>
 </outboundRelationship2>
{/substanceAdministration>
</component>
¢!— Gk Drug(s) Information {repeat as necessary) #2 >
{component typeCode="COMP”>
{substanceAdministration classCode="SBADM™ moodCode="EVN™>
<id root="68d6f5ce-3b3b~45c7-92dd-69e06730c389"/>
<consunable typeCode="CSH"™>
<instenceDfKind classCode="INST™>
<kindOfPraduct clessCode="MMAT" determinerCode="KIND™>
<name>G. k. 2, 2</name>
<!— G.k.2.2: Medicinal Product Name as Reperted by the Primary Source #2 —>
{formCade code="]J2, 24.k" codeSystem="2, 16, 840, 1, 113883, 3, 989. 5, 1, 3. 2, I. 13~
codeSystenVersion="1. 0" /> :
<|— 88872, 24. % BLRIER 42 —>
<asManufacturedProduct classCode="MANLI">
{subjectOf typeCode="SB]"> )
{approval classCode="CNTRCT” moodCode="EVN™>
<id extension="G.k. 3. 17 root="2. 16. 840. 1, 113883. 3.689.2. 1.3.47/>
{l— G.k.3.1: Authorisation / Application Number #2 ——>
<holder typeCode="HLD">
<role classCode="HLD">
<playingOrgenization ¢lassCede="0RG" determinerCode="INSTANCE™>
<name>G. k. 8. 3</nawe>

- ' {l— G.k.3.3: Name of Holder / Applicant #2 —
{/playingOrganization)
{/role>
</holdexr>

{auther typeCode="AUT™>
<territorialAuthority classCode="TERR">
~  {territory classCode="NAT" determinerCode="INSTANCE">
<code code="G,k, 3,27 codeSystem="1,0, 3166, 1,2, 2"/>
{l== G.k 3. 2: Country of Authorisation / Application #2 —>
{/territory> .
</terr1tor1a1Author1ty>
</suthor>
</approvaly’
</subjectOf>
{subject0Of typeCode="SBJ">
{characteristic classCode="0BS” moodCoda— EVN™>
{code code="1" codeSystem="2, 16, 840, 1, 113883, 2,989,5. 1.3.2. 1, 10"
- codeSystemVersion="1, 0" displayName="$EFHFOWREAE ">
’ <value xsiitype="CE” code="J2.4.k" codeSystem="2, 16. 840. 1. 113883. 3. 989.5. 1. 3.
2.1.37 codeSystemVersion="1.17/>
<l @88]2, 4. ki FEESSCRIELES #2 —>
{/characteristic>
</sub ject0f>
. {/asManufacturedProduct>
<asNamedEntity>
) Cname xml:lang="ja">J2, 23, k¢/name>
) <|— @paJa. 23. k FH #2 —>
CassigningTerritory>
. {cade code="JP" codeSystew="1, 0. 3166. l 2.27 />
</assngn1ngTerntory>
</asNamedEntity>
<ingredient classCode="ACTI">
Cquantity>
<numerator/>
¢dencminator value="17/>
{/quantity>
<ingredientSubstance classCode="MMAT" determinerCode="KIND">
<name>G. k. 2. 3. 1. 1</nans> )
¢! G, k.2.3.r. 13 Substance / Specified Substance Name #2-1 —>
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codeSystemVersion="1.0" />

‘ codeSystemVersion="1. 0" />

{asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT" determinerCode="KIND">
{code code="J2.25.k.r” codeSystem="2.16.840.1.113883.3,989.6.1.3. 2.1, 177

<1-- 888J2.26. k. r RAYDESY #2-1 —>
¢/generalizeddaterialKind>
</asSpecializedKind>
{/ingredientSubstance?
</ingredient>
{ingredient classCode="ACTI™>
Cquantity®
<numerator/?
<denominator value="17/>
</quantity>
<{ingredientSubstance classCode="MMAT" determinerCode="KIND">
<namedG, k. 2. 3, r. 1</name>
¢l— 6.k .2.3.x. 1! Substance / Specified Substance Newe #2-2 —>
<asSpecializedXind classCode="GEN™>
{generalizedMaterinlKind classCode="MAT" determinerCode="KIND">
¢code code="J2.25. k. r* codeSysten="2, 16. 840, 1. 113883, 3,089, 5.1.3.2. 1. 17"

<1 8682.25. k.t FADELY 42-2 —>
</generalizedMaterialKind>
</asSpecializedKind>
¢/ingredientSubstance>
</ingredient>
{/kind0fProduct>
¢/instance(fKind>
</consumable>
{outboundRelationship? typeCode="COMP">
<l— G.k.4.r : Dosage and Relevant Information (repeat as necessary) #2-1 —
¢substanceAdministration classCode="SBADM™ moodCode="EVN">
$textyG. k. 4, 1, BS/text)
{!— G.k.4.r.8: Dosage Text #2-1 —>
{effectiveTine xsi:type="IVL_TS™>
<low value="200801¢1"/>
¢l=~ G, k.4.r.4: Date and Time of Start of Drug #2-1 —>
<high value="20090101"/>
¢l—- G,k.4. r.5: Dato and Time of Last Administration #2-1 —>
</effectiveTimed
{routeCode codeSystem="2. 16. 840, 1, 113883, 3,989. 2. 1. 1. 14™>
CoriginalText)G. k 4. x. 10. 1{/originalText>
¢{1— G.k.4.1.10.1: Route of Administratiocn: (free text) #2-1 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
¢I— G.k.4.r. 1a Dose (number) #2-1 —>
¢{— G.k.4.1. 1b: Dose (unit) #2-1 —
¢/substanceAdministration?
</ottboundRelationship2>
{outhoundRelaticnship2 typeCoda="COMP™>
¢l— G.k:4.x: Dosage and Relevant Information (repeat ss necessary) #2-2 —>
{substanceAdministration classCode="SBADM" moodCode="EVN™>
<textdG, k. 4, r, 8{/text>
{!— G.k.4.r.8: Dosage Text #2-2 —>
<affectiveTime xsittype="IVL_TS™>
<low value="20090101"/>
{!— G.k.4.r.4: Date and Time of Start of Drug #2-2 —>
{/effectiveTime>
<routeCode codeSystem="2. 16.840, 1,113883.3.685.2. 1.1, 14">
<originalText>G. k. 4. r, 10, 1¢{/originalText>
¢l— G.k. 4.1.10.1: Route of Administration (free text) H2-2 —>
{/routeCode>
<doseQuantity value="10" unit="G. %k 4.r. 1b"/>
<!— G. k. 4.r.1a Dose (number) #2-2 —>
!~ G.k.4.r. b Dose {(unit) #2-2 —>
{/substanceAdministration>
{/outboundRelationship2>
CouthoundRelationshipZ typeCode="COMP“>
¢l-- G.k.4.r: Dosage and Relevant Information {repeat as neecessary) #2-3 —> .
{substanceAdninistration classCode="SBADM”™ moodCode="EVN™>
{text>G. k. 4. . 8</text>
§!— G,k 4.r.8! Dosage Text H2-3 —>
<effectiveTime xsi:type="IVL_TS">
<high value="20060101"/>
¢l-—- G.k.4.r.5: Date and Time of Last Administration #2-3 —>
{/effectiveTime> )
<routeCode codeSysten="2, 16, 844. 1. 113883, 3.080.2. 1,1, 14™>
CoriginalText>G. k. 4. r. 10. 1</eriginalText>
¢l— 6.k.4.r. 10. 1: Route of Administration (free text) H#2-3 -->
</routeCoda’ .
<doseQuantity value="10" unit="G.%k 4.1.1b"/>
¢!— G.k-4.r.1a Dose (number) #2-3 —>
= G.k.4.r. 1b: Dose {unit) #2-3 —>
{/substancefdministration’
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{/outboundRelationship2>
{outboundRelationship2 typeCode="COMP">
!~ G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-4 —
<substanceAdministration classCade="SBADM" moodCode="EVN™>
{text>G. k. 4. 1. 8¢/ text>
{l— G.% 4.r.8: Dosage Text §2-4 —>
effectiveTime xsiitype="SEPR_TS™>
<comp xsiitype="BIVL_TS™>
<period value="10" unit="G. k. 4.1.3"/> )
¢{!— G.k.4.r.2: Number of Units in the Interval #2-4 —>
¢t— G.k.4.r. 3: Definition of the Time Interval Unit #2—4 —>
{/comp>
Ccomp xsiitype="IVL_TS” cperator="A">
<low value="20000101"/>
I~ G.k.4.r.4: Date and Time of Start of Drug #2-4 —>
<feomp>
{feffectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883, 3. 989.2. 1. 1, 14™>
{originalText?G. k 4.r. 10, 1¢/originalText>
¢}— 6. k.4.1.10.1: Route of Administration (free text} #2-4 —>
{/routeCode>
<doseQuantity value="10" unit="G.k 4.r.16"/>
{l— G.k.4.r. 1a Dose (number) #2-4 —>
<{l— G.k.4.r.1b: Dose (unit) #2-4 —>
¢/substanceAdministration> '
(/outboundRelationship2>
{outboundRelationship? typeCode="COMP">
¢!— G, k.4.r: Dosage and Relevant Information {repeat as necessary) §2-5 —>
<substanceAdministration classCode="5BADM" moadCode="EVN">
{text)G. k. 4. r. B¢/ textd
. {l— 6.k 4.1.8: Dosage Text #2-5 —>
{effectiveTime xsittype="SKPR_IS™>
Ceomp xsiltype="PIVL_TS™>
{period value="10" unit="G.k.4.1.3"/>
¢<l— G.k.4.r.2: Number of Units in the Interval #2-5 —>
.€l— G.k.4.r.3: Definition of the Time Interval Unit ¥2-5 —>
</comp> )
<comp xsi:type=”IVI,_TS" operator="A">
<high value="20090101"/>
¢!— G.k. 4. r.5: Date and Time of Last Administration #2-5 —>
</comp>
{/eifectiveTime>
CrouteCode codeSystem="2, 16, 840, 1, 113883, 3,989, 2.1, 1, 14™>
{originalText>G. k. 4. r. 10. 1</originalText>
<!— G.k.4.r.10.1: Route of Administratien (free text) #2-5 —>
</routeCode>
{doseQuantity value="10" unit="G.k 4.r. 1t"/>
¢|— G,k 4.r. 1a Dose (pumber) #2-5 —>
<|— G.k.4.r.1b: Dose (unit) #2-5 —>
{/substanceAdministration>
{/outboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
<!— 6.k 4.r: Dosage and Relevent Information (repeat as necessary) #2-6 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
Ctext>G. k. 4. 1. B</text>
<}— G.k.4.r.8: Dosage Text §2-6 —>
CeffectiveTime xsi!type="SXPR_TS">
<comp xsiitype="PIVL_TS™>
<period value="10" unit="G.k, 4.r,37/>
<}— G.k.4.1r.2: Number of Units in the Interval #2—6 -
{!— G.k 4.r.3: Definition of the Time Interval Unit #2-6 —>
{/comp>
<comp x5i:type="IVL_TS” cperator="A">
{/comp?
{feffectiveTime)
{routeCode codeSystem="2. 16.840. 1. 113883 3.989.2.1.1. 147>
{originalText>G. k. 4. 1. 10. 1</originalText>
<l— G.k.4.r.10.1: Route of Administraticn (free text) §2-6 -->
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r. 1t"/>
{!— G.k.4.r.1a Dose (number) #2-6 —>
{|== G,k 4,r,1h: Dose (unit) #2-6 -~
{/substanceAdministration>
</outboundRelationship2)
<outboundRelationship2 typeCode="COMP™>
¢l— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-7 -->
, {substanceAdministratien classCode="SBADY" moodCode="EVN™>
textdG. k. 4. r. 8</text> '
<{I— G.k.4.r.8: Dosage Text #2-7 —>
{effectiveTime xsi:type="PIVL_TS">
<period value="10" unit="6.k.4.1.3"/">
{l-= G.k.4.r.2: Number of Units in the Interval #2-7 —>
¢l— G.k.4,r.3: Definition of the Time Interval Unit #2-7 —>
{/effectiveTime>
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{routeCode codeSystem="2. 16,840, 1. 113883, 3.989. 2. L. 1, 14™>
<originalText)G. k. 4. r. 10. 1{/originalText>
¢l— G.k.4.7.10.1: Route of Adwinistration (free text} #2-7 —>
{/routeCode>
{doseQuantity value="10" unit="G.k. 4.r. 16"/
{d=~ G, k. 4.1, la Dose {number) #2-7 —>
{I— G.k.4.r. 1b: Dose (unit) #2-7 —>
</substanceAdministration>
</outboundRelationship2>
{outboundRelationship? typeCode="CUMP™>
¢l— G.%k.4.7: Dosage and Relevant Information (repeat as necessary) #2-8 —>
(substanceAdministration classCode="SBADM" moodCode="EVN™>
<{text>G. k. 4. r, B</text>
{!=- G,k 4.r.8: Dosage Text §2-B —>
<{effectiveTime xsi:type="IVL_TS">
<low value="20080101"/>
<!— G.k.4.r. 4: Date and Time of Start of Drug #2-8 —>
{feffectiveTimed
{routeCode codeSystem="2, 16, B40. 1. 113683.3.989.2.1.1.14™>
CoriginalText>G, k. 4. r. 10. 1{/originalText>
<l= G.k 4.1.10.1: Route of Aduinistration (free text) #2-8 —=3
</routeCede>
<doseQuantity value=" 10 unit="G, k. 4, r, 1b7/>
{l— G.k.4.1. la Dose (number) F2-8 —>
¢l~~ G,k.4.r. 1b: Dose (unit) #2-8 —>
{fsubstanceAdministration>
{/outboundRelationship2?
<outboundRelationship2 typeCode="COMP™>
<l— 6.k, 4,r: Dosage and Relevant Information (repeat as necessary) #2-9 -=>
{substanceAdministration classCode="SBADM"™ moodCode="EVN"> -~
<text>G. k. 4. r. B¢/text>
¢l— G.k.4.1r.8: Dosage Text §2-9 —>
{affectiveTime xsi’type="IVL_TS">
<high value="200901017/>
¢!-~ G,k.4.r.5: Date and Time of Last Administration #2-9 —=>
{/effectiveTime>
<routeCode codeSystem="2. 16. 840, 1, 113883, 3.989.2. 1. 1. 14™>
<originalText>G, k. 4. r. 10. 1</originalText>
¢l—~ G.k.4.1.10.1: Route of Administration (free text) #2-5 —>
{/routeCode>
_{doseQuantity value="10" unit="G.k.4.x. 1b"/>
{l— 6.k.4.r. 1a Dose (number) #2-9 ~->
<{l— G.k.4.r.1b: Dose (unit) #2-9 —>
{/substanceAdministration>
{/outboundRelationship2>
<outhoundRelationship2 typeCode="COMP™>
" ¢)— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-10 —>
{substanceAdministration c¢lassCode="SBADM" moodCode="EVN">
: {textdG. k. 4. 1. B¢/ textd
{l— G.k-4.r.8: Dosage Text #2-10 —>
<effectiveTime xsittype="IVL_TS™>
{/effectiveTime>
{routeCede codeSystem="2. 16.840.1.113883.3,080,2,1.1. 14™>
<originalText»G. k. 4, r, 10. 1<{/original Text>
b= Gk, 4,1, 10.1: Route of Administration {free text) #2-10 —>
</routeCods’ .
{doseQuantity value="10" unit="G. k. 4.1, 1b"/>
{l-- G.k. 4.1. la Dose (number) #2-10 —> -
¢l== G, k.41 1b: Dese {unit) #2-10 —>
</.substnnceAdJn1n1strat1on)
{/vutboundRelationship2>
CoutboundRelaticnship2 typeCode="PERT™>’
{observation classCode="0BS" moodCode="EVN">
{code code="31" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1

-

displayName="recurranceGfReaction”/>
¢value xsiitype="CE” code="G.k.9.i, 4" codeSystem="2. 16. 840. 1. 113883, 3,089, 2. 1. 1. 16"
codeSystemVersion="2.0"/>
¢l== G.k.9.i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #1 —
{outhoundRelationshipl typeCode="REFR™>
<actReference classCode="0BS” moodCode="EVN™>
<id root="154¢hB809-058b-45£2-a02f-42d4d6F4657E" />
{/actReferenca’
</outboundRelaticnshipl>
</observatien>
</outboundRelationship2> .
CouthoundRelaticnship? typeCode="PERT™>
{observation classCode="0BS” moodCode="EWN"> |
Scode code="317 codeSystem="2. 16. 840, 1, 113883, 3. 985. 2. 1. 1. 19" codeSystemVersion="1,1"
displayName="recurrance0OfReaction”/> )
<value xsi:type="CE™ code="G.k.9.1i.4" codeSystem="2, 16,840, 1, 113883. 3.989.2.1. 1. 16"
codeSystemVersion="2, 07/> :
{l— 6.k.5.i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #2 —
<outboundRelationshipl typeCode="REFR">
CactReference classCode="0BS” mocdCode="EVN™>
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<id root="2baa28d6-c9e8-4ebc—-93e9-5b860b3 142207 />
{/actReference?
{/outboundRelationshipl>
{/observation>
</outboundRelationship2>
</substanceAdninistration>
</component>
<forganizer)
{/subject0fZ>
{/primaryRoled
</subject1>
{component typeCode="COMP">
<causalityAssessment classCode="0BS" moodCode="EVYN">
{cade code="20" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 197 codeSystenVersien="1, 1”7 displayName="
interventionCharacterization”/>
: {value xsi:type="CE” code="G.k.1” codeSystem="2. 16.840. 1. 113883, 3. 980. 2. 1. 1. 13" codeSystemVersion="2.0"/>
€l— G.k.1: Characterisation of Drug Rele Drug #1 -=>
Csubject2 typeCode="SUBJ">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="3c91b4d5=0039-4a7a-9c30-6767 1b0efFed”/>
{/preductUseReference>
{/subject2>
{/causalityAssessment>
</compenent)
{component typeCode="COMP™>
{causalityAssessment classCode="0BS", moodCode="EVYN">
{cede code="20" codeSysten="2. 16. 840 1.113883. 3.989.2, 1. 1. 197 codeSystemVersxon‘ 1.1" displayName="
interventionCharacterization”/>
' Cvalue xsiitype="CE” code="G.k.1” codeSystem="2.16.840. 1 113883, 3, 989.2.1,1, 13" codeSystenVersion="2, 0"/>
¢l— G.k.1: Characterisation of Drug Role Drug #2 —>
{subject2 typeCode="SUR]">
<productUseReference clessCode="SBADM™ moodCode="EYN™>
<id root="68d6f5ce~3bib—457-92dd-69e06T30c3a9" />
</productUseReforence>
<{/subject2>
{/causalityAssessment>
{/component>
{component] typeCode="COMP™>
<chservationEvent classCode="0BS" moodCods="BYN"> .
{code code="10" codeSystem="2, 16, 840, 1. 113883, 3. 988, 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="comment”/>
Cvalue xsi:itype="ED"?H. 2¢/value>
<l— H.2: Reporter’ s Comments —>
<author typeCode="AUT™>
<assignedEntity classCode="ASSIGNED™>
_ <code code="3" codeSystem="2, 16. 840, 1, 113883, 3, 989, 2. . L. 21" -codeSystenVersion="1.0" displayName="

sourceReporter”/>
</assignedEntity>
</author>
{/observationEvent>
{/companent1>
<componentl typeCode="COWP™> ’
{observationEvent classCode="0BS” moadCode="EVN™> .
<eods code="10" codeSysten="2. 16, 840, 1, 113883, 3. 989. 2. 1. 1. 19" codeSystenYersion="1.1" displayName="comment”/>
<yalue xsi:type="ED">H. 4</value>
<l— H.4: Sender's Comments —>
<author typeCode="AUT">
<assignedEntity elassCode="ASSIGNED">
{code code="1" codeSystem="2. 16. B40. 1, 113883, 3. 989, 2. 1, 1. 21" codeSystemVersion="1.0" displayName="sender”/>
</assignedEntity> ’ : . .
{fauthor>
{/observationEvent>
</component 1>
<componentl typeCode="COMP™>
{observationBvent classCode="DBS" moodCode="EVN™>
. Ccode code="3" codeSystem="2. 16.840. 1. 113883. 3. 980.5. 2. 3. 2. L. 10" codeSystemVersion="1. 0" dIsplayName-'iEmT[ H+a=
A¥ N
{value xsi:type="ED">J2.7.2{/value>
<— 98812.7. 2 RETIRHTHaAVE >
{/vhservationEvent>
</component1>
{canponent]l typeCode="COMP™>
{observationEvent classCode="0BS” moodCoda="EVN">
{cade code="5" cadeSystew="2, 16, 840, 1, 113883, 3, 988, 5, 1,3, 2, 1, 10" codeSystemVersion="1.0" displayName="S O XE"/>
Cvalue xai:type="ED">J2. 10</valued>
<1— @eerz. 10: SEoxE —>
{/observationEvent>
{/component1>
<componentl typeCode="COMP™>
{observationEvent classCode— 0BS” moodCode="EVN™>
<code code="6" codeSysten="2, 16. 840, 1. 113883.3.989.5.1.3. 2. 1. 10" codeSystemVersion="1, 0”7 displayName=""¢ Dl EEPIAS
»

<value xsiitype="ED">J2. 11</value>
<I— 80012, 11! TOMPEHEE —
{/observationEvent>
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</component 1>
<componentl typeCode="COMP™>
¢observationEvent classCode="0BS” moodCode="EVN">
{code cade="12" codeSysten=" 2. 16. 840. 1, 113883, 3.989. 6. 1. 3. 2. 1, 10" codeSystemVersion="1.0" dlsplayName- " IRERNEOEL”
1 .
{value xsiitype="ED">J2. 16</value> -
<I— 00912, 16: WEAFOHR —
{/observationBvent>
</component1> : .
{/adverseEventAssessment>
{/component> ,
<compenent typeCode="COMP™> ’
(ohservationBvent classCode="0BS” moodCode="EYN™>
{eode code="1" codeSystem="2, 16. 840. 1. 113883.3. 989, 2. 1. 1. 19" codeSystemVersion="1,1" displayName="
additionalDocumentsAvailable "/
Cvalue xsi:type="BL" value="true”/>
¢l-- C.1.6.1: Are Additional Documents Avmlable? —>
{/observationEvent?
{/component>
{component typeCode="COMP™>
{abservationEvent classCode="0BS" moodCode="E¥YN">
¢code code="23" codeSystem="2.16.840, 1. 113883. 3. 580. 2. 1. 1. 19" codeSystenVersion="1.1" displayName=" locaICrltermForExpedited "/

¢value xsiitype="BL" value="true”/>
{l=-C.1.7: Does This Case Fulfil the Local Criteria for am Expedited Report? —>
<fobservationEvent>
¢/component?
<outboundRelationship typeCode="SPRT"> ' .
{relatedInvestigation classCade="INVSTG™ moodCode="EVN™>
¢code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989.2. 1. 1. 22° codeSystemVersmn-— 1. 0" displayName="initialReport”/>
{subject0f2 typeCode="SUBJ™>
{controlActEvent ¢lassCode="CACT" moodCode="EVN™>
<author typeCode="AUT™>
CassignedEntity classCode="ASSIGNED™>
¢code code="C, 1. B. 2" codeSystem="2, 16. 840. 1. 113883, 3. 989, 2. 1. 1. 3" codeSystenVersion="2,07/>
(= C.1.B 2 Fu‘st Sender of This Case —>
{/assignedEntity>
</author>
</controlActEvent>
{/subject0f2>
{/relatedInvestigation>
{/outboundRelationship?
<outboundRelationship typeCode="SFRI™>
<relatedInvestigation classCode="INVSTG™ mocdCode="EVN™>
<code nullFlavor="NA"/>
{subject0f2 typeCode="SUBJ™>
{controlActEvent classCode="CACT” woodCode="EVN">
<id extension="C. L. 10. r” root="2. 16, 840. 1. 113383. 3. 989. 2. 1. 3.2"/>
(J= C.1.10.r: Identification Number of the Report Which Is Linked to This Repurt (repeat as necessary} #1 —>
{/controlActEvent>
</subjectDf2>
¢/relatedInvestigation?
<{/outhoundRelationship>
{outboundRelationship typeCade="SPRT“>
¢rolatedInvestigation ¢lassCode="INVSTG” mocdCode="EVN™>
<code nullFlavor="NA"/>
¢subject0f2 typeCode="SUBJ™>
{controlActEvent classCode="CACT” moodCode="EVN">
<id extension="C.1.10.1" root="2. 16,840, 1, 113883.3.98%.2.1.3,2°/>
¢!—-C 1. 10.r! Identification Number of the Report Which Is Linked to this Report (repeat as necessary} #2 —>
{/controlActBvent>
{/subjectOf2>
¢/relatedInvestigation>
¢/outboundRelationship’
{cutboundRelationship typeCode="SPRT"™>
<relatedInvestigation classCode="INVSTG" moocdCode="EVN">
<code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 22" codeSystemVersion="1. 0" displayName="sourceReport”™/>
{subjectOf2 typeCode="SUBJ">
¢contralActEvent classCode="CACT” mcodCode="EVN™>
{author typeCode="AUTT>
{assignedBntity classCode="ASSIGNED">
¢assignedPerson classCode="PSN” determinerCode="INSTANCE">
<asIdentifiedEntity classCode="IDENI">
{code code="]2, 27, r" codeSystem="2. 16, 840, 1, 113883. 3.589. 5. 1.3, 2. 1,157 codeSystenVersion="1.0" />
<|-- @8]z, 27.r BfI7 5 #1—>
{fasldentifiedEntity>
<asldentifiedEntity classCode="TNENT™>
<code code="J2.29.r" codeSystem="2. 16. 840. 1. 113883, 4. 989. 5.1,3.2.1.9" codeSystemVersion="1,0"/>
<|— @égey2. 29, r fFRAFT #1 —>
</asIdentifiedEntity>
<asLocatedBntity classCode="LOCE™>
<location classCode="COUNTRY" determinerCade="INSTANCE">
<eode code="C.2.1.3" codeSystem="1, 0, 3166. 1. 2. 2/>
¢l— C.2.1.3: Reporter's Country Cade #1 —>
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</location
{fasLocatedBntity>
</assignedPerson>
{/assignedEntity)
</author>
{/eontrolActBvent>
</subject0f2>
</relatedInvestigation>
</outhoundRelationshipd
<outboundRelationship typeCode="SPRT™>
¢relatedInvestigation classCode="INVSTG" moodCode="EVN">
<eede code="2" codeSystem="2, 16, 840. 1. 113883. 3,989, 2. 1. 1. 227 codeSystemVersion="1.0" displayName="scurceReport”/>
{subject0f2 typeCode="SUBJ™>
CcontrolActEvent classCode="CACT” moodCode="EVN™>
{author typeCode="AUT">
<assignedBEntity classCode="ASSIGNED">
<assignedPerson classCode="PSN” determinerCede="INSTANCE” >
¢asIdentifiedEntity classCode="IDENT">

<eode code="J2. 27, r" codeSystem="2, 16, 840, 1, 113883, 3, 989. 5.1.3.2.1. 15" codeSystemVersien="1.0" />
|- @egJz. 27.r HE7 54 #2—>

</asldentifiedEntity>

<asldentifiedEntity classCode="IDENT™>
{code code="J2.29,1r" codeSystem="2, 16, 840, 1, 113883, 3, 989, 513219 codeSystemVersion="1. 0'/)

<1— @e8Jz. 29.r WHAFE #2 —
{/asIdentifiedEntity>
<ssLocatedBntity c¢lassCode="LOCE">
<location classCode="COUNTRY" determinerCode="INSTANCE™>
<code code="C.2.1r.3" codeSystem="1.0.3166. 1.2.2°/>
¢}~~ C.2.r.3: Reporter's Country Code #2 —>
</location?
{/aslocatedEntity>
{/assignedPerson>
</assignedBntity>
{/author>
{/eontrolictEvent>
</sub jectOf2>
{/relatedInvestigation>
</outboundRelationship>
<subject0f1 typeCode="SUB]">
controlActBvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
<assignedBntity classCode="ASSIGNED">
{code code="C.3.1" codeSystem="2. 16.840. 1. 113883.3.989.2, 1. 1. 77 codeSystenVersion="2. 0"/>
¢I== .3, 1! Sender Type ==>
{addr>
{streetAddressLine>C. 3. 4. 1{/streetAddressLine>
{l== C.3.4.1: Sender’s Street Address -->
<eitydC. 3. 4. 2</cityd
{l— €.3.4,2: Sender’ s City —>
{state>C. 3. 4. 3{/state>
¢(l=~ C,3,4,3: Sender’ s State or Province —>
{postalCode>C. 3. 4. 4</postalCode>
¢]— €.3.4. 4 Sender’s Postcode —>
</addr>
<{telecom value=" tel C.3.4.67/>
!— (,3,4,6: Sender’s Telephone —>
<telecom value="fax:C.3.4.7°/>
¢l=- €,3,4,7: Sender's Fax ~>
<assignedParson classCode="PSN” determinerCode="INSTANCE">
{name?
<prefixdC. 3. 3. 2¢/prefixd>
=~ C.3.3,2: Sender’ s Title —>
<given>C. 3. 3. 3{/given>
<!—— (. 3.3.3: Sender's Given Name —>
{given>C. 3. 3. 4</given>
<!— €, 3,3,4: Sender’s Middle Name —>

{EamilydC. 3. 3. 5¢/Fanily> 4
{1~ .3.3.5: Sender's Family Name —>
</name>

<asLocatedEntity classCode="LOCE™>
<locatien classCode="COUNTRY” determinerCode="INSTANCE">
{code code="C.3.4.5" codeSystem="1.0.3166.1.2.27/>
{1— C.3.4.5: Sender’s Country Code —>
{/lacation> -
</asLocatedEntity>
{/assignedPerson>
{representedOrganization classCode="0RG” detemlnerCode— INSTANCE™>
{assignedEntity classCode="ASSIGNED™>
<representedDrganization classCode="DRG" determinerCode="INSTANCE">
{neme>C, 3. 2{/name>
<!— C.3,2: Sender's Organisation —>
{/representedOrganizaticn?
{/assignedEntity>
<frepresentadirganizationd
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{/assignedEntity>
{/author> !
<primaryInformationRecipient typeCode="PRCP">
<assignedEntity classCode="ASSIGNED™>
{assignedPerson classCode="PSN" determinerCode="INSTANCE™>
{name> .
<prefix>J2. 18. 2¢/prefix>
<1— BaaJ2. 18.2: RAHE MkE —>
{family>J2, 18, 3{/family> :
<l— B9Aj2.18.3: REF & —
Cpiven>J2, 18, 4¢/given>
<1-- 90@re. 18.4: BiRE H —>

¢/name>

</assignedPerson>

(representedOrganization classCode="ORG™ determinerCode="INSTANCE™>
<name>J2. 18, 1<{/name> .

<1 888J2.18. 11 RiRF e —
{/represented0rganization>
{/assignedEntity>
¢/primaryInformationRecipient>
</eontrolictEvent>
{/subjectOf1>
{subject0fl typeCode="SUBJ™>
<contrelictBvent classCode="CACT” meodCode="E¥YN™>

<id assigningAuthorityName="C.1.9.1.r. 17 extension="C. 1.9.1.r.2" root= ~2. 16. B40, 1. 113883. 3. 989, 2, 1 3.3
<}==C.1,8.1,r, 1: Source{s) of the Case Identifier (repent as necessary) #1 —>
<= €.1.9.1.1.2 Case Identifier(s) H1 —>
{/controlActEvent>
{/subject0f1>

{subjectOfl typeCede="SUB]™>
<eontrolictBEvént classCode="CACT" moodCode="EVN™>

<id assigningAuthorityName="C. La.1 r. 17 extension="C.1.9.1.1.2" root="2, 16. 840. 1. 113883 3,089,2.1.3.3"/>
¢l=— C.1.9.1.1. 1; Source{s) of the Case Identifier (repeat as necessary) #2 —>
¢}— C.1.9,1.r,2 Case Identifier(s) 42 —> .
¢/controlActEvent>
</subjact0Of1>

{subject0f2 typeCode="SUB]">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
<¢code code="1"-ccdeSystem="2. 16, 840. 1. 113883, 3,980, 2, 1. 1, 23" codeSystemVersion="1,0" disployName="ichReportType”/>
¢value xsiltype="CE” code="C.1,3" codeSystem="2. 16.840. 1. 113883, 3,989. 2. 1. 1.2" codeSystenVersion="2.07/>
<!— . 1,3 Type of Report —>
{finvestigationCharacteristic>
{/subject0f2>
{subject0f? typeCode="SUBJ">
{investigationCharacteristic classCede="0BS" moodCode="EVN">
¢code code="2" codeSystem="2. 16. 840, 1. 113883, 3,989, 2,1, 1, 23" codeSystemVersion="1,0" disployName="otherCaselds”/>
{value xsi:type="BL” value="true”/>
¢!— C,1.9,1 Other Case Identifiers in Previous Transmissions —->
{/investigationCharacteristie?
¢/subject0f2>
<subjectOf2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
Ccode code="3" codeSysten="2.16.840. 1. 1138832, 3, 989, 2. 1. 1. 23" codeSystemVersion="1, 0" displayName="" nuilificationAmendmentCode™/

¢value xsiitype="CE” code="C.1,1L 17 codeSystem="2, 16,840, 1, 113883, 3,989, 2. 1. 1. 57 codeSystenVersion="2,0"/>
¢l—= G, 1,11,1: Report Nullification / Amendment —>
</investigationCharacteristic? .
{/subject0f2>
{subjectOf2 typeCode="SUBJ">
{investigationCharacteristic ¢lassCode="0BS” moodCode="EVN">
<code code="4" codeSyster="2. 16.840. 1. 113883; 3, 989, 2, 1. 1, 23" codeSystemVersion="1,0" dispIayName-
nullificationAmendmentReason”/>
<value xsi:type="CE™>
SoriginalText>C. 1. 1. 2</originalText>
€!— C.1.11.2: Reason for Nullification / Amendment =-->
<fvalued
{/investigatienCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ">
CinvestigationCharacteristic classCede="0BS” moodCode="EVN™>
{code code="1" codeSystem="2.16.840, 1, 113883, 3,980, 5.1.3.2.1. 12" codeSystenVersion="1.0" displayName="SREIER (WESHH "H
<value xsi:type="CE” code="J2, 12" codeSysten="2. 16. 840. 1. 113883. 3. 989.5.1.3.2. 1.1 codeSystenVersion="1.17/>
<I— 88872, 1a: WBIES HESR —
{/investigationCharacteristic> )
{/subject0f2> i
(subjectOf2 typeCode=" SUBJ >
<investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="2" codeSystem="2. 16. 840. L. 113883, 3. 989. 5. 1. 3. 2. 1. 12" codeSystenVersion="1,0" dlsplayName-'iﬁE‘ﬁﬁB'ﬁ
Cyalue xsiitype="TS" value="20130107"/>
(1— 8anJz.2.1: MHENRD —
{/investigationCharacteristic>
</subjectdf2>
{subject0f2 typeCode="SUB]">
(investigationCheracteristic classCode="0BS" moodCode="EVN™>
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' {code code="3" codeSystem="2, 16. 840, 1. 113483, 3.989. 5. 1. 3. 2. 1. 12" codeSystemVersion="1.0" displayName="$R4EM A IZBA¥ 52 A
|
- {value xsi:type="ED">]2, 2, 2¢/value)
1— 888]2.2.2: EERBW@TLEIAL b >
{/investigationCharacteristic>
</subject0f2>
<sub jectOf2 typeCade="SUB]">
<investigationCharacteristic classCode="0BS" moodCode="EVN™>
{code code="5" codeSystem="2. 16.840. 1. 113883, 3.985.5.1. 5. 2. 1. 12* codeSystenVersion="1.0" displayName="#4&xt@s-7 5 7/
<value xsi:type="CE” code="J2.8.1" codeSystem="2. 16. 840. 1, 113883, 3, 989. 5.1. 3. 2. 1. 6" codeSystemVersion="1.1"/>
<|— @8aJz2.8.1: WEHSHT S Y >
{/investigationCharacteristic>
</subjectDf2>
¢subjectOf2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS" moodCode="EVN">

<value xsi:type="ED">J2. B, 2{/value)
<I-- @da)2.8.2: WEHSAOES
<{/investigationCharacteristic>
{/subjectOf2>
{/investigationEvent>
{/subject>
</controlActProcess>
</PORR_INO43016UV>
¢l=- Messaga #1 ~—>
¢}~ Message #2 —>
¢!~ PORR_ING49OL6IV ~—>
<l-~ /PORR_INO49016UV —>
<l=— Mossage #2 -=>
{receiver typeCods="RCV™>
{device classCode="DEV”" determinerCode="INSTANCE"> )
<id extension="N. L. 4" root="2.16. 840. 1. 113883, 3. 589. 2, 1. 3. 14" />
<l N, 1,4: Batch Receiver Identifier —->
</devieed
{/receiver>
¢sender typeCode="SND">
{device classCode="DEV” determinerCode="INSTANCE™>
<id extension="N, 1. 3" root="2. 16, 840. 1, 113883, 3. 989, 2. 1. 3. 13"/>
{le~ N.1,3: Batch Sender Identifier —
{/device>
{/sender>
</MCCI_IN200100UV01>
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XPath

MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hl7-
org:v3 ' _ '
MCCI_IN200100UV01.xsd"[/PORR_IN049016UV[r}/controlActProcess[@classCod
e="CACT'][@mood Code="EVN'}/subject[@typeCode="SUBJ"|[1}/investigationEvent
[@classCode="INVSTG [@moodCode='EVN‘]/component[@typeCode='COMP'] [adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=INVSTG'] [@mo
0dCode="EVN'"/subject1[@typeCode="SBJ'][1)/primaryRole[@classCode=TNVSBJ'
J/subjectOf2[@typeCode='SBJ'|[organizer/code[@code="4"] [@codeSystem='2.16.840.
1.113883.3.989.2.1. 1.201][1)/organizer[@classCode="CATEGORY'][@moodCode='E
VN'Jfcomponent[@typeCode='COMP'][substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'] [@mood Code='"EVN'")/consumable[@typeCode
='C8SM'][1])/instanceOfKind[@classCode=INST")/kindOfProduct[@classCode="MM
AT'|[@determinerCode="KIND'//asManufactured Product[@classCode=MANU"//su
bjectOf[@typeCode="SBJ"] [approval] [1]/approval[@classCode='"CNTRCT'] [@mood
Code="EVN'//pertinentinformation[@typeCode="PERT"][1])/policy[@classCode="PO
LICY")[@moodCode="EVN'//code[@codeSystem="2.16.840.1.113883.3.989.5. 1.3.2. 1.
4"l/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UV01[@ITSVersion=XML_1.0"][@xsi:schemalocation="urn:hl7-
org:v3
MCCI_IN200IOOUVO1.xsd']lPORR_IN049016UV[r]lcoritrolActProcess[@classCod .
e='"CACT") [@moddCode='EVN‘]/subj ect[@typeCode='SUBJ'|[1)/investigationEvent
[@classCode="INVSTG'] [@mood Code="EVN'")/component[@typeCode='COMP'|[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG"[@mo
odCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@class Code="INVSBJ'
V/subjectOf2[@typeCode="SBJ'][organizer/code[@code="'4"] [@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'][1}/organizer[@classCode='"CATEGORY'] [@moodCode='E
VN'Y/component[@typeCode="COMP'][substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'|[@mocd Code="EVN"]/consumable[@typeCode
='CSM'][1)/instanceOfKind[@classCode="TINST"/kindOfProduct[@classCode=MM

5




AT [@de_terminerCode='KIND'] fasManufactured Product[@classCode="MANU")/su
bjectOf[@typeCode="SBJ"|[approval][1])/approval[@classCode="CNTRCT'] [@mood

Code=‘EVN']fpertinentlnformation[@ty'pe"Code='PERT‘] [1¥/policy[@classCode="PO
LICY"[@moodCode="EVN"]/code[@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.

4"/@codeSystemVersion
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VN‘]lcor_nponént [@typeCode='COMP'][substanceAdministration/id][k]/substanceA
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='CSM')[1)/instanceOfKind[@classCode='INST'|/subject Of[@typeCode="SBJ|/obse
rvationEvent[code[@code="2"| [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
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XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0"|[@xsi:schemalocation="urn:hl7-
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1.113883.3.989.2.1.1.20] [1//organizer[@classCode='CATEGORY'] [@mood Code="E
VN"/component[@typeCode='"COMP"] [substa{nceAdministration/id] [1)/substanceA
dministration[@classCode='SBADM'][@mood Code="EVN'}/consumable[@typeCode
='CSM][1}/instanceOfKind[@classCode="INST")/subjectOf[@typeCode='"SBJ"]/obse




rvationEvent[code[@code='2"| [@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.10
11[1][@classCode="OBS'] [@moodCode="EVN/value[@xsi:type='CE'[@codeSystem
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Jvalue[@xsi:type="ED'|/text() ‘
St '
RUEERISE OBEIE. Bt 24 423 A 6 BFNTEAER 0306 BFREAFBEEERR
REED ThiRKASCRLBRAEN A R4 ] O—FRIERZDNT) DRI
[ RA SR B BRBEN A FIA ) KXV RENEPENRLERT D,
R#sEE | L
7—#% | 10000AN
A H BFe#l
XPath /MCCI_IN200100UVO01[@ITSVersion="¥ML_1.0']{@xsi:schemaLocation="urn:hl7-
' org:v3 , : '
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess{@classCod 7
e='"CACT'][@moodCode='"EVN')/subject[@typeCode="SUBJ'|[1])/investigationEvent
1l [@classCode="INVSTG'] [@mood Code="EVN"//component[@typeCode='COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG'] [@mo .
0dCode='"EVN'J/component][@typeCode="COMP'}[observation Event[code[@code="'
4"[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10']][1]/observation Event[@c
lassCode="0BS" [@mbodCode='EVN']/value[@xsi:type='ED']ltextO

)

U210 580k ;

HRRE | MHREORIERSICNT 5 RIEEOMMICES < L8 L 4R OMISICOV TRA
¥5,

mEAE | BL

7 10000AN
WEE | BRER




XPath

* | org:vd

ik

/MCCI_IN200100UV01[@ITS Version="XML_1.0"][@xsi:schemaLocation="urn:hl7- |

MCCI_IN200100UV01.xsd']//PORR_IN049016UV|[r])/controlActProcess[@class Cod
¢='CACT']{@mood Code="EVN']/subject[@typeCode="SUBJ'][1}/investigationEvent
[@classCode=TNVSTG'] [@moodCode=‘EVN']/component[@typedodefCOMP'] [adv
erseEventAssessment][1])/adverseEventAssessment [@cllassCUde='INVSTG'] [@mo

0dCode="EVN')/component1[@typeCode='"COMP'}[observationEvent[code[@code="
5'][@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.10']]] [L)/observationEvent[@c
lassCode="0BS"[@mood Code='"EVN')/value[@xsi:type="ED"J/text() )

FOMBE L RBPBEEYRHT S,
2L '

10000AN

E)

/MCCI_IN200100UV01[@ITSVersion=XML_1.0"][@xsi:schemaLocation="urn:h17-

org:v3

MCCI_IN2001000UV01.xsd'l/PORR_IN049016UV|[r)/controlActProcess[@classCod
e='CACT'|{@moodCode="EVN'l/subject[@typeCode="SUBJ"|[1]/investigationEvent
[@classCode="INVSTG' [@moodCode="EVN"/component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG' [@mo.
0dCode="EVN'Ycomponentl[@typeCode='COMP"] [observationEvent[code[@code='
6" [@codeSystem='2.16.840. 1 113883.3.989.5.1.3.2.1. 101]1[1])/obsexrvationEvent[@c

H A RBA RBETEBEICER L TV SR 2HBEORBREA LT 2R T,

RE S BRHERELZRE L TOWRnES I, IFRERHBEBCEH L TWAREEa—F
FRBTHIL,

F—FE 7T0AN

FAE B B

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0"][@xsi:schemaLlocation="urn:hl7-

org:v3

MCCI_IN200100U'V01.xsd']!PORR_IN04901SUV[r]/contro]ActProcess[@classCod
e='CACT'][@mood Code='EVN'])/subject[@typeCode="SUBJ"][1])/investigationEvent
[@classCode=INVSTG'{@moodCode="EVN')/component[@typeCode="COMP'][adv
erseEventAssessment] [l]ladverseEventAssessmeﬁt[@classCode=’INVSTG'] [@mo
odCode="EVN')/subject1[@typeCode='SBJ'|[1]/primaryRole[@classCode="INVSBJ'
/subjectOf2[@typeCode="SBd'] [organizer/code[@code="4"][@codeSystem='2.16.840.

1.113883.3.989.2.1.1.20"}[1]/organizer[@classCode='"CATEGORY'] [@mood Code="E

10



VN'//component[@typeCode='COMP'][substanceAdministrationfid]/substanceAd

ministration[@classCode="SBADM'] [@mood Code='"EVN']{consumable/instanceOf
- Kind/kindOfProduct/asSpecializedKind/generalizedMaterialKind/code/originalTe
xt][1])/consumable[@typeCode='"CSM'][1]/instanceOfKind[@classCode="INST/kin
dOfProduct[@classCode="MMAT'| [@determinerCode="KINDV/asSpecialized Kind[ '
@classCode="GEN'"{1]/generalizedMaterialKind[@classCode="MAT'} [@determiner

Code="KIND")/code/original Text/text(}

BERZ LIz, X AHEREORBHEEEORBMERZERT D,
BRIERSLRHLTVARVESIE, EMeTa2L,

9N , , _

LR :
/MCCI_IN200100UVO1[@ITSVersion=XML_1.07] [@xsi:schemaLocation="urn:hl7-
org:va : ‘
MCCI_IN200100UV01.xsd")/PORR_IN0490168UV[r]/controlActProcess[@classCod
e='"CACT'][@moodCode="EVN")/subject[@typeCode="SUBJ']|[1)/investigationEvent
[@classCode='INVSTG'|[@mood Code="EVN'}/component[@typeCode='"COMP] [adv
ersefventAssessment][1]/adverseEventAssessment[@classCode=INVSTG'] [@mo
_odCode='EVN'] /subject1[@typeCode='"SBJ'}[1]/primaryRole[@classCode="INVSBJ'
]/subjectOf2[@typeCode="SBd"|[organizer/code[@code="1"l[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11']] [r)/organizer[@classCode='CATEGORY'] [@mood Code
='EVN']lcomponent[@typeCode='COMP']fobServation[@claésCod;a='OBS'] [@mood
Code="EVN'][code[@code="T"] [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'

1)/value[@xsi:type="INT")//@value

ERHS | RBRILi, EEAHBREORBHERSCERS LTV IRNSEBERRT 5.
oA | RRAHERHEEZREL LTSI BEARE, TREEBT I LN TE S, BBREHER
HERHLCOARVEAITHE, RRERHEECERL TV A NSREEBRT 5
& RA—OBREHEHEE CHEOEBENSR L THHAE. H < TEY)> TR
THZ L,

F—4&Z | 1000AN

AN A R | |
XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.07 [@xsi:schemaLocation="urn:hl7- -
org:va.
MCCI_IN2OO100UVOl.ksd']/PORR_INOALQO16UV[r]IcontrolActProcess[@classCod
e='CACT"] [@moodCode='EVN']fsubject[@typeCodé='SUBJ 1[1])/investigationEvent
[@classCode='INVSTG'|[@moodCode='"EVN')/component[@typeCode="COMP}[adv
erseEventAssessment][1])/adverseEventAssessment[@classCode=TNVSTG'] [@mo |

11



| [/value[@xsi:type="ED']/text(

odCode="EVN")/subject1[@typeCode="SBJ'|[1]/primaryRole[@classCode="INVSBJ '
J/subjectOf2[@typeCode="SBJ"] [organizer/code[@code="1'}[@codeSystem="'2.16.840.
1.113883.3.989.5.1.3.2.1.11'1] [r//organizer[@classCode='CATEGORY"] [@mood Code
='EVN'//component[@typeCode='COMP'l/observation[@classCode="OBS'| [@mood

Code="EVN'][code[@code='8"] [@codeSystem="2. 16.840.1.113883.3.989.5.1.3.2.1. 10"

7 5 WREORRH EBEC RS SRR T,

Eté#&ﬁﬁﬁmfaﬁﬁ%@m HEZRH L TWAESICIR, B2 EB T 2 & b:—c%
5, RBETEBREZEHL THARWESIZK, JIES L0 Ewa— FEZBEIRL T
R Taz &,

7— 5

1IN

FTAE

s BR

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'][@xsi:schemaLocation="urn:hl7-
org:v3 _ :
MCCI_IN200100UV01.xsd'[/PORR_IN049016UV[r]/controlActProcess[@classCod
e='CACT"][@moodCode='"EVN')/subject[@typeCode="SUBJ'|[1)/investigationEvent
[@classCode=INVSTG [@moodCode='EVN']Icomponent{@typeCode='COMP'] [adv
erseEventAssessment] [l]ladverseEvéntAssessment[@classCode=‘INVSTG‘] [@mo
0dCode="EVN')/subject1[@typeCode="SBJ'|[1)/primaryRole[@classCode="TNVSBJ"
J/subjectOf2[@typeCode='"SBdJ'|[organizer/code[@code="1"l[@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11][x}oxganizer[@class Code="CATEGORY']| [@mood Code
='"EVN"/component[@typeCode="COMP'//observation[@classCode='OBS'] [@mood
Codeé'EVN'] [code[@code="9][@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'
J)/value[@xsi:type='CE'] [@codeSystem='2. 16.840.1.113883.3.989.5.1.3.2.1.7 ']/@C;Jd

e

XPath
(codeSystem
| Version)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi: SchemaLocatlon*'urn hl7-
org:v3
MCCI_IN200100UVO01, xsd']lPORR INO49016UV[r]/controlActProcess[@classCod
e='"CACT"[@moodCode="EVN' 1/subject [@typeCode="SUBJ'|[1)/investigationEvent
[@classCode="INVSTG' [{@moodCode='"EVN'l/component[@typeCode='COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG'] [@mo
0dCode="EVN'l/subjectl[@typeCode="SBJ'|[1]/primaryRole[@classCode="INVSBJ'
]/subjectOf2[@typeCode="SBdJ'l{organizer/code[@code='1"] [@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11] [r]/organizer[@classCode='CATEGORY'] [@mood Code |
='"EVN')/component[@typeCode='COMP')/observation[@classCode="0BS"][@mood
Code='EVN'[code[@code="9"] [@codeSystem='2. 16.840.1.113883.3.989.5.1.3.2.1.10'
]]/value[@xsi:type='CE'][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7')/@cod
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EEHR%

eSystemVersion

%?“M HaE
RHOEPIOER.

§J2ﬁe 4i

S

%ﬁﬂ&W%%ﬁﬁ%%E%¢®&ﬁ%®ﬁ%%T?

B Rt o— FETI2/2 < Boolean THEYUENWBHEIL Mtrue=F 1% .V \iﬁb B & i Mfalse=
) BRIz L,

T—F Boolean 10A

EE true=4
false=%% L

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-

org:v3

‘| MCCI-_IN200100UV01.xsd'[/PORR_IN049016UV[r]/controlActProcess[@classCod

e='"CACT"|[@moodCode="EVN'}/subject[@typeCode="SUBJ"|[1])/investigationEvent
[@classCode="INVSTG' [@moodCode="EVN]/component [@typeCode='COMP'] [adv
erseBventAssessment][1]/adverseEventAssessment[@classCode="TNVSTG'][@mo
0dCode="EVN'|/subject1[@typeCode='SBdJ"][1])/primaryRole[@classCode="INVSBJ'
J/subjectOf2[@typeCode="SBJ'][organizer/code[@code="1"][@codeSystem="2.16.840.
1.118883.3.989.5.1.8.2.1.11'] [x]/oxrganizer[@classCode="CATEGORY'] [@mood Code
='EVN']/component[@typeCode="COMP")/observation[@classCode="OBS'] [@mood
Code="EVN"[code[@code="10"][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1
0)/value[@xsi:type="BL')/@value '

&AL, E2BHAD Ei2.1b BEA,/ HEFS (MedDRA =— 1) & B35

TH H A
NTWBEY, BIfEHZS bk - Bas 552 L,
WA TRV THRERROBERN 1 20BRE, BWERSIZ >V T, FRlITE RN
AR, %Mr%&%Am%ﬁaxﬁféo%&ﬁmkﬁwrﬁ St ORI
REERHHESE. AHEZEWE T 5,
BI{ERZOFTHAMREIZ >N Tk, HEEXERE CHIBSREFORREHRER

| & BBEUAOBRBERETHIEAICEHEHORFHNMNREPER LEXENLT

BITE 2022 L, 26, TRROMBEET, FBHMIIRO (8. 2ok
DIREWERSHRE TR L TORER $EJ®(1)%£W?6 &,

HEHE |- FEALBRLTER TSI L,

7 — & E 1N

FFEE 1=3%n
2=BE%n
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-
org:va
MCCI_IN200100UVO1.xsd‘]lPORR_INO49016UV[r]lcontr01ActProcess[@classCod
e='CACT'H@moodCode="EVN']/subject[@typeCode='SUBJ'|[1]/investigationEvent
[@classCode="INVSTG'|[@moodCode="EVN'//component[@type Code="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment{@classCode='INVSTG'] [@mo
0dCode="EVN')/subject1[@typeCode="SBJ"][1]/primaryRole[@classCode="INVSBJ
J/subjectOf2[@typeCode='SBJ"][observation[id][code[@code="29"] [@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19]][i)/observation[@classCode="OBS'| [@mood Code=
'EVN"loutboundRelationship2[@typeCode="PERT'] [observation/code[@code='11"][
@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.10"]][1)/observation[@classCode=
'‘OBS']| [@moodCode="EVN'}/value[@xsi:type='CE'] [@codeSystem='2. 16.840.1.11388
3.3.989.5.1.3.2.1.8"/@code

XPath
(codeSystem

Version)

MCCI INZOOlOOUVOl[@ITSVersmn—'XML 1.0"][@xsi:schemaLocation="urn:hl7-
org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV|[r]/controlActProcess[@classCod
e='CACT"][@moodCode="EVN')/subject[@typeCode="SUBJ'|[1}/investigationEvent
[@classCode="INVSTG'] [@moodCode='EVN‘]!component[@typeCode='COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'[@mo
odCode="EVN'"/subjectl[@typeCode='"SBJ']|[1])/primaryRole[@classCode='INVSBJ'
J/subjectOf2[@typeCode="SBdJ"][chservation[id] [code[@code="29"] [@codeSystem="2.
16.840.1.113883.3.989.2.1.1.197]][i)/observation[@class Code="OBS"] [@mood Code=
"EVN'JoutboundRelationship2[@typeCode="PERT"] [observation/code[@code="11"[
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10][1)/observation[@classCode= '
'0BS'][@moodCode='"EVN']/value[@xsi:type='CE' [@codeSystem='2.16.840.1.11388
3.3.989.5.1.8.2.1.81/@codeSystemVersion '

‘Eﬁﬁ% e R OSEHBR S IC RV T, SAEEBWTEENERAR STV SRS
AREETT, '
ROHLFE Ha— FhbEORa— FERBRLTERTIZ &,

ALT, 2BAUBRCEOMOAREEZER T L,

FRAEORE, REFIMELLOFBRXL, RRAEHEFOELERT 5 L,
i, SHEBBREOBE. HELT>EEYERT L,

HEHEIBN T, EHECHMNBICL > TR—OHER 2 SNEHE, 1008
B LTHRELTELX LAY, TORICRAEES 1BEICERL, BYELEF

#%AB. A—OREMUETRENTHESITE, SZARERSWTENRET S, £
DERIZIL, BiRSE ORI TYREBNREDREE TR TS Z &, %'l LD
AREFEEDH L HTIRVEBELEZRARTHZ L,
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i, FEOHBARRRRIBEE. NBELT52L,

F— s El 2A ‘
FAE ISO 3166-1 77 7-2 DE2— K, EU
| XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0"][@xsi:schemalocation="urn:hl7-

.| gnedEntity[@classCode='"ASSIGNED"/representedOrganization[@classCode="OR

org:v3
MCCI_IN200100UV01.xsd/PORR_IN049016UV[r])/controlActProcess[@classCod
e='"CACT'][@moodCode="EVN')/subject[@typeCode="SUBJ']|[1)/investigationEvent
[@classCode="INVSTG'] [@mood Code="EVN')/reference[@typeCode="REFR'] [docu
ment/code[@code="2"[@codeSystem="2.16.840.1. 113883.3.989.2.1.1.271][r)/docum
ent[@classCode="DOC'][@mood Code="EVN'")/participation[@typeCode="AUT"/assi

G'[@determinerCode=INSTANCE'|/asLocated Entity[@classCode="LOCE'/locatio
n[@classCode="COUNTRY'][@determinerCode="TNSTANCE'|/code[@codeSystem=

'1.0.3166.1.2.2/@code

E?%%E&&U%@?*%ﬁﬂ: BN, FBF%"E.*E":X AR BT S EEOEME (H.1))
IZREE L NEOR R EARBITRT,

MRSE ISV TIR. BRRER/ HIROB AL, RBRT VA v (k) . B,
LB, EEREDLT, RETIRINODHS YR D TER L. HEHEER
B/ HROFEITIE, BT OLFR, in vivo/ in vitro DR & & CTR#ET
5Tk,

SEFEBHEICBV T, #‘*ﬁénﬁbt@/ﬂﬁiﬁz Bl R4a, WEOHE (B -
PRI FROZERE, EHLEOEEOWET. BE - @A - liEohiE, G0
B - BE3E, BROTW. BRTOZSEROBLE), HEOAR (ERALOER
DUETOBEIIEYERADREHTIZ L) 230 TERTHZ &,

-

500AN

FFAE

B HECER

XPath

classCode '0BS'][@moodCode='EVN'|/value[@xsi:type="EDV/text():

gﬁ%ﬁﬁw%

/MCCI_IN200100UV01[@ITSVersion=XML_1.0"][@xsi:schemalocation="urn:hl7-
org:v3 . |
MCCI_ TN200160UVO1. xsd']/PORR IN049016UV[r]!controlActProcess[@classCod
e="CACT'][@moodCode="EVN']/subject[@typeCode="SUBJ'][1)/investigationEvent
[@classCode="INVSTG'][@moodCode='"EVN']/component[@typeCode='COMP"][adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG'] [_@mq
0dCode='"EVN'")/component1[@typeCode='COMP"{observationEvent[code[@code="
12'7[@codeSystem="2.16.840.1.113883.3.989.5. 1.3.2.1. 10]][1)/observationEvent[@

TERERRABR /WFEE) X THEERIRABR /Biot) DRl #RT,

15



ToELEE | L
— &I 1N
FFRE 1=FERERER /B4
2=HERARFR 5 :
XPath /MCCI_IN200100UV01 [@ITSVersion='XML_1.0'] [@xsi:schemaLocation='urn:hl7-
org:v3

ent[@classCode—'DO C'l[@moodCode="EVN'|/title/text()

'”ﬁmaomﬁ%@mﬁ@%rf

MCCI_IN200100UV01.xsd"}/PORR_IN049016UV[r]/controlActProcess[@classCod
e="CACT'][@moodCode="EVN')/subj ect[@typeCode='SUBJ'][1]/investigationEvent
[@classCode="INVSTG'] [@mood Code='"EVN'/reference[@typeCode="REFR'][docu

ment/code[@code="2"][@codeSystem="2.16.840.1.113883.3.989.2.1.1. 27']][r]/docum

Rk MSATEE AER BEREBSRSRELTHRT S,

Vot £ 100AN

FFAE B ot

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0"] [@xsi:schemaLocation='urn:h17 -
org:va

ECET)

MCCIL_IN200100UV01.xsd'/PORR_IN049016UV([r)/controlActProcess[@classCod
e="CACT'][@moodCode="EVN')/subject[@typeCode='"SUBJ"}[1)/investigationEvent
[@classCode="INVSTG'|[@moodCode='"EVN'l/subjectOf1[@typeCode='"SUBJ"|[cont
rolActEvent/primaryInformationRecipient][1]/controlActEvent[@classCode='CAC
T'{@mood Code="EVN"]/primaryInformationRecipient[@typeCode="PRCP"/assign
edEntity[@classCode='ASSIGNED"VrepresentedOrganization[@classCode='"ORG']
[@determinerCode='INSTANCE'/nameftext(

ICSR OEEHEOFEEEFRT,
AT | EERLERTS.
F—#% | 100AN
| FrE H BT
XPath /MCCI_IN200100UV01[@ITSVersion="XML,_1.0"}[@xsi:schemalocation="urn:hl17-
org:v3

MCCI_IN200100UV01.xsd"/PORR_IN0490 16UV[f]lcontrolActProcess[@classCod
e='CACT] [@moodCode='EVN']lsﬁbject[@typeCode=‘SUBJ 1[1)/investigationEvent
[@classCode=INVSTG'] [@moodCode="EVN‘]fsubj ectOf1[@typeCode="SUBJ"] [cont
rolActEvent/primaryInformationRecipient][1]/controlActEvent[@classCode="CAC
T [@moodCode='EVN']lprimaryInformationRecipient[@typeCode='PRCP‘]lassign
edEnﬁty[@classCode='ASSIGNED']lassignedPerson[@classCode='PSN'] [@determ

16



ICSR ©

ZEFEOHETRT,

SHEFE | SROBEEOMETERT D,

F—4#Z | 100AN

FFAE B B REHR

XPath /MCCI_IN200100UVO01[@ITSVersion="XML_1.07[@xsi:schemal.ocation="urn:hl7-
org:v3 ' _
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r]/control ActProcess[@classCod
e='CACT'|[@mood Code="EVN')/subject[@typeCode='"SUBJ'|[1)/investigationEvent
[@classCode=INVSTG'| [@mood Code="EVN']/subjectOfl [@typeCode='"SUBJ'][cont
rolActEvent/primaryInformationRecipient][1]/controlAct Event[@classCode='CAC
T'] [@mood Code='"EVN')/primaryInformationRecipient[@typeCode="PRCP'}/assign
edEntity[@classCode="ASSIGNED")/assigned Person[@classCode='"PSN'] [@determ

L inerCode="INSTANCE'/name/family[1]/text()
J2i8 A EY

H AN ICSR ORFEDEETT.

FE BioBEEREOA 2 TEHT 3,

T—F 100AN

B B B

XPath /MCCI_IN200100UV01[@ITS Version=XML_1.0'][@xsi:schemaLocation="urn:hl7-
org:v3 '

MCCI_IN200100UV01.xsd'[/PORR_IN 04901GUV[r]lcontrolActProcess[@classCod
e='CACT'][@moodCode='"EVN']/subject[@typeCode="SUBJ"|[1]/investigationEvent
[@classCode="INVSTG'| [@moodCode="EVN"/subjectOf1 [@typeCode='"SUBJ"[cont
rolActEvent/primaryInformationRecipient][1]/controlAct Event[@classCode="CAC
T [@moodCode='EVN']/primaryInformationReciﬁient[@typeCode='PRCP']lassign
edEntity[@classCode='ASSIGNED'/assignedPerson[@classCode="PSN'] [@determ
inerCode="INSTANCE')/name/given[1]/text()

HHEHA THER

FoHG i L

F—%E | 10000AN

FFAME B I 5oEk

XPath /MCCI;INZOO 100UV01 [@ITSVersion='XML_1.0'] [@xsi:schemal.ocation="urn:hl7.
org:v3 '

MCCI_IN200100UV01.xsd']/PORR_INO4QO16UV[r]/controlActProcess [@classCod
e="CACT'][@moodCode="EVN'l/subject[@typeCode="SUBJ'|{1}/investigation Event

17



[@classCode=TNVSTG']|[@mood Code="EVN']/component[@typeCode='COMP'| [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode='INVSTG") [@mo

0dCode="EVN"]/component]1[@typeCode="COMP'] [observationEvent[code[@code="
13'][@codeSystem='2.16.840.1,113883.3.989.5.1.3.2.1.107]]{1]/observationEvent[@
='EVN'|/value[@xsi:t

HEBHA TEHEE

REAE | &L

F—HE 10000AN

FFEME H B EC#ER

XPath /MCCI IN200100UV01[@ITSVersmn—‘XML 1. 0'] [@xsi: schemaLocation="urn: hl7-
org:v3

ETLL

MCCI_IN200100UV01.xsd'//PORR_IN049016UV][r]/controlActProcess[@classCod
e="CACT] [@moodCodeﬁ EVN'7/subject[@typeCode='SUBJ"|[1}/investigationEvent
[@classCode='INVSTG'] [@moodCode="EVN'l/component[@typeCode='"COMP"|[adv
erseEventAssessment) [l]ladverseEventAssessment[@classCode='INVSTG'] [@mo

odCode='EVN')/component][@typeCode='COMP'][observationEvent[code[@code="
14'] [@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.1Q'111[1)/observationEvent[@
classCode='0BS'][@mood Code="EVN')/value[@xsi:type='ED"/text(

FEEE

REECHE | AL ,

F—& A 10000AN

FAE B BiE#E

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0' ][@x51 schemaLocatlon—‘urn hi7-
org:v3

MCCI_IN200 100UV01.xsd']fPORR_‘IN049016UV[r]/c0ntrolActProcess[@classCod
e='CACT']|[@mood Code="EVN')/subject[@typeCode='"SUBJ"|[1)/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN'}/component[@typeCode='COMP'| [adv
erseEventAssessment] [l]ladverseEventAssessment[@classCode='INVSTG'] [@mo
6dCode='EVN']/componenﬁ1 [@typeCode='COMP"][observationEvent[code[@code='
15'[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10"]] [1]/observationEvent[@

classCode='OBS'[@moodCode="EVN')/value[@xsi:type="ED')/text()

Jzzza%%ﬁ?%

HE#HA | FHER
REFE | L
F—&% | 10000AN
FEE E=EGE
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XPath

/MQCI_IN?.OO 100UV01[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-
org:v3

MCCI_IN200100UV01.xsd'[/PORR_IN049016UV[r)/controlActProcess[@classCod
e="CACT"] [@moodCoAde='EVN‘]Isubj ect[@typeCode="SUBJ'][1)/investigationEvent
[@classCode="INVSTG'][@mood Code="EVN']/component[@typeCode='COMP"][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG' [@mo
0dCode="EVN"/component][@typeCode='"COMP"][observationEvent[code[@code='

161 [@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.107]][1]/observationEvent(@

classCode='"0BS'][@moodCode="EVN'}/value[@zxsi:type="ED']/text(}

HEWRHA EESENRBERRERMEHREERRE IRV T, SRERROBEHRETRT,
EAE | HRARORBREREHT 5.

F—&% | 100AN

FFAEE H HECHE .

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'][@xsi:schemalocation="urn:hl7-

org:v3 .
MCCI_IN200100UV01.xsd'[/PORR_IN049016UV|[r}/controlActProcess[@classCod
e="CACT'][@moodCode='"EVN")/subject[@typeCode="SUBJ'}[1)/investigationEvent
[@classCode=TNVSTG'] [@moodCo_de='EVN']/component[@typeCode='COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'][@mo
0dCode="EVN'//subject1{@typeCode='SBd'] [1]/primaryRole[@classCode="INVSBJ'
J/subjectOf2[@typeCode='SBJ'] [organizer/code[@code="4'[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'] [@mood Code='E
VN'l/component[@typeCode='COMP'] [substanceAdminis{:ration/id] [kl/substanceA
dministration[@classCode='SBADM'}[@moodCode="EVN")/consumable[@typeCode
='CSM [l]linstancéOfKind[@classCode='INST‘]lkindOfProduct[@classCode='MM

" | AT"][@determinerCode="KIND'//asNamedEntity[1]/name[@xml:lang="ja’][1])/text()

E A REIVEARE R OMEAE BRI EARE IR T, NS ORI 2R,
W|ERHE | BERBLR T L RIS K V5 A TER A RN L TRET 5.
F—m 3AN
S E B4 5 B
XPath MCCI_IN200 IUOUYO 1[@ITSVersion="XML_1.0"|[@xsi:schemalocation="urn:hl7-
org:v3

MCCI_IN200100UV01.xsd'[/PORR_IN049016UV/[r]/control ActProcess[@classCod
e='CACT'|[@mood Code="EVN')/subject[@typeCode="SUBJ][1])/investigationEvent
[@classCode=INVSTG' [@mood Code="EVN'//component[@typeCode='COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'][@mo
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0dCode="EVN']/subject1[@typeCode="SBdJ'}[1]/primaryRole[@classCode="INVSBdJ"
]/subjectOf2[@typeCode="SBdJ'][organizer/code[@code="4"][@codeSystem="'2,16.840.
1.113883.3.989.2.1.1.20'][1)/organizer[@classCode="CATEGORY' [@mocd Code="E
VN component[@typeCode="COMP"] [substanceAdministration/fd] [k]/substanceA
dministration[@classCode="SBADM'][@mood Code="EVIN')/consumable[@typeCode
='CSM] [1]/instanceOfKind[@classCode='INST']/kithfProduct{@classCode='MM
AT [@determinerCode="KIND'/formCode[@codeSystem="2.16.840.1.113883.3.989

HARHA BRI MBIERMRE . {CEMBERSRE. EERAMTFERER LRI RRE
BNT, BaDEZETT, ' _

B | 47 E2B BA D Gk23.rl RAOMFERSS LT TRERT 5, Gk23rl KR
LIRAIEDNT, BRRSIHST HBAIFEE % =BT & L. HHR
SIS ST A ERIIARE R =20y L7352k, )

T—F% | 1IN ’ ‘

FrAE BB 2R

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'][@xsi:schemal.ocation="urn:hl7- _
org:v3 :

KIND')/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.17'//@code

MCCI_IN200100UV01.xsd"l/PORR_IN049016UV[n)/controlActProcess[@classCod
e='CACT [@moodCo de=' EVN']Isubj ect[@typeCode="SUBJ'}{1)/investigationEvent
[@classCode=TINVSTG'][@moodCode="EVN')/component[@typeCode='COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'] [@mo
0dCode="EVN"/subject1[@typeCode="SBJ"|[1])/primaryRole[@classCode="INVSBJ"
]/subjectOf2[@typeCode="SBJ"] [organizer/code[@code="4"] [@codeSystem="'2.16.840.
1.113883.3.989.2.1.1.20'][1]/organizer{@classCode='CATEGORY'] [@moodCode="E
VN"/component[@typeCode='COMP"|{substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'| [@mood Code="EVN'Yconsumable[@typeCode
='CSM'][1)/instanceOfKind[@classCode="INST"/kindOfProduct[@classCode="MM
AT [@determinerCode="KIND')/ingredient[@classCode="ACTI'|[x)/ingredientSubs
tance[@classCode="MMAT"] [@detérmiriérCode='KIND']/asSpecializedKind[@class
Code='GEN'][1)/generalizedMaterialKind[@classCode="MAT'] [@determinerCode='

" E?ﬁlﬁ EEHA BB SE R OERBIERSE TR\ C, BHERDESLETT,
FEir: |47 E2BEE® Eilla BERTES SN, FRERFICL VRESHIEIE

B/ BEFRXIZIEL2.1b BIER, /BEEH (MedDRA =— F) LHHETRET 5,
Eilla X3 Ei2.1b ZE# LeRHERIC W T, EEMZBIHS X v BIR L Tie#
THILE,
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T — & H 2N
HAEE R:llr s i ]
XPath IMCCI IN200100UV01[@ITSVersmn—"XML 1.0'][@xsi:schemalLocation="urn:h17-

org:v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV|[r)/controlActProcess[@classCod
e="CACT'|[@moodCode='"EVN']/subject[@typeCode='"SUBJ'][1])/investigationEvent.
[@classCode='INVSTG'] [@moocd Code="EVN')/component[@typeCode="COMP"][adv
erseEventAssessment] [1]ladverngventAséessment[@classCode='INV STG'[@mo
0dCode="EVN")/subject1[@typeCode="SBJ']|[1)/primaryRole[@classCode="INVSBJ'
{/subjectOf2 [@typeCode“'SBJ "|[observation[id] [code[@code="29"] [@codeSystem="2.
16.840.1.113883.3.989.2.1.1. 19']]{i}/observation[{@classCode='0BS' [@mood Code=
'EVN"]/outboundRelationship2[@typeCode="PERT'][observation/code[@code="11"][
@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10']] [1]/observation[@classCode=
'OBS'[@mood Code='"EVN']/value[@xsi:type="CE'|[@codeSystem='2.16.840.1.11388
3.3.989.5.1.3.2.1.14'[/@code

EHA R BN R B E B R S EE RS E R C, E—BATE XRBEFRAT

HE A
B OB ERT,

FERFE | BT 220 BRATFR LM CRET 5. J2.29.r TERIRL F#&)\%mb: F—
AFER BT AHAIE. NI=8—8WAFH] & L., BFEERAFACET2EH4E 2=
BH@AFER) #EHTDI L, |

F—FE |IN

FEIE B 5 BHR

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0 [@xsi:scherhaLocation='urn:h17-
org:v3

MCCI_IN200100UV01.xsd'[/PORR_ IN049016UV[r]lcontrolActProcess[@classCod
e='CACT'][@moodCode='"EVN'/subject[@typeCode='"SUBJ'l{1}/investigationEvent
[@classCode=INVSTG']| [@mood Code="EVN'l/outboundRelationship[@typeCode="
SPRT'][relatedInvestigation/code[@code="2"][@codeSystem="2.16.840.1.113883.3.9
89.2.1.1.22][r)/relatedInvestigation[@classCode=TNVSTG'] [@mood Code='"EVN')/
subjectOf2[@typeCode="SUBJ"l/controlActEvent[@classCode="CACT"] [@mood Cod
e='EVN"/author{@typeCode="AUT')/assigned Entity[@classCode="ASSIGNED']/as
signedPerson[@classCode="PSN'] [@determinerCode='INSTANCE‘]/asIdentiﬁedE
ntity[@classCode=TDENT"[1)/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.
2.1.15"/@code '

ERHA RBMERRER LR BIERARE TSV T, AEOIRIROFELTT,

BEVLEOEE., BERAREROEIROFRZBHRT D,
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F—p B

1IN
FAE B 5 B _
XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0"] [@xsifschemaLocation='urn:h17.-

org:v3 - .
MCCI_IN200100UV01.xsd [/PORR_IN049016UV/[r]/controlActProcess(@classCod
e='CACT"][@moodCode='"EVN'])/subject[@typeCode='"SUBJ"][1]/investigation Event
[@classCode="TNVSTGT[@moodCode="EVN')/component[@typeCode='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'][@mo
0dCode="EVN')/subject1[@typeCode="SBJ"][1]/primaryRole[@classCode=TNVSBJ'
JfsubjectOf2[@typeCode="SBdJ'][observation/code[@code="17"] [@codeSystem='2.16.
840.1.113883.3.989.5.1.3.2.1.10"] [1}/observation[@classCode='OBS'] [@moodCode=
"EVN']/value[@xsi:type='CE][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.16'
)[1)/@code '

HE A = FEeRRS L B E RS R MESESRBHERBE BT, FTROAFTETT.
HEHE | FROATERCOVT, BHES XV EHRLOEBRL, KT J2.27r BT 7L
: P CRET 5. MUVELEZRAL, BN TL0b02TERRTHZL,
7—#3 | 1IN
HEE | Bl B |
XPath /MCCI_IN?.OOVIOOUVO 1[@ITSVersion=XML_1.0'|[@xsi:schemal.ocation="urn:hl7-
org:v3

MCCI_IN200100UV01.xsd'//PORR_IN049016UV[xr])/controlActProcess[@classCod
e='CACT'j [@moodCode="EVN'//subject[@typeCode="SUBJ'|[1)/investigationEvent
[@classCode="INVSTG'][@mood Code="EVN']/outboundRelationship[@typeCode="'

SPRT"|[relatedInvestigation/code[@code="2"] [@code_System='2. 16.840.1.113883.3.9
89.2.1.1.221][r])/relatedInvestigation[@classCode="TNVSTG'] [@moodCode='EVN']/
subjectOf2[@typeCode="SUBJ"|/controlActEvent[@classCode='CACT" [@mood Cod
e='"EVN')/author[@typeCode='AUT"]/assigned Entity[@classCode="ASSIGNED")/as
signedPerson[@classCode="PSN']|[@determinerCode="INSTANCE')/asIdentified E

ntity[@classCode='IDENT'] [2)/code[@codeSystem="2.16.840.1.113883.3.989.5.1.3.

2.1.9'//@codeSystem Version '
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