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<?xml version="1.0" encoding="UTF-8"?>
<MCCI_IN200100UV01 ITSVersion="¥ML_1.0” xsi:schemalocation="urn:hl7-org:v3 MCCI_IN200100UV01. xsd” xmlns="urn:h17-org:v3” xmlns:xsi="http://www. w3.org/
2001/XMLSchema-instance™
<id extension="N.1.2” root="2.16.840. 1.113883.3.989.2.1.3.22"/>
<!— N.1.2: Batch Number —>
{creationTime value="20101214151617"/>
¢]— N.1.5: Date of Batch Transmission —>
<responseModeCode code="D"/>
{interactionId extension="MCCI_IN200100UV0O1” root="2.16.840. 1. 113883.1.6"/>
¢name code="N, .17 codeSysten="2. 16. 840. 1. 113883, 3.989.2.1. 1. 1" codeSystemVersion="2.0"/>
{!— N.1.1: Type of Messages in Batch —>
<l— Message #1 —>
<PORR_IN049016UV>
¢id extension="N.2.t.1” root="2.16.840. 1, 113883.3.989.2.1.3.1"/>
— N.2.1.1: Message Identifier —>
{creationTime value="20101214151617"/>
{I— N.2.r.4: Date of Message Creation —>
<interactionld extension="PORR_IN049016UV” root="2.16.840.1.113883.1.6"/>
{processingCode code="P"/>
{processingModeCode code="T"/>
<acceptAckCode code="AL"/>
{receiver 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"/>
<!— N.2.1.3: Message Receiver Identifier —>
</device>
{/receiver>
{sender typeCode="SND">
{device classCode="DEV” determinerCode="INSTANCE">
<id extension="N. 2.T.2" root="2.16.840.1.113883.3.989.2.1.3.11"/>
<l— N.2.1.2: Message Sender Identifier —>
<{/device>
{/sender>
{controlActProcess classCode=" CACT moodCode="EVN">
<code code="PORR_TE049016UV” codeSystem="2.16. 840. 1. 113883. 1. 18"/>
<!— HL7 Trigger Event ID —>
{effectiveTime value="20101214151617"/>
<l— C.1.2: Date of Creation —>
¢subject typeCode="SUBJ">
<investigationEvent classCode="INVSTG” moodCode="EVN"> ° ¢
<id extension="C.1.1” root="2.16.840.1.113883.3.989.2.1.3.1"/>
{!— C.1.1: Sender’s (case) Safety Report Unique Identifier —>
<id extension="C.1.8.1” root="2.16.840. 1. 113883. 3. 989.2. 1. 3.2"/>
¢!— C.1.8.1: Worldwide Unique Case Identification Number —>
<id extension="J2.1b* root="2.16. 840, 1.113883.3.989.5.1,3.2.3.1"/>
<l— @geJ2. 1b: WRIES (BS) —
<code code="PAT_ADV_EVNT” codeSystem="2.16. 840. 1, 113883.5.4"/>
<{textoH 1<{/textd>
. <!— H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Relevant Information —>
(statusCods code="active”/>
<\— 000J2.7.1 58T, KRETKLHY —
<effectiveTime>
<low value="20090101"/>
¢l— C.1.4: Date Report Was First Received from Source —>
</effectiveTime>
<availabilityTime value="20090101"/>
<!— C.1.5: Date of Most Recent Information for This Report —>
<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. L. 6. 1. r. 1</title>
¢{l— C.1.6.1.1.1: Documents Held by Sender (repeat as necessary) #1 —>
{text mediaType="application/pdf” representation="B64”>C.1.6.1.T.2<{/text>
<!— C.1.6.Lr.2: Included Documents #1 —>
</document>
</reference>
<reference typeCode="REFR">
<document classCode="DOC” moodCode="EVN">
<code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0” displayName="documentsHeldBySender”/>
<titledC. 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="B64” compression="DE">C.1.6. L. 1. 2<{/text>
¢!— C.1.6.1.r.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. Z. 1. 1. 27" codeSystemVersion="1.0" displayName="literatureReference”/>
<titledJ2. 17.r</titled .
<1— 000J2.17.r BB/ BIRDOSE #1 —
<text mediaType="application/pdf” representation="B64">C.4.r. 2{/text>
¢!— C.4.r.2: Included Documents #l —>
<bibliographicDesignationText>C. 4. r. 1</bibliographicDesignationText>
<|— C.4.r.1: Literature Reference(s) #1 —>



{participation typeCode="AUT">
CassignedBntity classCode="ASSIGNED”>
<represented0rganization classCode="ORG" determinerCode="INSTANCE”>
CasLocatedEntity classCode="LOCE"> .
<location classCode="COUNIRY" determinerCode="INSTANCE”>
{code code="J2.15.1" codeSystem="1.0.3166.1.2.27/>
<l— e@ey2.15. r A%E #1 —>
{/location>
</asLocatedEntity>
{/representedOrganization>
</assignedEntity>
{/participation
</document>
</referenced
{reference typeCode="REFR”>
<document classCode="DOC” moodCode="EVN">
<code code="2" codeSystem="2. 16.840. 1. 113883, 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="1iteratureReference”/>
<titledJ2. 17. x</title>
<I— @80J2.17.r R/ HFREDOHE #2 —
{text mediaType="application/pdf” representation="B647>C.4.r. 2{/text>
<!— C.4.1.2: Included Documents #2 —>
<bibliographicDesignationText>C. 4. r. 1<{/bibliographicDesignationText>
¢!— C.4.1.1: Literature Reference(s) #2 —> '
{participation typeCode="AUT">
<assignedEntity classCode="ASSIGNED”>
<representedOrganization classCode="ORG" determinerCode="INSTANCE">
<asLocatedEntity classCode="LOCE™>
location classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="J2.15.1" codeSystem="1.0. 3166. 1. 2.2"/>
<l— @8e)2.15.r AFE #2 —>
</location>
</asLocatedEntity> !
{/represented0rganization>
</assignedEntity)>
{/participation>
</document>
{/reference’
<component typeCode="COMP”>
{adverseBventAssessment classCode="INVSTG" moodCode=" EVN >
<subjectl typeCode="SB]”>
<primaryRole classCode="INVSB]">
<player1 classCode="P5SN" determinerCode="INSTANCE”S
<name>D, 1</name>
<!— D.1: Patient (name or initials) —>
<administrativeGenderCode code="D.5” codeSystem="1.0.5218"/>
<!—D.5 Sex —>
<birthTime value="20090101"/>
<!— D.2.1: Date of Birth —>
{deceasedTime value="20090101"/>
<!—D.9,1: Date of Death —>
<asIdentifiedBntity classCode="IDENT™>
<id extension="D.1.1.1” root="2.16.840.1.113883.3.989.2.1.3.7"/>
<= 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” codeSystemVersion="1. 0" displayName="GP"/>
</asldentifiedEntity> '
<asIdentifiedEntity classCode="IDENT">
<id extension="D. 1.1 2" root="2.16.840. 1. 113883. 3. 989, 2. 1.3.8"/>
<I—D.1.1 2: Patient Medical Record Number(s) and Source(s) of the Record Number (Specialist Record Mumber) —
=3
{code code="2" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. L. 1. 4" codeSystemVersion="1.0" displayName="Specialist”/>
</asldentifiedEntity>
<asldentifiedBntity classCode="IDENT">
<id extension="D.1.1.3" root="2.16.840. 1. 113883, 3.989.2.1.3.97/>
<!—D.1.1.3: Patient Medical Record Number(s) and Source(s) of the Record Number (Hospital Record Number) —>
{code code="3" codeSystem="2. 16, 840. 1, 113883. 3.989. 2. 1. 1. 4" codeSystemVersion="1. 0" displayName="Hospital
Record”/>
</asldentifiedEntity>
<asIdentifiedEntity classCode="IDENT”>
<id extension="D. 1. 1.4” root="2.16.840. 1. 113883. 3. 989. 2. 1.3.10"/>
<!— D.1.1.4: Patient Medical Record Number(s) and Source(s) of the Record Number (Investigation Number) —>
{code code="4" codebystem="2. lb. 84U, L. L13BKS. 3.U8Y. 4. 1. 1. 4" codeSystemVersion="1, 0" displayName="
Investigation”/>

</asldentifiedEntity>
<role classCode="PRS">
{code code="PRN" codeSystem="2. 16. 840. 1. 113883, 5. 111"/>
<associatedPerson classCode="PSN” determinerCode="INSTANCE">
<name>D. 10. 1</name>
<!—D.10.1: Parent Identification —>
<administrativeGenderCode code="D. 10.6" codeSystem="1.0.5218"/>
<!— D.10.6: Sex of Parent —>
r <birthTime value="20090101"/>

-2 =



<l— D.10.2.1: Date of Birth of Parent —>
) {/associatedPerson>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2. 16. 840, 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="age”
/>
{value xsi:type="PQ" value="10" unit="D.10.2.2b"/>
<!— D.10.2.2a: Age of Parent (number) —>
<!— D.10.2.2b: Age of Parent (unit) —>
</observation>
</sub ject0f2>
{subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
: <code code="22" codeSystem="2.16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
lastMenstrualPeriodDate”/> ' ]
<value xsi:type="TS" value="20090101"/>
<l— D.10.3: Last Menstrual Period Date of Parent —>
</observation>
{/subject0f2>
<subjectOf2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN"> .
{code code="7" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

bodyWeight”/>
<value xsi:type="PQ” value="50" unit="kg"/>
<!— D.10.4: Body Weight (kg) of Parent —>
</observation>
</subject0f2>
{subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<code code="17" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
height”/>

(value xsi:type="PQ” value="160" unit="cm”/>
<1— D.10.5: Height (cm) of Parent —>
{/observation>
</subject0f2>
<subjectOf2 typeCode="SBJ">
{organizer classCode="CATEGORY” moodCode="EVN"™>
<code code="1" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="
relevantMedicalHistoryAndConcurrentConditions”/>
<component typeCode="COMP”>
{ohservation classCode="0BS” moodCode="EVN">
{code code="D.10.7.1.r.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D. 10.7. L.r.
1a"/>
<l— D.10.7.1.r. la: MedDRA Version for Medical History #1 —>
¢<!— D.10.7.1.r. 1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #1 —>
CeffectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<|—D.10.7.1.1.2: Start Date #1 —>
<high value="20090101"/>
<!— D.10.7.1.r.4: End Date #1 —>
</effectiveTime>
<outboundRelationship2 typeCode="COMP">
{observation classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1"
displayNeme="comment”/>
{value xsi:type="ED"D.10.7. 1. r.5</value>
¢!— D.10.7.1.r.5: Comments #1 —>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
<code code="13" codeSystem="2. 16. B40. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="continuing”/>
<value xsi:type="BL” value="true”/>
¢}—D.10.7.1.1.3: Continuing #1 —>
{/observation>
{/inboundRelationship>
{/observation>
</component>
<component typeCode="COMP">
<observation classCode="0BS” moodCode="EVN">
<code code="D.10.7.1.r.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D.10.7.1.r.
1a"/>
¢l—D.10.7.1.r. 1a: 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">
<low value="20090101"/>
<!— D.10.7.1.1.2: Start Date #2 —>
<high value="20090101"/>
<l—D.10.7.1.r.4: End Date #2 —>
{/effectivelimed
{outboundRelationship2 typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
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displayName="comment”/>
<value xsi:type="ED">D. 10.7.1.r1.5</value>
<!—D.10.7.L.r.5: Comments #2 —>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="13" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2, 1. 1. 19" codeSystemVersion="1. 1"
displayName="continuing”/>
<value xsiitype="BL” value="true”/>
<1—D.10.7. 1. r. 3: Continuing #2 —>
{/observation>
{/inboundRelationship>
{/observation>
</component>
<component typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN">
<code code="18" codeSystem="2.16.840.1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="historyAndConcurrentConditionText”/>
<value xsi:type="ED™DD. 10.7.2{/value)>
<!— D.10.7.2: Text for Relevant Medical History and Concurrent Conditions of Parent —
{/observation>
</component>
{/organizer>
</sub ject0f2>
<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™>.
CeffectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<l— D.10.8.r1.4: Start Date #1 —>
<high value="20090101"/>
<l— D.10.8.1.5: End Date #1 —>
{/effectiveTime>
{consumable typeCode="CSM">
<instance0OfKind classCode="INST™>
<kind0fProduct classCode="MMAT" determinerCode="KIND">
<code code="D. 10.8.r.2b" codeSystem="TBD-MPID" codeSystemVersion="D. 10.8. r. 2a"/>
<!— D.10.8.r. 2a: MPID Version Date / Number #1 —>
<l—D.10.8.r. 2b: Medicinal Product Identifier (MPID) #1 —>
<name>D. 10. 8. r. 1<{/name> :
<!— D.10.8.1.1: Name of Drug as Reported #1 —>
</kind0fProduct>
</instance0fKind>
{/consumable>
<outboundRelationship2 typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="indication”/>
<value zsi:type="CE” code="D: 10.8.T.6b” codeSystem="2. 16. 840. 1. 113883. 6. 163”
codeSystemVersion="D. 10. 8. r. 6a”/> :
<l— D.10.8.1.6a: MedDRA Version for Indication #1 —>
<l— D.10.8.r.6b: Indication (MedDRA code) #1 —>
{/observation>
</outboundRelationship2>
<outbhoundRelationship2 typeCode="CAUS">
{observation classCode="0BS” moodCode="EVN">
{code code="29" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/>
<value xsiitype="CE” code="D.10.8.T.7b" codeSystem="2. 16. 840. 1. 113883. 6. 163"
codeSystemVersion="D. 10. 8.r. 7a”/>
<!—D.10.8.1. 7a: MedDRA Version for Reaction #l1 —>
<!—D.10.8.1. 7Tb: Reactions (MedDRA code) #1 —>
</observation>
</outboundRelationship2>
{/substanceAdministration> ,
</component>
<component typeCode="COMP™>
{substanceAdministration classCode="SBADM” moodCode="EVN">
CeffectiveTime xsi:type="IVL_TS">
<low value=*20090101"/>
<!— D.10.8.1.4: Start Date #2 —> -
<high value="20090101"/>
<!— D.10.8.r.5: End Date #2 —>
</effectiveTime>
{consumable typeCode="CSM”>
<instance0OfKind classCode="INST™>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{code code="D. 10. 8. 1. 3b” codeSystem="TBD-PhPID” codeSystemVersion="D. 10. 8.r. 3a"/>
<!— D.10.8.r.3a: PhPID Version Date / Number #2 —> .
<!— D.10.8.r. 3b: Pharmaceutical Product Identifier (PWPID) #2 —>
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<name>D. 10. 8. r. 1</name>
<!— D.10.8.r.1: Name of Drug as Reparted #2 —>
</kindOfProduct>
{/instanceOfKind>
{/consumable>
<outboundRelationship2 typeCode="RSON">
{observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="indication”/>
<value xsi:type="CE” code="D.10. 8. r.6b” codeSystem="2. 16. 840. 1. 113883, 6. 163"
codeSystemVersion="D. 10. 8.r. 6a"/> -
<1— D.10.8.1. 6a: MedDRA Version for Indication #2 —>
<!— D.10.8.1.6b: Indication (MedDRA code) #2 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="CAUS™>
{observation classCode="0BS” moodCode="EVN”>
<code code="29" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="reaction”/>
<value xsi:type="CE" code="D.10.8.r.7b” codeSystem="2. 16. 840. 1. 113883. 6. 163"
codeSystemVersion="D. 10.8.r. 7a”/>
<!— D.10.8.1. 7a: MedDRA Version for Reaction #2 —>
<!— D.10.8.1. 7b: Reactions (MedDRA code) #2 —>
N {/observation>
{/outboundRelationship2>
</substanceAdministration>
</component>
</organizer>
</subject0£2>
</role>
</playerl>
<subjectOfl typeCode="SBJ">
{researchStudy classCode="CLNTRL” moodCode="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. 840. 1. 113883. 3. 989. 2. 1. 1. 8” codeSystemVersion="2.0"/>
<l— C.5.4: Study Type Where Reaction(s) / Event(s) Were Observed —>
<title>C. 5. 2</title>
<!— C.5.2: Study Name —>
{authorization typeCode="AUTH™>
{studyRegistration classCode="ACT” moodCode="EVN">
<id extension="C.5.1.r.1” root="2.16.840.1. 113883. 3.989.2.1.3.6"/>
<l— 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. 3166.1.2.27/>
<{!— C.5.1.1.2: 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="2.16.840.1.113883.3.989.2.1.3.6"/>
<!— C.5.1.r.1 Study Registration Number #2 —>
Cauthor typeCode="AUT">
(territorialAuthority classCode="TERR">
{governingPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="C.5.1.1.2" codeSystem="1.0.3166.1.2.27/>
{|— C.5.1.r.2: Study Registration Country #2 —>
</governingPlace>
</territorialAuthority>
</author>
{/studyRegistration>
{/authorization>
</researchStudy>
</subject0f1>
<subject0f2 typeCode="SB]">
. {observation classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="age”/>
<value xsi:type="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>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<code code="16" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
gestationPeriod”/> i
¢value xsi:type="PQ” value="10" unit="D.2.2.1b"/>
<!— D.2.2.1a: Gestation Period When Reaction / Event Was Observed in the'Foetus (number) —>
{!— D.2.2.1b: Gestation Period When Reaction / Event Was Observed in the Foetus (unit) —>

-5 -



{/observation>
</subject0f2>
{subjectOf2 typeCode="SRJ">
{observation classCode="0BS” moodCode— "EVN">
<code code="4" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="ageGroup”/>
<value zsi:type="CE” code="D.2.3" codeSystem="2.16.840. 1. 113883, 3. 989: 2. 1. 1. 9” codeSystemVersion="2,0"/>
<l— D.2.3: Patient Age Group (as per reporter) —>
{/observation>
</subject0f2>
<subject0f2 typeCode="SB]">
<observation classCode="0BS” moodCode="EVN">
<code code="7" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName=" badyWe1ght"/

<value xsi:type="PQ" value="48.2" um.t— ke”/>
<!— D.3: Body Weight (kg) —>
</observation>
</subject0f2>
<subjectOf2 typeCode="SB]">
-{observation classCode="0BS” moodCode="EVN"> :
<code code="17" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.17 displayName="height”/>
<value xsi:type="PQ” value="152" unit="cm"/>
<l— D.4: Height (cm) —>
</observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN"> -
{code code="22" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1, 1. 19” codeSystemVersion="1.1" displayName="
lastMenstrualPeriodDate”/>
¢value xsi:type="1S" value="20020101"/>
{!— D.6: Last Menstrual Period Date —>
</observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="
relevantMedicalHistoryAndConcurrentConditions”/>
{component typeCode="COMP"> *
<observation classCode="0BS” moodCode="EVN">
<code code="D.7.1.x.1b" codeSystem="2.16.840. 1. 113883. 6.'163" codeSystemVersion="D.7.1.r.1a"/>
, <!— D.7.1.r.1la: MedDRA Version for Medical History #1 —>
<l— D.7.1.1. 1b: Medical History (disease / surgical procedure / etc.) (MedDRA code) #1 —>
KeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<!—D.7.1.1.2¢ Start Date #1 —>
<high value="20090101"/>
<!— D.7.1.1.4: End Date #1 —>
{/effectiveTime>
<outboundRelationship2 typeCode="COMP">
<observation classCode="0BS” moodCode="EVN">
<code code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="comment”/>
<value xsi:type="ED">D.7.1.r.5¢/valued
<!— D.7.1,r.5: Comments #1 —>
</observation> p
</outboundRelationship2>
<outboundRelationship2 typeCode="EXPL">
{observation classCode="0BS” moodCode="EVN">
<code code="38" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1.1"
displayName="familyHistory”/>
<value xzsi:type="BL” value="true”/>
<l—D.7.1.1.6: Family History #1 —>
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR"™>
<observation classCode="0BS” moodCode="EVN">
{code code="13" codeSystem="2.16. 840. 1. 113883. 3. 989, 2. 1. 1. 19" 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 classCode="0BS” moodCode="EVN">
<code code="D.7.1.r.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D.7.1.T.1a"/>
<l— D.7.1.r. 1a: MedDRA Version for Medical History #2 —>
*¢l— D.7.1. 1. 1b: Medical history (disease / surgical procedurs / etc.) (MedDRA code) #2 —>
CeffectiveTime xsi:type="IVL_TS"> )
<low value="20090101"/>
<!—D.7.1.r.2: Start Date #2 —>
<high value="20090101"/>
{!—D.7.1.r.4: End Date #2 —>
{/effectiveTime>



<outboundRelationship2 typeCode="COMP">
{observation classCode="0BS” moodCode="EVN">
<oode code="10" codeSystem="2.16.840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="comment”/>
<valué xsi:type="ED">D.7.1.r.5¢/value>
<!— D.7.1.r.5: Comments #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="EXPL™>
{observation classCode="0BS” moodCode="EVN">
<code code="38" codeSystem="2. 16.840. 1, 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="familyHistory”/>
<value xsiitype="BL” value="true”/>
<]— D.7.1.r.6: Family History #2 —>
</observation> .
</outboundRelationship2>
<inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
<code code="13" codeSystem="2. 16.840. 1. 113883, 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="continuing”/>
<value xsi:type="BL” value="true”/>
<!— D.7.1.r.3: Continuing #2 —>
</observation>
</inboundRelationship>
</observation>
</component>
. <component typeCode="COMP">
<observation classCode="0BS” moodCode="EVN">
<code code="18" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
historyAndConcurrentConditionText”/>
<value xsi:type="ED">D.7.2<{/value>
¢l— D.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction /
event) —>
{/observation>
</component>
<component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
concomitantTherapy”/>

<value xsi:type="BL” value="true”/> -
<!— D.7.3: Concomitant Therapies —>
{/observation>
</component>
{/organizer>

{/subject0£2>
<subjectOf2 typeCode="SBJ">
{organizer classCode="CATEGORY” moodCode="EVN">
<code code="2" codeSystem="2.16.840.1.113883. 3. 989, 2. 1. 1. 207 codeSystemVersion="1.0" displayName="drugHistory”
/>
<component typeCode="COMP™>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<effectiveTime xsi:type="IVL TS™>
<low value="20090101"/>
<!— D.8.r.4: Start Date #1 —>
<high value="20090101"/>
¢!~ D.8.r.5: End Date #1 —>
</effectiveTime>
<consumable typeCode="CSM™> ’
<instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{code code="D.8.r.2b” codeSystem="TBD-MPID” codeSystemVersion="D.8.1.2a"/>
<!— D.8.r.2a: MPID Version Date / Number #1 —>
¢<}— D.8.1.2b: Medicinal Product Identifier (MPID) #1 —>
<nameD. 8. r. 1{/name>
<!— D.8.r.1: Name of Drug as Reported #1 —>
</kind0fProduct>
</instance0fKind>
{/consumable>
CoutboundRelationship2 typeCode="RSON">
{observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2.16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="indication”/> ’
<value xsi:type="CE” code="D.8.T.6b" codeSystem="2.16. 840, 1, 113883. 6. 163" codeSystemVersion="
D.8.1.6a"/>
¢!— D.8.1.6a: MedDRA Version for Indication #1 —>
¢l— D.B.r.6b: Indication (MedDRA code) #1 —>
</observation>
{/outboundRelationship2>
CoutboundRelationship2 typeCode="CAUS™>
{observation classCode="0BS” moodCode="EVN">
<cods code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="Teaction”/>
{value xsi:type="CE” code="D.8.r.7b” codeSystem="2.16,840. 1. 113883. 6. 163" codeSystemVersion="
D.8.1.7a"/>



<!— D.8.r.7a: MedDRA Version for Reaction #1 —
<!— D.8.r.7b: Reaction (MedDRA code) #1 —>
</observatiorn>
{/outboundRelationship2>
{/substanceAdministration>
</component>
<component typeCode="COMP">
substanceAdministration classCode="SEADM™ moodCode="EVN"> -
CeffectiveTime xsi:type="IVL_TS"™>
<low value="20090101"/>
<{!— D.8.r.4: Start Date #2 —>
<high value="20090101"/>
<!— D.8.r.5: End Date #2 —>
</effectiveTime)
{consumable typeCode="CSM™>
<instanceOfKind classCode="INST"> N
<kindOfProduct classCode="MMAT” deéterminerCode="KIND"> ) }
{code code="D. 8.r.3b” codeSystem="TBD-PhPID” codeSystemVersion="D.8.r.3a"/>
<l— D.8.r.3a: PhPID Version Date / Number —>
<!— D.8.r.3b: Pharmaceutical Product Identifier (PhPID) #2 —>
<name>D. 8. r. 1{/name>
<I— D.8.1.1: Name of Drug as Reported #2 —>
</kindOfProduct>
</instance0fKind>
{/consumable>
<outboundRelationship2 typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="indication”/> :
<value xsiitype="CE" code="D.8.r.6b” codeSystem="2.16.840. 1. 113883.6.163" codeSystemVersion="
D.8.r.6a"/>
<!— D.8.1.6a: MedDRA Version for Indication #2 —>
<!—D.8.1.6b: Indication (MedDRA code) #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS">
<observation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/>
<value xsi:type="CE” code="D.8.r.7b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="
D.8.r.7a"/>
<!— D.8.1.7a: MedDRA Version for Reaction #2 —>
{!— D,8.1.7b: Reaction (MedDRA code) #2 —>
</observation>
{/outboundRelationship2>
{/substanceAdministration>
<{/component>
{/organizer>
</subject0f2)
<sub ject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN"> =
<code code="32" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
reportedCause0fDeath”/> .
<value zsi:type="CE” code="D.9.Z.r.1b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="D.9.2.r.1a">
<!—D.9.2.1. 1a: MedDRA Version for Reported Cause(s) of Death #1 —>
<!—D.9.2.r. 1b: Reported Cause(s) of Death (MedDRA code) #1 —>
<originalText>D. 9. 2.r. 2</originalText> -
<!—D.9.2.1.2: Reported Cause(s) of Death (free text) #1 —>
</value>
</observation>
</subject0f2>
{subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN"> ¢
<code code="32" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1” displayName="

reportedCause0fDeath”/>
<value xsi:type="CE” code="D. 9.2 r.1b" codeSystem="2. 16,840, 1. 113883. 6. 163" codeSystemVersion="D.9.2.T.1la">
<I==D.9.2.1.1a: MedDRA Version for Reported Cause(s) of Death #2 —>
<!~ D.9.2.1.1b: Reported Cause(s) of Death (MedDRA code) #2 —>
CoriginalText>D. 9. 2. r. 2{/originalText>
<I—D.9.2.1.2: Reported Cause(s) of Death (free text) #2 —>
. </value>
</observation>
<{/sub ject0f2>
<subject0f2 typeCode="SBJ">
{ohservation classCode="0BS” moodCode="EVN">
{code code="5" codeSystem="2. 16. B40. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="autopsy”/>
<value xsi:type="BL” value="true”/>
<!—D.9.3 Was Autopsy Done? —>
{outboundRelationship2 typeCode="DRIV">
{observation classCode="0BS” moodCode="EVN"> )
<code code="8" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
cause0fDeath”/>

<value xsi:type="CE". code="D.9.4.1.1b" codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystemVersion="D, 9. 4.
r.1la”>
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<!— D.9.4.1.1a: MedDRA Version for Autopsy-determined Cause(s) of Death #1 —>
¢<|— D.9.4.r.1b Autopsy-determined Cause(s) of Death’ (MedDRA code) #1 —>
<originalText>D. 9. 4. r. 2{/criginalText>
<!— D.9.4.1.2; Autopsy—-determined Cause(s) of Death (free text)} #1 —>
</value>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="DRIV">
<observation classCode="0BS” moodCode="EVN">
<code code="8" codeSystem="2. 16. 840 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
cause0fDeath”/> .
Cvalue xsi:type="CE” code="D.9.4.r.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="D.9.4.
r.1a™
¢!— D.9.4.1.1a: MedDRA Version for Autopsy—determined Cause(s) of Death #2 —>
<l— D.9.4.r. 1b Autopsy—-determined Cause(s) of Death (MedDRA code) #2 —>
<originalText>D. 9. 4. r. 2¢{/originalText>
<l— D.9.4.1.2: Autopsy-determined Cause(s) of Death (free text) #2 —>
{/value>
{/observation>
</outboundRelationship2>
</observation>
</subject0f2>
<subject0f2 typeCode="SBJ™>
{observation classCode="0BS” moodCode="EVN">
¢id root="154ebB89-958b—45f2-a02f-42d4d6F4657" />
<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="20090101"/>
<l— E.i.4: Date of Start of Reaction / Event #1 —>
<high value="20090102"/>
<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. 113883, 6. 163" codeSystemVersion="E.i.2.1a">
<!— E.i.2. 1a: MedDRA Version for Reaction / Event #1 —>
¢l— E.i.2.1b: Reaction / Event (MedDRA code) #1 —>
<originalText language="E.1i. 1. 1b"E. i. 1. 1al/originalText>
¢!— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #1 —>
X ¢l-— E.i. 1. 1b: Reaction / Event as Reported by the Primary Source Language #1 —>
</value>
<location typeCode="LOC™>
<locatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="E.i.9" codeSystem="1. 0. 3166.1.2.2"/>
¢{!— E.i.9: Identification of the Country Where the Reaction / Event Occurred #1 —>
</locatedPlace>
</locatedBntity>
</location>
CoutboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="30" codeSystem="2.16. 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED”DE.i.1.2</value>
¢l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #1 —>
{/observation>
{/outboundRelationship2> 1
{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
termHighlightedByReporter”/>
<value xsiitype="CE” code="E. i.3.1” codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 10” codeSystemVersion="
2.07/>
{!— E.i.3.1: Term Highlighted by the Reporter #1 —>
</observation>
{/outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
<observation 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”/>
<l— E.i.3.2a: Results in Death #1 —>
{/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” nullFlavor="NI"/>
<!— E.i.8.2b: Life Threatening #1 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="33" codeSystem="2. 16. 840. 1. 113883. 3. 980. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
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requiresInpatientHospitalization”/>

<value xsi:type="BL” value="true"/>
<!— E.i.3.2¢: Caused / Prolonged Hospitalisation #l —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="35" codeSystem="2.16. 840. 1. 113883. 3, 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

resultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect”/>

otherMedicallyImportantCondition”/>

outcome”/>

0"/

medicalConfirmationByHealthProfessional”/>

"R - BERT/>

codeSystemVersion="1.17/>

<value zsi:type="BL” nullFlavor="NI"/>
<l— E.i,3.2d: Disabling / Incapacitating #1—>
</observation>
</outboundRelationship2>
<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” nullFlaver="NI"/>
<{!— E.i.3.2e: Congenital Anomaly / Birth Defect #1 —>
</observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="26" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<l— E.i.3.2f: Other Medically Important Condition #1 —>
</observation>
</outboundRelationship2> .
<outboundRelationship2 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="

<value xsi:type="CE” code="E.i.7" codeSystem="2. 16.840. 1. 113883.3.989.2.1. 1, 11" codeSystemVersion="2.

<}~ E.i.7: Outcome of Reaction / Event at the Time of Last Observation #1 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
{code code="24" 'codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

.
<value xsi:type="BL” value="true”/>
<l— E.i.8: Medical Confirmation by Healthcare Professional #1 —>
</observation> .
</outboundRelationship2> ,
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> F
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1.0" displayName=

<value xsi:type="CE” code="J2.14.i” codeSystem="2.16.840. 1. 113683.3.989.5.1.3.2.1. 8"
<l— @@eJ2.14.1i K& : BEd #1 —

{/observation>
{/outboundRelationship2>

</observation>
</subject0f2)
<subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">

{id root="2baa28d6-c9e8-4e6c—93e9-5b860b3142207/>
<code code="29" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. L. 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
<!— E.i.4: Date of Start of Reaction / Event #2 —>
<width value="24" unit="E.i.6b"/>
<!— E.i.6a: Duration of Reaction / Event (number) #2 —>
<l— E.i.6b: Duration of Reaction / Event (unit) #2 —>
{/effectiveTimed
<value xsi:type="CE” c?dF*E. i.2.1b” codeSystem="2, 16, 840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a">
<|—E.i.2. la: MedDRA Version for Reaction / Event # —> 5
<l E.i.2.1b: Reaction / Event (MedDRA code) #2 —>
<originalText language="E.i.1, 1b"E i, 1 la</erizinalText>
<}— E.i. 1l la: Reaction / Event as Reported by the Primary Source in Native Language #2 —>
<}— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #2 —>
</value>
<location typeCode="LOC™>
<locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="E.1i.9” codeSystem="1.0, 3166.1.2.2"/>
<!— 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">
<cods code="30" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED"E.1i.1.2</value>
<l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
(code code="37" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1" displaylName="
termHighlightedByReporter”/>
(value xsiitype="CE” code="E.i.3.1” codeSystem="2.16.840, 1. 113883. 3.989. 2. 1. 1. 10” codeSystemVersion="

2.07/>
¢}~ E.i.3.1:Term Highlighted by the Reporter #2 —>
{/observation> .
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation 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 xzsi:type="BL” value="true”/>
¢l— E.i.3.2a: Results in Death #2 —>
{/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” nullFlavor="NI"/>
<!— E.i.3.2b: Life Threatening #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
. {code code="33" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/>
’ . <value xsi:type="BL” value="true”/>
. <l— E.i.3.2¢: Caused / Prolonged Hospitalisation #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
{code code="35" codeSystem="2. 16. B40. 1. 113883.3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value x&i:type="BL” nullFlavor="NI"/>
¢|— E.i.3.2d: Disabling / Incapacitating #2 —>
</observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT”>
<observation classCode="OBS” moodCode="EVN">
<code code="12" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI"/>
¢l— E.i.3.2e: Congenital Anomaly / Birth Defect #2 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN">
<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.8.2f: Other Medically Important Condition #2 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 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="
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: Outcome of Reaction / Event at the Time of Last Observation #2 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code 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 Professional #2 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
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codeSystemVersion="1. 1"/>

<code code="11" codeSystem="2. 16. 840. 1. 113883, 3. 989. 5.1.3.2.1. 10" codeSystemVersion="1.0" displayName=
<value zsi'type="CE” code="J2.14.i" codeSystem="2. 16. 840. 1. 113883.3.989.5.1,3.2.1.8"

<l— @eeIz. 14. i k4 - B 2 —>
</observation> _ .

<{/outboundRelationship2>
. {/observation>
</subject0£2>
<subjectOf2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVYN">
<id root="3a8626cb-9f1b-4ea8-8a0f-e0ff34430adf”/>
<eode code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="reaction”/>

Ve .

KeffectiveTime xsi:type="IVL_IS™>

<width value="24" unit="E.i.6b"/>

<l— E.i.6a: Duration of Reaction / Event (number) #3 —>
<!— E.i.6b: Duration of Reaction / Event (unit) #3 —>
<high value="20101201"/>

<|— E.i.5: Date of End of Reaction / Event #3 —>

{/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 / Event #3 —>

<!— E.i.2.1b: Reaction / Event (MedDRA code) #3 —>

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

<l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #3 —>
<l— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #3 —>

{/value>
<location typeCode="LOC">

<locatedEntity classCode="LOCE”>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="E,i.9" codeSystem="1.0.3166.1.2.2"/>
{!— E.i.9: Identification of the Country Where the Reaction / Event Occurred #3 —>
</locatedPlace>
</locatedEntity>

</location>
<outboundRelationship2 typeCode="PERT">

reactionForTranslation”/>

{observation classCode="0BS” moodCode="EVN">
<{code code="30" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

{value xsi:type="ED")E.1i.l.2<{/value>
<l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #3 —>
{/observation>

{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>

termHighlightedByReporter”/>

2.07/>

<observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16. 840, 1. 113883. 3, 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<yalue xsi!tpr”CE” code="E. i.3. 17 codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 10” codeSystemVeraion="

[N
<!~ E.i.3.1:Term Highlighted by the Reporter #3 —>
{/observation>

</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>

resultsInDeath”/>

{observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<l— E.i.3.2a: Results in Death #3—>
{/observation> .

</outboundRelationship2>
{outboundRelationship2 typeCode="PERT”>

isLifeThreatening”/>

{observation classCode="0BS” moodCodo—"EVN">
{code code="21" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="

<value xsi:type="BL” nullFlavor="NI"/>
<l— E.i.3.2b: Life Threatening #3 —>
{/observation>

</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">

requiresInpatientHospitalization”/>

{observation classCode="0BS” moodCode="EVN">
<code code="33" codeSystem="2. 16. 840. 1. 113883. 3, 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<I— E.i.3.2c: Caused / Prolonged Hospitalisation #3 —>
{/observation>

{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>

resultsInPersistentOrSignificantDisability”/>

<observation classCode="0BS” moodCode="EVN">
<code code="35" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” nullFlavor="NI"/>

<!— E.i,3.2d: Disabling / Incapacitating #3 —>
{/observation>
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congenitalAnomalyBirthDefect”/>

otherMedicallyImportantCondition”/>

outcome”/>

0"/>

medicalConfirmationByHealthProfessional”/>

"SR - BRAT />

codeSystemVersion="1.1"/>

</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="12" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1.1" displayName="

<value xsi:type="BL” nullFlavor="NI1"/>
<}— E.1i.3.2e: 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. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<l— E.i.3.2f: Other Medically Important Condition #3 —>
{/observationd
{/outboundRelationship2>
<outboundRelationship2 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="

<value zsi:type="CE” code="E.i.7” codeSystem="2.16. 840. 1. 113883. 3. 989.2. 1. 1. 11” codeSystemVersion="2.

<l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

<value xsi:type="BL” value="true”/>
¢l— E.1i.8: Medical Confirmation by Healthcare Professional #3 ~—>
{/observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName=

<value xsi:type="CE” code="J2.14.i" codeSystem="2. 16. 840.1.113883.3.989.5.1.3.2.1.87
<l— 008J2.14.1 F5n - B #3 —>

</observation>
</outboundRelationship2>

{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">

reactionForTranslation”/>

<id root="2e99840f-08b4-499c-B0ff-ddB415f4f8a5"/>
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

CeffectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="IVL_TS">
<low value="20090101"/>
<}— E.i.4: Date of Start of Reaction / Event #4 —>
<high value="20101201"/>
¢l— E.i.5: Date of End of Reaction / Event #4 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<width value="24" unit="E.1i.6b"/>
<!— E.i.6a: Duration of Reaction / Event (number) #4 —>
<!— E.i.6b: Duration of Reaction / Event (unit) #4 —>
{/comp>
</effectiveTime>
¢value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a">
<!— E.i.2.la: MedDRA Version for Reaction / Event #4 —>-
¢!— E.i.2.1b: Reaction / Event (MedDRA code) #4 —>
{originalText language="E.1i.l.1b">E. i.l.1a</originalText>
¢l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #4 —>
<l— E.i.1.1b: Reaction / Event as Reported 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"/>
<l— E.i.9: Identification of the Country Where the Reaction / Event Occurred #4 —>
</locatedPlace>
{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="30" codeSystem="2. 16. 840. 1. 113883. 3.989.2.1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type="ED"DE. 1i.1.2</value>
<{l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #4 —>
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{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="37" codeSystem="2. 16, 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
termHighlightedByReporter”/>
{value xsi:type="CE” code="E.i.3.1" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 10" codeSystemVersion="
2.07/>
<!— E.i.3.1:Term Highlighted by the Reporter #4 —>
{/observation> '
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="34" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemnVersion="1.1" displayName="
resultsInDeath”/>
{value xsi:type="BL” value="true”/>
<l— E.i.3.2a: Results in Death #4 —
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERI”)>
<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” nullFlavor="NI"/>
<{!— E.i.3.2b: Life Threatening #4 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN™>
{code code="33" codeSystem="2, 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1” displayName="

requiresInpatientHospitalization”/>
<value xsi:type="BL” value="true”/>
<!— E.1.8.2¢c! Caused / Prolonged Hospitalisation #4 —>
</observation)
</outboundRelationship2>
<outboundRelationship2 typeCode="PERI”>
<observation 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 xsi:type="BL” nullFlavor="NI"/>
¢!— E.i.3.2d: Disabling / Incapacitating #4 —>
{/cbservation>
</outboundRelationship2>
<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" displayNeme="
congenitalAnomalyBirthDefect”/> g
<value xsi:type="BL” nullFlavor="NI"/>
<¢|— E.i.3.2e: Congenital Anomaly / Birth Defect #4 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{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”/>
<!— E.i.3.2f: Other Medically Important Condition #4 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codsSystemVersion="1.1" displayName="
outcome”/>
<value xsi:type="CE” code="E.1i.7" codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 11” codeSystemVersion="2.
07/>
<lI— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="24" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. L. 1. 197 codeSystemVersion="1.1" displayName="
medicalConfirmationByHealthProfessional”/>
Cvalue xsiitype="BL” value="true”/> )
<!— E.i.8: Medical Confirmation by Healthcare Professional #4 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN”) :
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1. 0" displayName=
"SR - BEAT/>
<value zsi:type="CE” code="J2.14.1i" codeSystem="2.16.840. 1. 113883. 3. 989.5.1.3.2. 1. 8"
codeSystemVersion="1.17/>
<1— @B86J2.14. 1 KA - BEA #4 —
</observation>
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</outboundRelationship2>
</observation>
</subject0f2> .
<subject0f2 typsCode="SBJ">
v <observation classCode="0BS” moodCode="EVN">
<id Toot="1071064c—cf10-4a3b-83c1-34f9ddb7eabd”/>
<code code="20" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

. <effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<|— E.i.4: Date of Start of Reaction / Event #5 —>
</effectiveTime>
<value xsi:type="CE” code="E.1i.2.1b" codeSystem="2.16.840: 1. 113883.6.163" codeSystemVersion="E.i.2.1a">
¢!— B.i.2.1a: MedDRA Version for Reaction / Event #5 —> -
¢{1— E.i.2.1b: Reaction / Event (MedDRA code) #5 —>
CoriginalText language="E.1i. 1. 1b">E.i. 1. 1a{/originalText>
¢}— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #5 —>
¢1— E.i.1. 1b: Reaction / Event as Reported by the Primary Source Language #5 —>
</value> )
<location typeCode="LOC™>
<locatedBntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="E. 1.9" codeSystem="1.0.3166.1.2.27/>
¢!— E.i.9: Identification of the Country Where the Reaction / Event Occurred #5 —>
</locatedPlace>
{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
Ccode code="30" codeSystem="2. 16. 840. 1. 113883. 3,989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED")E.i.1.2</value>
¢l— E.1i.1.2: Reaction / Event as Reported by the Primary Source for Translation #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation 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 xsi:type="CE” code="E.i.3.1" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 10” codeSystemVersion="
2.07/>
¢l— E.1.3.1:Term Highlighted by the Reporter #5 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation 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 #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” mocdCode="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” nullFlavor="NI"/>
¢l— E.i.3.2b: Life Threatening #5 —>
</observation)
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
¢code code="33" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2, 1. 1. 19” codeSystemVersion="1.1" displayName="
requiresInpatientHospitalization”/> :
<value xsi:type="BL” value="true”/>
(}— E.1i.3.2c: Caused / Prolonged Hospitalisation #5 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCodé="EVN">
¢code code="35" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability”/>
<value xsiitype="BL” nullFlavor="NI"/>
<!— E.i.3.2d: Disabling / Incapacitating #5 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCods="0BS” moodCode="EVN">
<code code="12" codeSystem="2. 16. 840. 1. 113883. 3.980. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI"/>
¢l— E.i.3.2e: Congenital Anomaly / Birth Defect #5 —>
{/observation>
</outboundRelationship2>

- 15 -



<outboundRelationship2 typeCode="PERT”> .
<observation classCode="0BS” moodCode="EVN">
<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”/>
<I— E.i.3.2f: Other Medically Important Condition #5 —>
{/observation> .
</outboundRelationship2>
<outboundRelationship2 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="
outcome”/>
<value xsi:type="CE” code="E.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 #5 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1” displayName="
medicalConfirmationByHealthProfessional”/>
<value zsi:type="BL” value="true”/>
<l— E.i.8: Medical Confirmation by Healthcare Professional #5 —>
{/observationd
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16. 840, 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName=
"k - BB/
<value xsi:type="CE” code="J2.14.i" codeSystem="2. 16, 840. 1. 113883. 3, 989.5.1.3.2.1.8"
codeSystemVersion="1. 1\"/ >
<I— @@@J2.14.i ki - BEjm #5 —>
{/observation>
{/outboundRelationship2>
{/observation>
{/subject0f2)>
<subject0t2 typeCode="SB]">
<observation classCode="0BS” moodCode="EVN™>
<id root="1£Y27283-10b6-4334-9d43-e925640fb185" />
{code code="29" codeSystew="2. 16.840. 1. 113883, 3, 989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>
<effectiveTime xsi:type="IVL_TS"> ’
<high value="20090101"/>
<! E.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. i.2. 1a">
<!— E.1i.2.1a: McdDRA Version for Reaction / Event #6 —->
<l— E.i.2.1b: Reaction / Event (MedDRA code) #6 —>
<originalText language="E.i.l.1b™E.1i. 1. 1lal/originelText> .
<{!— E.i.1.1la: Reaction / Event as Reported by the Primary Source in Native Language #6 —>
<{!— E.i.1.1b: Reaction / Event as Reported by the Primary Source Langusge #6 —>
</value> .
{location typeCode="LOC">
<locatedEntity classCode="LOCE”>
i ClocatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="E. i.9" codeSystem="1.0.3166. 1. 2.2"/>
<l— E.i.9: Identification of the Country Where the Reaction / Event Occurred #6 —>
</locatedPlace>
</locatedEntity>
</location>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="30" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1, 19" codeSystenVersion="1.1” displayName="
reactionForTranslation”/>
<value xsi:type="ED”DE.1i.1.2</valued .
<!— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #6 —)
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT")>
<observation classCode="0BS” moodCode="EVN">
{code code="37" codeSystem="2.16. 840. 1, 113883. 3, 989. 2. 1. 1. 197 codeSystenVersion="1, 1" displayName="
termHighlightedByReporter”™/> *
<value xsi:type="CE” code="E.i.3.1" codeSystem="2.16.840, 1. 113883, 3,989, 2, 1. 1, 10” codeSystemVersinn="
2.0"/> . .
<l— E.i.3.1:Term Highlighted by the Reporter #6 —>
</observationd
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation 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”/>
<{I— E.i.3.2a: Results in Death #6 —>
{/observation>
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</outboundRelationship2>
{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="21" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 197 codeSystemVersion="1.1" displayName="
isLifeThreatening”/>
<value xsi:type="BL” nullFlavor="NI"/>
¢l— E.i.3.2b: Life Threatening #6 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="33" codeSystem="2.16. 840, 1. 113883. 3.989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="
requiresInpatientHospitalization”/>
¢value xsi:type="BL” value="true”/>
<!— E.1i.3.2¢: Caused / Prolonged Hospitalisation #6 —>
{/observation>
{/outboundRelationship2>
CoutboundRelationship2 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 xsi:type="BL” nullFlavor="NI"/> .
<l— E.i.3.2d: Disabling / Incapacitating #6 —>
</observation>

{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="12" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. L. 1. 18" codeSystenVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
(value xsi:type="BL” nullFlavor="NI"/>
<!— B.1i.3.2e: Congenital Anomaly / Birth Defect #6 —>
{/obsetvation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
(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.1i.3.2f: Other Medically Important Condition #6 —>
{/observation> '
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="
outcome”/> -
¢value xsi:type="CE” code="E.i.7" codeSystem="2.16.840. 1. 113883.3.989.2.1.1. 11" codeSystemVersion="2.
07/ ‘ .
¢l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #6 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
Coode 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 Professional #6 —>
</observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3.989.5.1. 3. 2. 1. 10” codeSystemVersion="1.0" displayName=
"F5m - BT/
- (value xsi:type="CE” code="J2.14.i" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.8"
codeSystemVersion="1.17/>
<!— @8@J2. 14. i ki - BE&n #6 —>
</observation>
</outboundRelationship2>
</observation>
</subject0f2>
<subject0f2 typeCode="SB]”>
Cobservation classCode="0BS” moodCode="EVN™>
¢id root="e0342969-38be—423f~b6bb—cel4bc279d8e”/>
(code code="29" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

CeffectiveTime xsi:type="IVL_TS">
(width value="24" unit="E.i.6b"/>
¢!— E.i.6a: Duration of Reaction / Event (number) #7 —>
¢{— E.i.6b: Duration of Reaction / Event (unit) #7 —>
{/effectiveTime>
<yalue xsi:type="CE” code="E.i.2.1b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a">
* ¢l— E.i.2.1a: MedDRA Version for Reaction / Event #7 —>
¢!— E.i.2.1b: Reaction / Event (MedDRA code) #7 —>
CoriginalText language="E.i. 1. 1b"E. 1. 1. la{/originalText>
¢l— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #7 —>
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reactionForTranslation”/>

termHighl ightedByReport‘er'/ >

2.07/>

resultsInDeath”/>

isLifeThreatening”/>

requiresInpatientHospitalization”/>

<!— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #7 —>
{/value>
{location typeCode="LOC">
<locatedEntity classCode="LOCE”>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="E.i.9” codeSystem="1.0.3166.1.2.2"/>
<!1— E.i.9: Identification of the Country Where the Reaction / Event Occurred H7 —>
{/locatedPlace>
</locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
{code code="30" codeSystem="2.16. 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayNeme="

<value xsi:type="ED")E.1i. 1. 2</value> :
¢!— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #7 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 10" codeSystemVersion="

<!— E.i.3.1:Term Highlighted by the Reporter #7 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="34" codeSystem="2, 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<!— E.i.3.2a: Results in Death #7 —>
{/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” codeSystenVersion="1.1" displayName="

<value xsi:type="BL” nullFlavor="NI"/>
<l— E.i.3.2b: Life Threatening #7 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="33" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
¢!— E.i.3.2c: Caused / Prolonged Hospitalisetion #7 —
{/observation>
{/outboundRelationship2>
<outboundRelationship2 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”/>

congenitalAnomalyBirthDefect”/>

otherMedicallyImportantCondition”/>

outcome”/>

07/

<value xsi:type="BL” nullFlavor="NI"/>
<!— E.i.3.2d: Disabling / Incapacitating #7 —>
{/observation®
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
Cobservation classCode="0BS” moodCode="EVN"> .
{code code="12" codeSystem="2.16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="

<value xsi:type="BL” nullFlavor="NI"/>
<l— E.1i.3.2e: Congenital Anomaly / Birth Defect #7 —>
{/observation)
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="26" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<!— E.i.3.2f: Other Medically Important Condition #7 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT"> .
- Cobservation classCode="0BS” moodCode="EVN"> .
<code code="27" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1.1" displayName="

2

<value xsi:type="CE” code="E.i.7" codeSystem="2, 16. 840. 1. 113883, 3.989. 2. 1. 1. 11" codeSystemVersion="2.
<I— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #7 —>

{/observation>
{/outboundRelationship2>

- 18 -



<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVYN">
<code 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”/>
¢!— E. i.8: Medical Confirmation by Healthcare Professional #7 —>
- </observation> '
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
{code code="11" codeSystem="2. 16. 840, 1. 113883. 3.989. 5. 1. 3.2, 1. 10" codeSystemVersion="1. 0" displayName=
TSR - BEAT/>
<value xsi:type="CE” code="J2.14.1” codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2. L. 8"
codeSystemVersion="1.1"/>
<1— @eeyz. 14.1i Kk - BExn #7T —
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2>
<subject0f2 typeCode="SB]">
<observation classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443e0"/>
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

».\(effectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="IVL_TS™>
<low value="20090101"/>
{!— E.i.4: Date of Start of Reaction / Event #8 —>
<width value="24" unit="E.i.6b"/>
<l— B.i.6a: Duration of Reaction / Event (number) #8 —>
<|— E.1i.6b: Duration of Reaction / Event (unit) #8 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
¢high value="20101201"/>
¢l— E.i.5: Date of End of Reaction / Event #8 —>
{/comp>
</effectiveTime>
<value xsi:type="CE” code="E.i.2.1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="E. i.2.1a">
¢!— E.i.2.1a: MedDRA Version for Reaction / Event #8 —>
<|— E.i.2.1b: Reaction / Event (MedDRA code) #8 —>
CoriginalText language="E.i. 1. 1b">E. i. 1. la{/originalText>
<!— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #8 —>
<l— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #8 —>
</value>
<location typeCode="LOC">
<locatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>
¢!— E.i.9: Identification of the Country Where the Reaction / Event Occurred #8 —>
{/locatedPlace>
</locatedEntity>
</location>
<outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN">
<code code="30" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
reactionForTranslation”/> :
<value xsi:type="ED”E.1i.1.2<{/value>
<l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="
termHighlightedByReporter”/>
<value xsi:type="CE” code="E.i.3.1” codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 10" codeSystemVersion="
2.0°/> ]
<!— E.i.3.1:Term Highlighted by the Reporter #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation 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 #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”> .
Cobservation classCode="0BS” moodCode="EVN"> i
<code code="21" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
isLifeThreatening”/>
(value xsi:type="BL” nullFlavor="NI"/>
¢|— E.i.3.2b: Life Threatening #8 —>
{/observation>
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requiresInpatientHospitalization”/>

resultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect”/>

otherMedicallyImportantCondition”/>-

outcome”/>

0"/>

</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
<code code="33" codeSystem="2.16.840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

<value xsi:type="BL” value="true”/>
<1— E.1i.3.2¢c: Caused / Prolonged Hospitalisation #8 —>
{/observation>
{/outboundRelationship2> ‘
<outboundRelationship2 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="

<value xsi:type="BL” nmullFlavor="NI"/>
<!— E.i.3.2d: Disabling / Incapacitating #8 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989."2. 1. 1. 19” codeSystenVersion="1.1" displayName="

<value zsi:type="BL” nullFlavor="NI"/>
<!— E.i.3.2: Congenital Anomaly / Birth Defect #8 —>
{/observation>
<{/outboundRelationship2>
<outboundRelationship2 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="

<value xsi:type="BL" value="true"/>
<l— E.1i.3.2f: Other Medically Important Condition #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 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="

<value xsi:type="CE". code="E.i.7” codeSystem="2.16.840.1.113883.3.989.2.1.1. 11" codeSystemVersion="2.

<!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERI”>
{observation classCode="0BS” moodCode="EVN">
{code code="24" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

medicalConfirmationByHealthProfessional”/>

"ARA - BE&7/>

codeSystenVersion="1.1"/>

<value xsi:type="BL” value="true"/>
<!— E.i.8: Medical Confirmation by Healthcare Professional #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS" moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989, 5. 1, 3. 2. 1. 10" codeSystemVersion="1. 0" displayName=

<value xsi:type="CE" code="J2.14.1i" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.8"

<l— @08J2.14.1 5R%n0 - BE& #8 —>
{/observation> :
{/outboundRelationship2>
</observation>

{/subject0f2>
<subject0f2 typeCode="SB]”>

Corganizer classCode="CATEGORY” moodCode="EVN">
{code code="3" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 20” codeSystemVersion="1.0" displayName="

testsAndProceduresRelevantToTheInvestigation”/>

0"/>

<component typeCode="COMP">
{observation classCode="0BS” moodCode="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 #1 —>
<{!— F.1.2.2b: Test Name (MedDRA code) #1 —>
<originalText>F.r. 2. 1{/originalText>
!— F.1.2.1: Test Name (free text) #1 —>

</code>

ellecliveTime valus-"20090101"/%

<l— F.1.1: Test Date #1 —>

<value xsi:type="IVL_PQ™>
<center value="10" unit="mg/d1"/>
<l— F.1.3.2: Test Result (value / qualifier) #1 —>
<l— F.r.3.3: Test.Result (unit) #1 —>

</value> B .

‘ <interpretationCode code="F.r.3.1” codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 12" codeSystemVersion="2.

<I— F.1.3.1: Test Result (code) #1 —>
<referenceRange typeCode="REFV™>
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{observationRange classCode="0BS” moodCode="EVN.CRT">
<value xsi:type="PQ” value="40" unit="mg/d1"/>
<!— F.r.4: Normal Low Value #1 —> :
<interpretationCode code="L" codeSystem="2.16.840. 1. 113883, 5. 83"/>
</observationRange>
{/referenceRange>
{referenceRange typeCode="REFV”>
{observationRange classCode="0BS” moodCode="EVN.CRT">
<value zsi:type="PQ° value="110" unit="mg/dl1"/>
. ¢!— F.r.5: Normal High Value #1—>
(interpretationCode code="H" codeSystem="2.16. 840, 1. 113883. 5.83"/>
</observationRange>
{/referenceRange>
<outboundRelationship2 typeCode="PERT"™>
<observation classCode="0BS" moodCode="EVN">
{eode code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="comment”/>
<value xsi:type="ED">F.r. 6</valued
<!— F.r.6: Comments (free text) #1 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN">
<code code="25" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="moreInformationAvailable”/>
<value xsi:type="BL” value="true”/>
{|—F.r.7: More Information Available #i1l —>
{/observation>
{/outboundRelationship2>
{/observation>
</component>
<{component typeCode="COMP™> -
{observation classCode="0BS” moodCode="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 #2 —>
{!— F.r.2.2b: Test Name (MedDRA code) #2 —>
<originalText>F. r. 2. 1{/originalText>
<l— F.r.2.1: Test Name (free text) #2 —>
{/code> .
CeffectiveTime value="20090101"/>
¢!— F.r.1: Test Date #2 —>
¢value xsi:type="IVL_PQ™>
<low nullFlavor="NINF"/>
<high value="10" unit="mg/d1” inclusive="false”/>
</value>
¢l— F.r.3.2: Test Result (value / qualifier) #2 —>
¢l— F.r.3.3: Test Result (unit) #2 —>
<!— LT 10 mg/dl #2 —
{/observation>
</component>
{component typeCode="COMP"> ‘
<observation classCode="0BS” moodCode="EVN">
<code code="F.r.2.2b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="F.r.2. 2a">
<l— 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>
<l— F.r.2.1: Test Name (free text) #3 —
</code>
effectiveTime value="20090101"/>
¢l— F.r.1: Test Date #3 —>
{value xsi:type="IVL_PQ">
<low nullFlavor="NINF"/>
<high value="10" unit="mg/d1l” inclusive="true”/>
</value> :
<{|— F.1.3.2: Test Result (value / qualifier) #3 —>
{!— E.1.3.3: Test Result (unit) #3 —>
<l— LE 10 mg/dl #3—>
</observation>
</component>
{component typeCode="COMP">
<observation classCode="0BS" moodCode="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 —>
{!— F.r.2.2b: Test Name (MedDRA code) #4 —>
<originalText>F. r. 2. 1</originalText>
¢l— F.r.2.1: Test Name (free text) #4 —>
</code>
<effectiveTime value="20090101"/>
¢!— F.r.1: Test Date #4 —>
<value xsi:type="IVL_PQ™>
<low value="10" unit="mg/dl” inclusive="false”/>
<high nullFlavor="PINF"/>
</value>
¢l~— F.r.3.2: Test Result (value / qualifier) #4 —>
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{l— F.1.3.3: Test Result (unit) #4 —>
<I— GT 10 mg/dl #4 —>
{/observation>
<{/component>
<component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
{code code="F.r.2.2b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="F.r.2. 2a">
<l— F.r.2.2a: MedDRA Version for Test Name #5 —>
<!— F.1.2.2b: Test Name (MedDRA code) #5 —>
<originalText>F. r. 2. 1</originalText>
{!— F.r.2.1: Test Name (free text) #5 —>
</code>
<effectiveTime value="20090101"/>
{l— F.r.1: Test Date #5 —>
<value xsi:type="IVL_PQ">
<low value="10" unit="mg/dl” inclusive="true”/>
<high nullFlavor="PINF"/>
{/value>
{I— F.r.3.2: Test Result (value / qualifier) #5 —>
<l— F.r.3.3: Test Result (unit) #5 —>
<}— GE 10 mg/dl #56 —>
</observation>
<{/component>
<component typeCode="COMP"> - -
{observation classCode="0BS” moodCode="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 #6 —>
<!= F.r.2.2b: Test Name (MedDRA code) #6 —>
<originalText>F. r. 2. 1</originalText>
<!— F.1.2.1% Test Name (free text) #6 —>
</code>
<effectivelime value="20090101"/>
{}— F.r.1: Test Date #6 —>
{value xsi:type="ED”>F.r. 3. 4</value>
{l— F:r.3.4: Result Unstructured Data (free text) #6 —>
{/observation® ' ’
</component>
{/organizer>
{/subject0f2>
<subject0f2 typeCode="SBJ">
<organizer classCode="CATEGORY” moodCode="EVN"> .
<code code="4" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2, 1. 1. 20" codeSystenVersion="1.0" displayName="
drugInformation”/>
<!— G.k Drug(s) Information (repeat as necessary) #1 —>
<component typeCode="COMP">
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30-67671b0cTIed”/>
{consumable typeCode="CSM™>
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{code code="G.k.2.1.1b" codeSystem="TBD-MPID” codeSystemVersion="G.k.2.1.1a"/>
<!— G.k.2.1. 1a: MPID Version Date / Number #1 —>
<!— G.k 2.1.1b: Medicinal Product Identifier (MPID} #1 —>
<name>G. k. 2. 2</name>
{!— 6.k.2.2: Medicinal Product Name as Reported by the Primary Source #1 —>
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SB]">
<approval classCode="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="ORG" determinerCode="INSTANCE™>
<name>G. k. 3. 3</name>
{!— G.k.3.3: Name of Holder / Applicant #1 —>
</playingOrganization>
{/role>
</holder>
<author typeCode="AUT”>
{territorialAuthority classCode="TERR">
; 3 <{territory classCode="NAT" determinerCode="INSTANCE">
. <code code="G.k 3.2" codeSysteir="1.0. 3166. 1.2.27/>
<I=— 6,k 3,2¢ Country of Awthorisation / Avnlication #1 —>
{/territory>
{/territorialAuthority>
{/author>
<pertinentInformation typeCode="PERT”>
<policy classCode="POLICY” moodCode="EVN"> F
<code code="J2. 5. k" codeSystem="2. 16. 840. 1. 113883. 3. 989, 5.1.3.2. 1. 4"
codeSystemVersion="1.1"/>
<1 080J2.5.k: —MXAEREEOY X7 K% #1 —>
{/policy> '
{/pertinentInformation> -
</approval>
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codeSystemVersion="1. 0" displayName="3EHKHZEDRIESL"/>

2.1.3” codeSystemVersion="1.1"/>

2a"/>

#1-1 —>

2a"/>

#1-2 —>

displayNeme="retailSupply”/>

Obtained #1 —>

0" displayName="—fXFERSHDAFERE"/>

codeSystemVersion="1.1"/>

</subject0f>
<subjectOf typeCode="SB]">
{characteristic classCode="0BS” moodCode="EVN™>
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989.5.1.3. 2. 1. 10"

{value xsi:type="CE” code="J2.4.k" codeSystew="2. 16.840. 1. 113883. 3. 989.5. 1. 3.

<I— 680]2. 4. k: FERLEOWRIES #1 —>
{/characteristic>
{/subject0f>
{/asManufacturedProduct>
<asSpecializedKind classCode="GEN">
<generalizedifaterialKind classCode="MAT” determinerCode="KIND">
{code>
{originalText>J2. 12¢/originalText>
<I— @eJz. 12: EBBAES —
</code>
</generalizedfaterialKind>
{/asSpecializedKind>
<ingredient classCode="ACTI">
{guantity>
<numerator value="10" unit="G.k 2.3.r.3b"/>
<l— 6.k 2.3.1.3a: Strength -(number) #1-1 —>
¢!— 6.k 2.3.1.3b: Strength (unit) #1-1 —> °
<denominator value="17/>

</quantity>
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
<code code="G.k. 2.3.r.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r.

¢l— G.k 2.3.r.2a: Substance / Specified Substance TermID Version Date / Number

¢(!— G.k 2.3.r.2b: Substance / Specified Substance TexrmID #i-1 —>
<name>G. k. 2. 3. r. 1<{/name> '
¢(l— G.k 2.3.1.1: Substance / Specified Substance Name #1-1 —>
</ingredientSubstance>
</ingredient>
<ingredient classCode="ACTI">
<quantity>
{numerator value="10" wnit="G.k 2.3.r.3b"/>
<!— G.k 2.3.r.3a: Strength (number) #1-2 —>
<!— 6.k 2.3.1.3b: Strength (unit) #1-2 — '
<denominator value="17/>

</quantity>
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
<code code="G.k 2.3.r.2b"” codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.1.

<{!— G.k.2.3.7.2a: Substance / Specified Substance TermID Version Date / Number

¢l— G.k 2.3.x.2b: Substance / Specified Substance TermID #1-2 —>
<name>G. k. 2. 3. r. 1{/name>
<!— G.k 2.3.1.1: Substance / Specified Substance Name #1-2 —>
</ingredientSubstance>
{/ingredient>
</kindOfProduct>
<subjectOf typeCode="SBJ">
<productEvent classCode="ACT” moodCode="EVN"> -
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1.0"

<performer typeCode="PRF™>
<assignedEntity classCode="ASSIGNED">
<representedOrganization classCode="ORG” determinerCode="INSTANCE™>
<addr>
{country>G. k. 2. 4</country>
{]— G.k. 2.4: Identification of the Country Wheré the Drug Was

</addr>
{/representedOrganization>
</assignedEntity>
{/performer>
</productEvent>
{/subject0f>
<subjectOf typeCode="SBJ"> )
{observationfvent classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2.16. 840. 1. 113883. 3.989.5. 1. 3. 2. 1. 10" codeSystemVersion="1.

{value xsi:type="CE" code="J2. 6. k” codeSystem="2. 16. 840. 1. 113883.3.989.5.1.3.2.1.57
<1— 08@72.6.k:, —AERKDOAFEE #1 —

{/cbservationEvent>
</subjectCf>

</instance0fKind>

</consumable>

<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
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Event (number) Drug #1, Reaction #1 —>

Event (unit) Drug #1, Reaction #1 —

Drug #1, Reaction #1 —>

Drug #1, Reaction #1 —>

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

L
Event (unit) Drug #1, Reaction #2 —>

Drug #1, Reaction #2 —>

Drug #1, Reaction #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, Reaction #4 —>

Event (unit) Drug #1, Reaction #4 —>

Drug #1, Reaction #4 —>

Urug #1, Heaction #4 —>

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

Event (unit) Drug #1, Reaction #5 —>

<!— 6.k 9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

<!— 6.k 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS” moodCode="EVN">
<id root="1546h889-858b-45f2-a02f-42d4d6£4657E"/>

</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>

(pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<I— 6.k 9.i.3.2a: Time Interval between Last Dose of Drug

<!~ 6.k 9.1.3.2b Time Interval betwsen Last Dose of Drug

<actReference classCode="0BS” moodCode="EVN™>
<id root="154eb889-958b-45£2-a02f-42d4d6£4657F" />

</actReference)
</outboundRelationshipl>
{outboundRelationshipl typeCode="SAS">

{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
<!— G.k.9.i.3.1a: Time Interval between Beginning of Drug

<!— G.k.9.i.3.1b: Time Interval between Beginnin}of Drug

<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-H3e9-5b860b314220”/>

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

<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
{!— 6.k 9.i.8.2a: Time Interval between Last Dose of Drug

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)

{!— 6.k 9.i.8.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c—-93e9-5b860b314220” />

</aciReference>
</outboundRelationshipl>
{outboundRelationshipl typeCode="SAS5”>

{pauseQuantity value="10" unit="G.k 9.i.3.1b"/>
{!— G.k.9.i.3.1a: Time Interval between Beginning of Drug

{!— G.k.9.i.3.1b: Time Interval between Beginning of Drug

<actReference classCode="0BS” moodCode="EVN">
<id root="3a8626cb—9f1b-4eaB-8a0f-e0ff34430adf”/>

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

{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<!I— G.k.9.i,3.2a: Time Interval between Last Dose of Drug

<!— 6.k 9.i.3.2b: Time Interval betwesn Last Dose of Drug

<actReference classCode="0BS” moodCode="EVN">
<id root="3a8626cb—9f1b~4ea8-8a0f-e0ff34430adf”/>

</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>

<pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<l— 6.k 9.i.3.1a: Time Interval betwsen Beginning of Drug

<-!— G.k 9.1.3,1b: Time Ir_nterval between Beginning of Drug

<actReference classCode="0BS” moodCode="EVN">
<id root="2e99840f-08b4-499c-80ff-dd8415F4f8a5"/>

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

{pauseQuantity value="10" unit="G.k. 9.i.3.2b"/>
{I— G.k'9.i.3.2a: Time Interval between Last Dose of Drug

{!— G.k.9.i.3.2b: Time Interval between Last Dose of Drug

CactReference classCode="0BS” moodCode="EVN">
{id root="2e99840f-08h4-499c-80fF-ddB415T4£8a5"/>

</actReference
</outboundRelationshipl>
<outhoundRelationshipl typeCode="SAS">

<pauseQuantity value="10" unit="G.k 9.i.3.1b"/>

<

Administration 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 (unit)

<!— 6.k 9.1.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

¢!~ 6.k 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /

- 924 -



<actReference classCode="0BS” moodCode="EVN">
Kid root="1071064c—cf10-4a3b—83c1-34f8ddb7eabd”/>
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
_<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<!— G.k 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #1, Reaction #5 —>
<|— G.k. 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #5 —>
<actReference classCode="0BS” moodCode="EVN"™>
<id root="1071064c~cf10-4a3b-83c1-34f9ddbTeabd”/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS”>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<l— G.k 9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #1, Reaction #6 —>
¢{!— G.k. 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #6 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="1£927283-10b6-4334-9d43-e925640fb18£"/>
{/actReference>
</outboundRelationshipl>
<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 and Start of Reaction / Event (number)
Drug #1, Reaction #6 —>
<!— G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #6 —>
<actReference classCode="0BS” moodCode="EVN™>
<id root="1£927283-10b6-4334-9d43-e925640fb18£"/>
{/actReference’
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<!— 6.k 9.i.8.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #1, Reaction #7 —>
¢<!— G.% 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #7 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be—423f-b6bb-celdbc279d8e”/>
{/actReference>
</outboundRelationshipl®
<outboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<!— 6.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (mumber)
Drug #1, Reaction #7 —>
<l— G.k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #7 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f~b6bb-cel4bc279d8e”/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k. 9.1i.3.1b"/>
<l-— G.k. 9.i.3.la: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #1, Reaction #8 —>
¢!— 6.k 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #8 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="albbe092-8070-426d-af04-6863263443e0"/>
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™)>
{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
¢(!— 6.k 9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #1, Reaction #8 —>
¢!— G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #8 —>
CactReference classCode="0BS” moodCode="EVN™>
<id root="al5be092-8070-426d-af04-686326344320”/>
</actReference> N
</outboundRelationshipl)>
<outboundRelationship2 typeCode="PERT”>
" {observation classCode="0BS” moodCode="EVN">
<code code="6" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="blinded”/>
<value xsi:type="BL” value="true”/>
<l— G.k.2.5: Investigational Product Blinded #1 —>
{/observation> .
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
{!— G.k 4.1: Dosage and Relevant Information (repeat as necessary) #l1-1 —>
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<substanceAdministration classCode="SBADM” moodCode="EVN">
(text>G. k 4. 1. 8</text>
¢{l— G.k. 4.r.B: Dosage Text #1-1 —>
CeffectiveTime xsi:type="SXPR_TS”>
<comp xsi:type="PIVL_15">
<period value="10" unit="G.k.4.r.3"/>
<l— G.k.4.1.2: Number of Units in the Interval #1-1 —>
<!— G.k.4.7.3: Definition of the Time Interval Unit #1-1 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
{low value="20090101"/> -
<l— G.k.4.r.4: Date and Time of Start of Drug #1-1 —>
<high value="200901017/>
{!— 6.k 4.r.5: Date and Time of Last Administration #1-1 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k 4.r.6b"/>
<l— G.k 4.1.6a: Duration of Drug Administration (number) #1-1 —>
<!— G.k 4.r.6b: Duration of Drug Administration (unit) #1-1 —>
</comp>
{/effectiveTime> .
<routeCode code="G.k 4.r. 10.2b” codsSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 14"
codeSystemVersion="6. k. 4. r. 10, 2a”>
<!— G.k.4.1.10. 2a: Route of Administration TermID Version Date / Number #1-1 —>
<!— G.k.4.1.10.2b: Route of Administration TermID #1-1 —>
<originalText>G. k. 4. r. 10. 1<{/originalText>
¢{l— 6.k 4.1.10.1: Route of Administration (free text) #l1-1 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k. 4.r.1a Dose (number) #1-1 —>
<!— G.k. 4.r.1b: Dose (unit) #1-1 —>
{consumeble typeCode="CSM">
<instance0fKind classCode="INST”> :
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
¢!— G.k. 4.r.7: Batch / Lot Number #1-1 —>
{/productInstanceInstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode code="G.k. 4.T. 9. 2b” codeSystem="TBD-DoseForm”. codeSystemVersion="6. k. 4.
r.9.2a">
¢{!— G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-1

<!— 6.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-1 —>
<originalText>G. k. 4.r. 9. 1</originalText>
<l-— 6.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-1 —>
{/formCode>
</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"
displayName="parentRouteOfAdministration”/>
<value xsi:type="CE” code="G.k. 4. r.11.2b” codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1.
14" codeSystemVersion="G.k.4.r.11.2a">
¢{!— G.k 4.1.1l. 2a: Parent Route of Administration TermID Version Date / Number
#1-1 —>
{!— G.k 4.1.11.2b: Parent Route of Administration TermID #1-1 —>
{originalText>G. k. 4. 1. 11. 1</originalText>
{!— G.k4.r.11.1: Parent Route of Administration (free text) #1-1 —
</value>
{/cbservation>
</inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<l— G.k.'4.1: Dosage and Relevant Information (repeat as necessary) #1-2 —
{substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. 8</text>
<l— G.k. 4.1.8: Dosage Text #1-2 —>
Ceffectivelime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G. k. 4.1.3"/>
<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="20090101"/>
<I— G.k 4.r.4: Date and Time of Start of Drug #1-2 —>
<high value="200901017/> \
¢{I— G.k.4.r.5: Date and Time of Last Administration #1-2 —>
</comp> :
{/effectiveTime> .
<routeCode code="G.k.4.r.10.2bh” codeSystem="2. 16. 840. 1. 113883. 3, 989, 2. 1. 1. 14"
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codeSystemVersion="6. k. 4. . 10. 2a”>

r.9.2a"

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

#-2 —>

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

r.9.2a"

<!— G.k.4.r.10. 2a: Route of Administration TermID Version Date / Number #1-2 —>
<{!— G.k.4.1r.10.2b: Route of Administration TermID #1-2 —>
<originalText>G. k 4. r. 10. 1{/originalText>
<l— G.k.4.1.10.1: Route of Administration (free text) #1-2 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{!— G.k.4.1.la Dose (number) #1-2 —>
{!— G.k.4.r.1b: Dose (unit) #1-2 —>
<consumable typeCode="CSM">
<instance0fKind classCode="INST">
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. 1. 7</lotNumberText>
(!— G.k. 4.1.7: Batch / Lot Number #1-2 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<{formCode code="G.k 4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

<{!— G.k.4 1. 9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-2

<!— G.k.4.r.9.2b: Pharmaceutical Dose Form TernID #1-2 —>
<originalText>G. k. 4.r. 9. I</originalText>
<{!— 6.k.4.r.9.1: Pharmaceutical Dose Form (free text) #1-2 —>
</formCode>
{/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. 19” 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.
<!— G.k 4.r.11. 2a: Parent Route of Administration TermID Version Date / Number

{!— G.k 4.r.11. 2b: Parent Route of Administration TermID #1-2 —>
<originalText>G. k. 4 r. 11. 1</originalText>
<!— G.k.4.1.11.1: Parent Route of Administration (free text) #1-2 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<l— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #1-3 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
(textdG. k. 4. 1. 8</text>
<!— G.k.4.1.8: Dosage Text #1-3 —>
<effectiveTime xsi:type="SXPR_T5">
<comp xsi:type="PIVL_TS">
{period value="10" unit="G.k. 4.1.3"/>
{l— 6.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 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
{low value="20090101"/>
{l— G.k 4.r.4: Date and Time of Start of Drug #1-3 —>
<width value="4" unit="G.k.4.r.6b"/>
{!— 6.k 4.r.6a: Duration of Drug Administration (number) #1-3 —>
{!— G.k. 4.r.6b: Duration of Drug Administration (unit) #1-3 —>
</comp>
{/effectiveTime>
<routéCode 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 #1-3 —>
¢!— G.k.4.1.10.2b: Route of Administration TermID #1-3 —>
{originalText>G. k. 4. 1. 10. 1</originalText>
{!— G.k.4.r.10.1: Route of Administration (free text) #1-3 —>
{/routeCode>
{doseQuantity value="10" unit="G.k. 4.1.1b"/>
{!— G.k.4.1.la Dose (number) #1-3 —>
<!— G.k 4.r.1b: Dose {unit) #1-3 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7¢/lotNumberText>
<l— G.k 4.1.7: Batch / Lot Number #1-3 —>
</productInstanceInstance>
<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 Version Date / Number #1-3

<!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-3 —>
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displayName="parentRouteOfAdministration”/>
14" codeSystemVersion="G. k. 4. r.11.2a">

#1-3 —

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

r.9.2a">

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

#-4 —>

<originalText>G. k 4. r.9. 1</originalText>
{}— 6.k 4.1.9.1: Pharmaceutical Dose Form (free text) #1-3 —>
</formCode>
{/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. 19” 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.
<{!— 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 #1-3 —>.
<originalText>G. k. 4. 1. 11. 1{/originalText>
<!— G.k 4.1.11.1: Parent Route of Administration (free text) #1-3 —>
</value>
{/observation>
</inboundRelationship>
</substanceAdninistration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!— 6.k 4.r: Dosage and Relevant Information (repeat as necessary) #1-4 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. 8</text>
{!— G.k.4.1.8: Dosage Text #1-4 —>
<effectiveTime xsi:type="SXPR_TS™>
{comp xsi:type="PIVL_TS">
{period value="10" unit="G.k 4.r.3"/>
<l— G.k.4.1.2: Number of Units in the Interval #1-4 —>
<l— G.k 4.1.3: Definition of the Time Interval Unit #1-4 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k.4.r.6b7/>
<}— 6.k 4.r.6a: Duration of Drug Administration (number) #1-4 —>
<}— G.k.4 r.6b: Duration of Drug Administration (unit) #1-4 —>
<high value="20090101"/>
{l— G.k. 4 r.5: Date and Time of Last Administration #1-4 —>
</coup>
{/effectiveTime> .
{routeCode code="G.k. 4.r.10. 2b" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 14"

<l— G.k.4.r.10. 2a: Route of Administration TermID Version Date / Number #1-4 —>
<{!— G k.4.1.10.2b: Route of Administration TermID #1-4 —>
<originalText>G. k. 4 r. 10. 1</originalText>
<l— G.k.4.r.10.1: Route of Administration (free text) #1-4 —>
</routeCode>
{doseQuantity value="10" unit="G.k 4.r.I1b"/>
<!— G.k.4.r.1a Dose (number) #1-4 —>
<{!— G.k.4.1.1b: Dose (unit) #1-4 —
{consumable typeCode="CSM">
<instanceOfKind classCode="INST”>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumherText>G. k. 4. r. 7</1lotNumberText>
<l— G.k 4.1.7: Batch / Lot Number #1-4 —>
</productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND"> .
{formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k 4.

<{!— G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-4

<= G.k 4.1.9.2b: Pharmaceutical Dose Form TermID #1-4 —>
{originalText>G. k. 4. 1. 9. 1<{/originalText>
<l— 6.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-4 —>
</formCode>
</kind0fProduct>
{/instance0fKind>
</consumable>
{inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2.16. 840. 1. 113883, 3.989. 2. 1. 1.19” 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.
<!~ G.k 4.1.11.2a: Parent Route of Administration TermID Version Date / Number

<{!— G.k 4.1.11. 2b: Parent Route of Administration TermID #l1-4 —>
{originalText>G. k. 4. r. 11. 1{/originalText>
<!— G.k 4.1. 11 1: Parent Route of Administration (free text) #1-4 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdninistration>

"
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</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
{!— G.k. 4.1 Dosage and Relevant Information (repeat as necessary) #1-5 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</text>
<!— G.k.4.r.8: Dosage Text #1-5 —>
<effectiveTime xsi:type="SXPR_TS™>
<comp xsi:type="IVL_TS™>
<low value="20090101"/>
<l— G.k.4.r.4: Date and Time of Start of Drug #1-5 —>
<high value="20090101"/>
{l— G.k 4.r.5: Date and Time of Last Administration #1-5 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
' ¢width value="4" unit="G.k.4.r.6b"/>
{!— G.k.4.1.6a: Duration of Drug Administration (number) #1-5 —>
<l— G.k 4.r.6b: Duration of Drug Administration (unit) #1-5 —>
</ comp>
{/effectiveTime>
<routeCode code="G.k 4.r.10.2b"” codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 147
codeSystemVersion="6. k. 4. r. 10. 2a”>
¢{l— G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #1-5 —>
<{!— G.k.4.1.10.2b: Route of Administration TermID #1-5 —>
<originalText>G. k: 4. . 10. 1<{/originalText>
<l— G.k.4.1.10. 1! Route of Administration (free text) ¥1-5 —>
</routeCode>
<doseQuantity value="10" unit="G.k. 4.r.1b"/>
<!— G.k.4.1.1a Dose (number) #1-5 —>
<!— G.k.4.r.1b: Dose (unit) #1-5 —>
<consumable typeCode="CSM">
{instance0fKind classCode="INSI">
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
1— G.k 4.1.7: Batch / Lot Number #1-5 —>
</productInstanceInstance>
<kind0fProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="6. k. 4.
r.9.2a">
{!— G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-5

<l— G.k.4.1.9. 2b: Pharmaceutical Dose Form TermID #1-56 —>
{originalText>G. k. 4. r. 9. 1{/original Text>
<!— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #1-5 —>
</formCode>
</kind0fProduct>
{/instanceOfKind>
{/consumable>
<inboundRelationship typeCode="REFR”>
<ohservation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1. 1"
displayName="parentRouteOfAdministration”/>
<value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2.16.840. 1. 113883. 3. 989. 2. L. L.
147 codeSystemVersion="G. k. 4.r.11.2a">
¢{!— G.k.4.r.11. 2a: Parent Route of Administration TermID Version Date / Number
#1-5 —>
<!— G.k 4.1.11. 2b: Parent Route of Administration TermID #1-5 —>
<originalText>G. k. 4. r. 11. 1</originalText>
¢!— G.k 4.1.11. 1: Parent Route of Administration (free text) #1-5 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration> . N
</outboundRelationship2> - -
<outboundRelationship2 typeCode="COMP”>
{!— G.k 4.1: Dosage and Relevant Information (repeat as necessary) #1-6 —
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. B/ text>
<!— G. k. 4.r.8: Dosage Text #1-6 —>
CeffectiveTlime xsi:type="SXPR_TS™>
<comp xsi:type="PIVL_TS™>
<period value="10" unit="G.k. 4.1.3"/>
<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 xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<l— 6.k 4.r.4: Date and Time of Start of Drug #1-6 —>
<width value="4" unit="G.k.4.r.6b"/>
<{!— G.k 4.1. 6a: Duration of Drug Administration (number) #1-6 —>
¢(!— G.k. 4.r.6b: Duration of Drug Administration (unit) #1-6 —>
{/comp>
* {comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
{!— G.k 4.1.5: Date and Time of Last Administration #1-6 —>
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{/comp>
{/effectiveTime>
{routeCode code="G.k 4.T.10,2b” codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 14"
codeSystemVersion="G. k. 4 r. 10. 2a”>
) <}— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-6 —>
<!— G.k.4.1.10.2b: Route of Administration TermID #1-6 —>
<originalText>G. k. 4. r. 10. 1</originalText>
<!— G.k.4.1.10.1: Route of Administration (free text) #1-6 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<{!— G.k.4.r.1a Dose (number) #1-1 —>
<!— G.k. 4.1.1b: Dose (unit) #1-1 —>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT" determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<I— G.k. 4.1.7: Batch / Lot Number #1-1 —>
</productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="6.k. 4.
r.9.2a">
{!— G.k.4.r.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-6

{!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-6 —>
<originalText>G. k. 4. 1. 9. 1</originalText>
{!— G.k. 4.1.9.1: Pharmaceutical Dose Form (free text) #1-6 —>
{/formCode>
</kind0fProduct>
{/instance0fKind> *
</consumabhle>
<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"
displayName="parentRouteOfAdministration”/>
<value xsi:type="CE” code="G.k.4.r.11.2b" codeSystem="2. 16. 840. 1. 113883.3.989.2.1. 1.
14" codeSystemVersion="G. k. 4. r. 11. 2a">
<!— G.k.4.1. 1L Z2a: Parent Route of Administration TermID Version Date / Number
#1-6 —> .
<!— G.k.4.1r.11.2b: Parent Route of Administration TermID #1-6 —>
<originalText>G. k. 4. r. 11. 1</originalText>
<! 6.k 4.1.1L 1: Parent Route of Administration (free text) #1-6 —>
{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<!— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #1-7 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. 1. 8</text>
<!— G.k. 4.1.8: Dosage Text #1-7 —>
CeffectiveTime xsi:type="SXPR_TS">
{comp xsi:type="IVL_TS">
<low value="20090101"/>
<l— G.k.4.r.4: Date and Time of Start of Drug #1-7 —>
<width value="4" unit="G.k 4:r.6b"/>
<l— G.k. 4.r.6a: Duration of Drug Administration (number) #1-7 —>
<l— G.k.4.1.6b: Duration of Drug Administration (unit) #1-7 —>
</comp> o
{comp xsi:type="IVL_TS” operator="A">
<bigh value="20090101"/>
<l— G.k 4.1.5: Date and Time of Last Administration #1-7 —>
</comp>
{/effectiveTime>
<routeCode code="G.k 4.r.10.2b” codeSystem="2. 16. 840. 1, 113883. 3,989, 2, 1. 1. 14"
codeSystemVersion="G. k. 4 r. 10. 2a”>
{!— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-7 —>
<!— G.k 4.7.10.2b: Route of Administration TermID #1-7 —>
{originalText>G. k. 4. . 10. 1</originalText>
{!— 6.k.4.7.10.1: Route of Administration (free text) #1-7 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
{!— G.k.4.1.1a Dose (number) #1-7 —>
<l— G.k 4.r.1b: Dose (unit) #1-7 —>
{consumable typeCode="CSM">
<instance0fKind classCode="INST”>
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<!— 6.k 4.1.7: Batch / Lot Number #1-7 —>
{/productInstanceInstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND">
) (formCode code="G.k. 4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a"
<{!— G.k.4.1.9. 2a: Pharmaceutical Dose Form TernID Version Date / Number #1-7
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displayNeme="parentRouteOfAdministration”/>
14" codeSystemVersion="G.k.4.r.11.2a™>

#1-7 —>

displayName="cumulativeDoseToReaction”/>

displayName="gestationPeriod”/>

displayName="recurranceOfReaction”/>

codeSystemVersion="2.0"/>

displayNeme="recurranceOfReaction”/>

codeSystemVersion="2.0"/>

displayName="codedDrugInformation”/>

codeSystemVersion="2.07/> *

displayName="codedDrugInformation”/>

<|— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #1-7 —>
CoriginalText>G. k. 4.r. 9. 1<{/originalText>
{!|— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-7 —>
</formCode>
</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. 19” 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 TermID Version Date / Number

<l— G.k 4.1.11.2b: Parent Route of Administration TermID #1-7 —>
<originalText>G. k. 4. 1. 11. 1<{/originalText>
<{!— G.k 4.r.11.1: Parent Route of Administration (free text) #1-7 —>
{/value> .
{/cbservation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="SUMM™>
<observation classCode="0BS” moodCode="EVYN">
{code code="14" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1"

¢yalue xsi:type="PQ” value="10" unit="G.k.5b"/>
¢(!— G.k. 5a: Cumulative Dose to First Reaction (number) #1 —>
<|— G.k.5b: Cumulative Dose to First Reaction (unit) #1 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
(code code="16" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. L. 1. 19” codeSystemVersion="1.1"

¢value xsi:type="PQ” value="10" unit="G.k.6b"/>
<!— G.k.6a: Gestation Period at Time of Exposure (number) #1 —>
¢!— G.k. 6b: Gestation Period at Time of Exposure (unit) #1 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 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"

¢yalue xsi:type="CE” code="G.k 9.i.4” codeSystem="2.186.840. 1. 113883, 3.989. 2. 1. 1. 16"

¢!— 6.k 9.i.4: Did Reaction Recur on Re—administration? Drug #1, Reaction #l —>
CoutboundRelationshipl typeCode="REFR”>
<actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b—45f2-a02f-42d4d6F4657F" />
{/actReference>
</outboundRelationshipl>
</observation>
</outboundRelationship2>
<outboundRelationship2 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"

¢value xsiitype="CE” code="G.k.9.i.4” codeSystem="2.16.840. 1. 113883. 3.989.2.1.1. 16"

£1— G.k.9.i.4: Did Reaction Recur on Re—administration? Drug #1, Reaction #2 —>
CoutboundRelationshipl typeCode="REFR">
" <actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b3142207/>
{/actReference>
</outboundRelationshipl>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
{code code="9" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

¢yalue xsi:type="CE” code="G.k 10.r” codeSystem="2. 16.840. 1. 113883.3.989.2.1.1.17"

¢|— G.k. 10.1: Additional Information on Drug (coded) (repeat as necessary) #1-1 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR™>
<observation classCode="0BS” moodCode="EVN">
{code code="9" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

<value x&i:type="CE” code="G.k 10.r" codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. 1. 17"
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codeSystemVersion="2. 07/>
<I— G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) #1-2 —>
</observation>
</outboundRelationship2>
- <outboundRelationship2 typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
{code code="2" codeSystew="2. 16. 840. 1. 113883. 3, 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="additionalInformation”/>
<value xsi:type="ST">G.k. 11</valued i
<!— G.k.11: Additional Information on Drug (free text) #1 —>
</observation>
</outboundRelationship2>
. <inboundRelationship typsCode="RSON">
<observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="indication”/> )
N <value xsi:type="CE” code="G.k 7.r.2b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystenVersion=
"G.k. 7.1.2a"
<{1— G.k.7.r.2a: MedDRA Version for Indication #1-1 —>
<l— G.k.7.r.2b: Indication (MedDRA code) #1-1 —>
<originalText>G. k. 7. r. 1</originalText>
<}— 6.k.7.1.1: Indication as Reported by the Primary Source #1-1 —>
{/value> .
<performer typeCode="PRF">
<assignedEntity classCode="ASSIGNED”>
<code code="3" codeSystem="2. 16. 840, 1. 113883, 3.989. 2. 1. 1. 21" codeSystemVersion="1.0"
displayName="sourceReporter”/> )
{/assignedEntity>
<{/performer>
{/observation>
</inboundRelationship>
<inboundRelationship typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
' {code code="19" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="indication”/> )
<value xsi:type="CE” code="G.k 7.r.2b" codeSystem="2.16.840. 1. 113883.6. 163" codeSystemVersion=
"G.k T.r.20">
<= G.k.7.1.2a: MedDRA Version for Indication #1-2 —
<}~ G. k. 7.r.2b: Indication (MedDRA code) #1-2 —>
<originalText>G. k 7. r. 1<{/originalText>
<!— G.k.7.1.1: Indication as Reported by the Primary Source #1-2 —>
{/value>
<performer typeCode="PRF">
CassignedEntity classCode="ASSIGNED”> -
<code code="3" codeSystem="2.16. 840. 1. 113883. 3, 989. 2. 1. 1. 21* codeSystemVersion="1.0"
displayName="sourceReporter”/>
{/assignedEntity>
</performer>
</observation>
</inboundRelationship>
<inboundRelationship typeCode="CAUS"™>
<act classCode="ACT” moodCode="EVN">
{code code="G.k.8" codeSystem="2.16, 840. 1. 113883. 3.989. 2. 1. 1. 15" codeSystemVersion="2.0"/>
<{!— G.k.8: Action(s) Taken with Drug #1 —>
{/act)
{/inboundRelationship>
{/substanceAdministration>
</component>
{!— G.k Drug(s) Information (repeat as necessary) #2 —>
<component typeCode="COMP”™>
¢substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce—3b3b-45c7-92dd-69=06730c3a9"/>
<consumable typeCode="CSM”> :
<instanceOfKind classCode="INST”>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<code code="G.k.2.1.2b" codeSystem="TBD-PhPID" codeSystemVersion="6.k. 2. 1.2a"/>
<!— G.k.2.1.2a: PhPID Version Date / Number #2 —>
<!— G.k.2.1.2b: Pharmaceutical Product Identifier (PhPID) #2 —>
<{name>G. k. 2. 2{/name>
<l— 6.k 2.2} Medicinal Product Name as Reported by the Primary Source #2 —>
<asManufacturedProduct classCode="MANU">
" <subjectOf typeCode="SBJ”>
Capproval classCode="CNTRCT” moodCode="EVN">
id extension="G.k.3.1" root="2.16.840.1. 113883.3.989.2.1.3.4"/>
<!~ G.k.8.1: Authorisation / Application Number #2 —>
<holder typeCode="HLD”>
<role classCode="HLD">
<playingOrganization classCode="ORG" determinerCode="INSTANCE”>
<name>G. k. 3. 3¢/name>
<!— G.k.3.3: Name of Holder / Applicant #2 —>
- </playingOrganization>
{/roled
{/holder>
<author typeCode="AUT">
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r.9.2a">

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

#2-2 —

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

1.9.2a">

-

displayName="parentRouteOfAduinistration”/>
14" codeSystemVersion="G. k. 4.1.11.2a">

#2-3 —>

<productInstanceInstance classCode="MMAT”. determinerCode="INSTANCE">-
<lotNumberText>G. k. 4. T. 7</lotNumberText>
<!— 6.k 4.1.7: Batch / Lot Number #2-2 —>

</productInstanceInstance>

{kindOfProduct classCode="MMAT” determinerCode="KIND">
(formCode code="G.k. 4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

<l— G.k. 4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-2

<!— G.k 4.1.9.2b: Pharmaceutical Dose Form TermID #2-2 —>
<originalTextDG. k. 4. 1. 9. 1</originalText>
{l— 6.k 4.1.9.1: Pharmaceutical Dose Form (free text) #2-2 —>
</formCode>
</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. 13" codeSystemVersion="1.1"

<value xsi:type="CE” code="G.k. 4.r.11. 2b" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. L.
<|— 6.k 4.1.11. 2a: Parent Route of Administration TermID Version Date / Number

— G.k 4.1.11. 2b: Parent Route of Administration TermID #2-2 —>
<originalText>G. k. 4. r. 11. 1</originalText>
{!— G.k.4.1.11.1: Parent Route of Administration (free text) #2-2 —>
</value> .
{/observation>
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
{outboundRelationship2 typsCode="COMP”>
{!— G.k 4.1: Dosage and Relevant Information (repeat as necessary) #2-3 —>
(substanceAdministration classCode="SBADM" moodCode="EVN">
{text)G. k 4. . 8</text>
<l— G.k.4.r.8: Dosage Text #2-3 —>
CeffectiveTime xsi:type="IVL_TS">
<width value="4" unit="G.k.4.r.6b"/>
¢!— G.k.4.1.6a: Duration of Drug Administration (pumber) #2-3 —>
<!— G.k.4.1.6b: Duration of Drug Administration (unit) #2-3 —>
<high value="200901017/>
<l— G.k.4.1.5: Date and Time of Last Administration #2-3 —>
{/effectiveTime> .
<routeCode code="G.k. 4.T. 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 #2-3 —>
<{l— G.k.4.1.10.2b: Route of Administration TermID #2-3 —>
CoriginalText>G. k 4 r. 10. 1</originalText>
¢!— G.k.4.1.10. 1: Route of Administration (free text) #2-3 —>
</routeCode>
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
<!— G.k.4.r.1a Dose (number) #2-3 —>
<!— G.k.4.r. 1b: Dose (unit) #2-3 —>
<consumable typeCode="CSM">
¢instanceOfKind classCode="INST"> -
<(productInstanceInstance classCode="MMAT” determinerCode="INSTANCE">
(lotNumberText>G. k. 4. r, 7</lotNumberText>
¢!— G.k.4.1.7: Batch / Lot Number #2-3 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">
(FormCode code="G.k. 4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

<1 G.k 4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-3

<|— G. k. 4.1.9.2b: Pharmaceutical Dose Form TermID #2-3 —>
<originalText>G. k. 4. r. 9. 1{/originalText>
¢!— G.%k4.r.9.1: Pharmaceutical Dose Form (free text) #2-3 —>
{/formCode>
</kind0fProduct>
{/instance0fKind>
{/consumable?
<inboundRelationship typeCode="REFR”> :
{observation classCode="0BS” moodCode="EVN">
<code cods="28" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"

(value xsiitype="CE” code="G.k 4 r.11.2b" codeSystem="2.16.840.1.113883.3.989.2. 1. L.
¢{!— G.k 4.1.1L 2a: Parent Route of Administration TermID Version Date / Number
¢{|— G.k 4.1.11.2b: Parent Route of Administration TermID #2-3 —>
<originalText>G. k. 4. r.11. 1{/originalText>

¢!— 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. 2a”>

r.9.2a"

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

#2-4 —>

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

{/observation>
</inboundRelationship)
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<{!— G.k 4.1: Dosage and Relevant Information (repeat as necessary) #2-4 —>
<sitbstanceAdministration classCode="SBADM” moodCode="EVN">
<textdG. k. 4. 1. 8</text)
{!— G.k. 4.1.8: Dosage Text #2-4 —>
KeffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS™>
<period value="10" unit="6.k.4.1.3"/>
<!— G.k 4.r.2: Number of Units in the Interval #2-4 —>
<~ G.k 4.1 3: Definition of the Time Interval Unit #2-4 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<{!— G.k.4.1.4: Date and Time of Start of Drug #2-4 —>
</comp>
{/effectiveTime> .
<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 #2-4 —>
<!— G.k.4.1.10.2b: Route of Administration TermID #2-4 —>
<originalText>G. k. 4. r. 10. 1</originalText>
<}~ G.k.4.1.10.1: Route of Administration (free text) #2-4 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r. 1b"/>
<{!— G.k.4.1. 1a Dose (number) #2-4 —>
<!— G.k 4.r.1b: Dose (unit) #2-4 —>
{consumable typeCode="CSM™>
<instance0fKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<l— G.k. 4.r.7: Batch / Lot Number #2-4 —>
<{/productInstanceInstance)
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode code="G.k.4.T.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

<l— G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-4

{!— G.k.4.1.9.2b: Pharmaceutical Dose Form TernID #2-4 —>
<originalText>G. k. 4. r. 9. 1<{/originalText>
<!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-4 —>
</formCode>
</kindOfProduct>
{/instance0fKind>
{/consumable>
<inboundRelutionship 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" codeSystem="2. 16. 840, 1, 113883. 3. 989, 2. 1. 1.
<l— 6.k 4.1.11. 2a: Parent Route of Administration TermID Version Date / Number

<l— G.k 4.1.11.2b: Parent Route of Administration TermID #2-4 —>
<originalText>G. k. 4. r. 11, 1</originalText)
<{!— 6.k 4.r.11 1: Parent Route of Administration (free text) Hz—4 —>
</valued '
{/observation>
</inboundRelationship>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-5 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. 1. 8{/text>
{!— G.k.4.r.8: Dosage Text #2-5 —>
<effectiveTime xsi:type="SXPR_TS”>
{comp ¥s1;type="PTVI_TS™>
<period value="10" unit="G.k.4.r.3"/>
<= G. k. 4.1.2: Nurhar of Tnits in the Tnterval #2-F —>
<l— G.k.4.1.3: Definition of the Time Interval Unit #2-5 —>
</comp> .
{comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
<l— G.k. 4.1.5: Date and Time of Last Administration #2-5 —>
</comp>
</effectiveTime>
<routeCode code="G.k 4.r.10.2b” codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 14"

<I— G.k.4.1.10. 2a% Route of Administration TermID Version Date / Number #2-5 —>
<l— G.k.4.1.10. 2b: Route of Administration TermID #2-5 —>
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</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k 9.i.3.1b"/> :
<!— G.k 9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #5 —>
¢l— G.k 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #5 —> i
<actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-B3c1-34f9ddbTeabd”/>
</actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
(pauseQuantity value="10" unit="G.k.9.i.3.2b"/> .
¢l— G.k 0.1i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (pumber)
Drug #2, Reaction #5 —>
¢{l— G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #5 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="1071064c-cf10-4a3b-83c1-34f9ddb7eabd”/>
{/actRéference>
</outboundRelationshipl>
{outboundRelationshipl typeCode="SAS™>
<pauseQuantity value="10" unit="G.k.9.1.3.1b"/> _
<l— 6.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #6 —>
<l— 6.k 9.1i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #6 —>
{actReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-0d43-e925640fb18E"/>
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">

<!— G.k 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #6 —>
<l— G.k.9.1i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #6 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="1£927283-10b6-4334-0d43-e925640fb18£"/>
{/actReference>
</outboundRelationshipl>
{outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
¢<l— 6.k 9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /

Event (number) Drug #2, Reaction #7 —>
<1— G.k.9.1i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Bvent (unit) Drug #2, Reaction #7 —>
<actReference classCode="0BS” moodCode="EVN">
<id Toot="e0342969-38be-423f—b6bb—cel4bc279d8e”/>
</actReference>
</outboundRelationshipl>
(outboundRelationshipl typeCode="SAE">
¢pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
¢l— G.k9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #7 —>
¢1— 6.k 9.1i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #7 —>
CactReference classCode="0BS” moodCode="EVN">
<id reot="e0342969-38be-423f-b6bb~ce14bc279d8s"/>
{/actReference>
</outboundRelationshipl>
{outboundRelationshipl typeCode="SAS™>
<pauseQuantity value="10" unit="6G.k.9.i.3.1b"/>
<l— G.k 9.1i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #8 —>
‘ <!— 6.k 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #8 —>
CactReference classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443e07/>
{/actReference>
{/outboundRelationshipl>
CoutboundRelationshipl 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)
Drug #2, Reaction #8 —>
¢!— 6.k 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #8 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443e0"/>
{/actReference>
</outboundRelationshipl>
<outboundRelationship2 typeCode="PERT™> ..
{observation classCode="0BS” moodCode="EVN"> .
<code code="6" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
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displayNate="blinded”/>
<value xsi:type="BL” value="true”/>
<!~ G.k.2.5: Investigational Product Blinded #2 —>
</observation> -
</outboundRelationship2> ;
<outboundRelationship2 typeCode="COMP"> ’ .
<= G.k.4.1 : Dosage and Relevant Information (repeat as necessary) #2-1 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. . B</textd
<!— G.k. 4.1.8: Dosage Text #2-1 —>
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<{!— G.k. 4.1.4: Date and Time of Start of Drug #2-1 —>
<high value="20090101"/>
<l— G.k.41.5: Date and Time of Last Administration #2-1 —>
{/effectiveTimed .
<routeCode code="G.k 4.r.10.2b" codeSystem="2. 16. 840. 1. 113883. 3.989. 2, 1. 1. 14"
codeSystemVersion="G. k. 4. r. 10. 2a”> ;
<{l— G.k.4.r.10. 2a: Route of Administration TeimID Version Date / Numher #2-1 —>
<I— G.k.4.1.10.2b: Route of Administration TermID #2-1 —>
<originalText>G. k. 4 r. 10. 1</originalText>
<{l— 6.k 4.1.10.1: Route of Administration (free text) #2-1 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k.4.1.1a Dose (number) #2-1 —>
<l— G.k.4.r.1b: Dose (unit) #2-1 —>
<consumable typeCode="CSM”>
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<!— G.k 4.1.7: Batch / Lot Number #2-1 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT" daeterminerCode="KIND">
{formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a"™
{!— G.k.4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-1

<!— 6.k.4.1.9. 2b: Pharmaceutical Dose Form TermID #2-1 —>
<originalText>G. k 4.r. 9. 1{/originalText> .
<l— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-1 —>
</formCode>
</kindOfProduct>
N {/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"
displayName="parentRouteOfAdministration”/p
<value xsi:type="CE” code="G.k 4.r.11.2b" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1.
14" codeSystemVersion="G.k. 4.1. 11, 22">
<l— G.k 4.r.11.2a: Parent Route of Administration TernID Version Date / Number
#2-1 —>
<!— G.k 4.1.11. 2b: Parent Route of Administration TermID #2-1 —>
originalText>G. k. 4. r. 11. 1</originalText> .
<!— G.k 4.1.11.1: Parent Route of Administration (free text) #2-1 —>
</value>
{/observation>
{/inboundRelationship>
<{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-2 —>
<substanccAdministration classCode="SBADM” moodCode="EVN™>
{text>G. k. 4. 1. 8</text>
<I— G.k-4.r.8: Dosage Text #2-2 —>
<effectivelime xsi:type="IVL_TS™>
<low value="200901017/>
<{l— G.k.4.r.4: Date and Time of Start of Drug #2-2 —>
<width value="4" unit="G.k-4.r.6b"/>
<l— G.k.4.r.6a: Duration of Drug Administration (number) #2-2 —> .
<l— G.k.4.1.6b: Duration of Drug Administration (unit) #2-2 —>
{/effectiveTime>
<routeCode code="G. k. 4.r.10.2b" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 14"

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

<l— G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #2-2 —)
<{}— G.k 4.1.10.2b: Route of Administration TermID #2-2 —>
<originalText>G. k. 4. r. 10. 1{/originalText)
<{!— G.k.4.1.10.1: Route of Administration (free text) #2-2 —>

{/routeCode>

{doseQuantity value="10" wnit="G.k 4.r.1b"/>

<!— G.k.4.1.1a Dose (number) #2-2 —>

{!— G.k.4.r.1b: Dose (unit) #2-2 —>

{consumable typeCode="CSM™>
<instance0fKind classCode="INST">
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r.9.2a">

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

#2-5 —>

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

r.9.2a"

<originalText>G. k. 4 r. 10. 1</originalText>
{!— G. k. 4.r.10.1: Route of Administration (free text) #2-5 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
¢!|— G.k.4.1. la Dose (number) #2-5 —>
<!~— G.k.4.1.1b: Dose (unit) #2-6 —>
{consumable typeCode="CSM">
(instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT” determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<l— G.k.4.1.7: Batch / Lot Number #2-5 —>
</productInstanceInstance> '
<kindOfProduct classCode="MMAT” determinerCode="KIND">
¢FormCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="6.k. 4.

<!— G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-5

<l— G.k. 4.1.9.2b: Pharmaceutical Dose Form TermID #2-5 —>
<originalText>G. k. 4. 1. 9. 1{/originalText>
<l— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-56 —>
</formCode>
</kind0fProduct>
</instance0fKind>
</consumable> .
{inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
Ccode code="28" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystenVersion="1.1"

<value xsiitype="CE” code="G.k.4.r.11.2b” codeSystem="2.'16.840.1.113883.3.989.2.1. 1.
{!— 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 #2-5 —>
<originalText>G. k. 4. r. 11. 1</originalText>
¢!l— G.k 4.1.11.1: Parent Route.of Administration (free text) #2-5 —>
{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
¢!— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-6 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k 4. 1. 8</textd
<!— 6.k 4.1.8: Dosage Text #2-6 —>
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS™>
<period value="10" unit="G.k 4.1.37/>
<l— G.k.4.r.2: Number of Units in the Interval #2-6 —>
¢!— G.k.4.1.3: Definition of the Time Interval Unit #2-6 —
</comp>
{comp xsi:type="IVL_T3” operator="A">
(width value="4" unit="G.k. 4.1.6b"/>
¢{!— G.k.4.1.6a: Duration of Drug Administration (number) #2-6 —>
¢!— G.k.4.r.6b: Duration of Drug Administration (unit) #2-6 —>
</comp>
{/effectiveTimed>
<routeCode code="G.k. 4.1.10.2b" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 147

{l— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #2-6 —>
<l— G.k. 4.r.10.2b: Route of Administration TermID #2-6 —>
CoriginalText>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"/>
<!— G.k.4.1.la Dose (number) #2-6 —>
¢!— G.k.4.1. 1b: Dose (unit) #2-6 —>
<consumable typeCode="CSM"™>
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumberText>
{l— G.k 4.1.7: Batch / Lot Number #2-6 —>
<{/productInstanceInstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND"> .
(formCode code="G.k. 4.r.9.2b" codeSystem="TBD-DoseFornm” codeSystemVersion="G.k. 4.

¢!— G.k.4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2—6

¢{!-— G.k.4.1.9. 2b: Pharmaceutical Dose Form TermID #2-6 —>

CoriginalText>G. k. 4. r. 9. 1</originalText>
¢{!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-6 —>
{/formCode>
</kind0fProduct>
{/instanceOfKind>
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displayNeme="parentRouteOfAdministration”/>
14" codeSystemVersion="G. k. 4. 1. 11. 2a">

#H2-6 —>

codeSystenVereion="G. k. 4. 1. 10. 20"

r.9.2a">

—>

displayName="parentRouteOfAdministration”/>
14" codeSystenVersion="6. k 4.1. 11. 24">

#2-7 —>

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

{/consumable)
<inboundRelationship typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2, 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystenVersion="1. 1"

<value xsi:type="CE” code="G.k 4.r.11.2b" codeSystem="2.16. 840, 1. 113883, 3. 989. 2. 1. 1.
<!— G.k 4.1.11.2a: Parent Route of Administration TermID Version Date / Number

<!— G.k 4.1.11. 2b: Parent Route of Administration TermID #2-6 —> -
<originalText>G. k. 4. r. 11. 1{/originalText>
<!— G.k 4 1.11.1: Parent Route of Administration (free text) #2-6 —
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-7 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
¢!— G.k. 4.1.8: Dosage Text #2-7 —
<effectiveTime x=i:type="PIVL_TS">
<period value="10" unit="6.k.4.1.3"/>
<{!— G.k.4.r.2: Number of Units in the Interval #2-7 —>
<}— G.k.4.1.3: Definition of the Time Interval Unit #2-7 —>
{/effectiveTime>
<routeCode code="G.k. 4.1, 10.2b" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 14"

<I— G.k.4.1.10.2a! Route of Administration TermID Version Date / Number #2-7 —>
<l— G.k.4.1.10. 2b: Route of Administration TermID #2-7 —>
CoriginalText>G. k. 4. 1. 10. 1<{/original Text)>
<I— 6.k 4.1.10.1: Route of Administration (free text) #2-7 —>
</routeCode> .
{doseQuantity value="10" unit="G.k 4.r.1b"/>
<{!— G.k. 4.7, 1a Dose (number) #2-7 —>
{{— G.k.4r. 1b: Dose (unit) #2-7 —>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<productInstanceInstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</lotNumberText> ’
(!~ G.k. 4.1.7: Batch / Lot Number #2-7 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">
{formCode code="G.k. 4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.

<!— G.k.4.1.9. 2ar Pharmaceutical Dose Form TermID Version Date / Number #2-7

<{!— G.k.4.1.9.2b: Pharmaceutical Dose Form TernID #2-7 —>
<originalText>G. k. 4. r. 8. 1</originalText>
{!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-7 —>
</formCode>
</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 xsi:type="CE” code="G.k 4.T.11.2b" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1.
<I— 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 #2-7 —>
<originalText>G. k. 4. r. 11, 1<{/originalText>
<!— G.k 4.1.11. 1: Parent Route of Administration (free text) #2-7 —>
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typsCode="COMP”>
<!— G.k 4.1: Dosage and Relevant Information (repeat as necessary) #2-8 —»
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. T. 8{/text>
<!— G.k.4.r.8: Dosage Text #2-8 —>
CeffectiveTime xsi:type="IVL_IS">
{low value="20090101"/>
<l— G.k. 4.1.4: Date and Time of Start of Drug #2-8 —>
</effectivelime>
<routeCode code="G.k 4.r.10.2b" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 14"

<I— G.k.4.1.10. 2a: Route of Administration TermID Version Date / Number #2-8 —>
<l— G.k. 4.1.10.2b: Route of Administration TermID #2-8 —>
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<originalText>G. k 4 r.10. I</originalText>
<!— G.k.4.7.10.1: Route 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 —>
<l— G.k 4.1.1b: Dose (unit) #2-8 —>
{consumable typeCode="CSM">
{instanceOfKind classCode="INST">
<¢productInstanceInstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<!— G.k 4.r.7: Batch / Lot Number #2-8 —>
</productInstanceIlnstance>
<kind0fProduct classCode="MMAT” determinerCode="KIND™>
(FormCode code="6G.k. 4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k 4.
r.9.2a">
¢{l— G.k.4 r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-8

<!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-8 —>
{originalText>G. k. 4. r. 9. 1<{/original Text>
. <]— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-8 —>
</formCode>
</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. 19” codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<value xsi:type="CE” code="G.k.4.T.11.2b" codeSystem="2.16. 840, 1. 113883, 3. 989. 2. 1. 1.
14" codeSystemVersion="G. k. 4. r. 11.2a">
¢{!— G.k.4.1.11.2a: Parent Route of Administration TermID Version Date / Number
#2-8 —> =
" {!— G.k 4.1.11.2b: Parent Route of Administration TermID #2-8 —>
<originalText>G. k. 4. r. 11. 1</originalText>
<|— G.k’4.1.11.1: Parent Route of Administration (free text) #2-8 —>
{/value>
{/observation>
{/inboundRelationship>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
¢|— G.k 4.T: Dosage and Relevant Information (repeat as necessary) #2-9 —>
¢substanceAdministration classCode="SBADM” moodCode="EVN">
(text>G. k. 4. T. B</text>
<!— 6.k . 4.1.8: Dosage Text #2-9 —>
<effectiveTime xsi:type="IVL_TS™>
<high value="20090101"/>
¢!— G.k 4.1.5: Date and Time of Last Administration #2-9 —>
{/effectiveTime>
{routeCods code="G. k. 4. . 10. 2b” codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 14"
codeSystenVersion="6. k. 4. 1. 10, 2a™>
¢}— G.k.4.7.10.2a: Route of Administration TermID Version Date / Number #2-9 —>
<|— 6.k 4.1.10.2b: Route of Administration TermID #2-9 —> '
CoriginalText>G. k. 4. r. 10. 1<{/originalText>
{!— G.k.4.1.10. 1: Route of Administration (free text) #2-9 —>
{/routeCode> .
{doseQuantity valus="10" unit="G.k 4.r.1b"/>
<!— G.k. 4.r.la Dose (number) #2-9 —>
<1— G.k.4.r.1b: Dose (unit) #2-9 —>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7</lotNumberText>
<l— G.k 4.1.7: Batch / Lot Number #2-9 —>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode code="G.k.4.r.9.2b” codeSystem="TBD-DoseForm” codeSystemVersion="G. k. 4.
r.9.23"
<!— G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-9

¢!— G.k.4.1.9.2b: Pharmaceutical Dose Form TernID #2-9 —>
<originalText>G. k. 4. r. 9. 1{/originalText>
{!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-9 —>
</formCode>
</kind0fProduct>
{/instance0fKind>
<{/consumable> [
<inboundRelationship typeCode="REFR™> .
Cobservation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
¢value xsi:type="CE” code="G.k.4.r.11.2b” codeSystewm="2. 16.840. 1.113883. 3.989.2. 1. 1.
14" codeSystemVersion="G. k. 4. r.11.2a">
<l— G.k. 4.1.11. 2a: Parent Route of Administration TermID Version Date / Number
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#2-9 —> :
<!~ G.k 4.1.11. 2b: Parent Route of Administration TermID #2-9 —>
<originalText>G. k. 4. r. 11. 1</originalText>
{— 6.k 4.r.11.1: Parent Route of Administration (free text) #2-9 —>
</value>
{/observation>
</inboundRelationship> .
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-10 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{textG. k. 4. 1. 8</text>
<!— G.k. 4.r.8: Dosage Text #2-10 —>
<effectiveTime xsi:type="IVL_TS”>
<width value="4" unit="G.k 4.r.6b"/>
<{!— G.k.4.r.6a: Duration of Drug Administration (number) #2-10 —
<l— G.k. 4.r.6b: Duration of Drug Administration (unit) #2-10 —>
{/effectiveTime>
<routeCode code="G.k.4.r.10.2b” codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 14"
codeSystemVersion="G. k. 4. r. 10. 2a”>
{!— G.k.4.7.10.2a: Route of Administration TermID Version Date / Number #2-10 —>
<l— G.k.4.1.10.2b: Route of Administration TermID #2-10 —>
<originalText>G. k. 4. r. 10. 1<{/originalText>
<l— G.k.4.1.10.1: Route of Administration (free text) #2-10 —>
</routeCode>
<doseQuantity value="10" unit="G.k. 4.r.1v"/>
<!— G.k.4.1.1a Dose (number) #2-10 —>
¢l— Gk 4. r.1b: Dose (wnit) #2-10 —>
<consumable typeCode="CSM">
+ <instance0fKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">
<lotNumberText>G. k. 4. r. 7¢/1lotNumberText>
<!— 6.k 4.1.7: Batch / Lot Number #2-10 —>
</productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.9.2a">
{!— 6.k 4.1.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-
16 —>
<{l— 6.k 4.1.9. 2b: Pharmaceutical Dose Form TermID #2-10 —>
originalText>G. k. 4. r. 9. 1</originalText>
<{!— 6.k 4r1.9.1: Pharmaceutical Dose Form (free text) #2-10 —>
</formCode>
</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”
displayName="parentRouteOfAdministration”/>
{value xsi:type="CE" code="G.k: 4.r.11.2b" codeSystem="2. 16.B40. 1. 113883. 3. 989. 2. 1. L.
14" codeSystemVersion="G. k. 4.r.11.2a™>
<!—'G.k 4.1.11. 2a: Parent Route of Administration TermID Version Date / Number
#2-10 — -
<!~ G.k 4.1.11.2b: Parent Route of Administration TermID #2-10 —>
<originalText>G. k. 4. r. 11. 1<{/originalText>
Kl— 6.k 4.1.11.1: Parent Route of Administration (free text) #2-10 —>
</valued
{/observation>
</inboundRelationship>
</substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="SUMM">
<observation classCode="0BS” moodCode="EVN">
{code code="14" codeSystem="2. 16. 840. 1, 113883. 3, 989. 2. 1. 1. 19" codeSystemVersion="1.1”
displayName="cumulativeDoseToReaction”/>
<value xsi:type="PQ” value="10" unit="G.k 5b"/>
¢{!— G.k. 5a: Cumulative Dose to First Reaction (number) #2 —>
<!— 6.k 5b: Cumulative Dose to First Reaction (unit) #2 —
</observation>
{/outboundRelationship2>
<{rnthanndRelatinnship2 typeCode="PERT”»
<observation classCode="0BS” moodCode="EVN”> v
{code code="16" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1"
displayName="gestationPeriod”/>
<value xsi:type="PQ” value="10" unit="G.k. 6b"/>
<!~ G.k.6a: Gestation Period at Time of Exposure (number) #2 —>
{l— G.k. 6b: Gestation Period at Time of Exposure (unit) #2 —>
</observation>
) {/outboundRelationship2>
’ <outboundRelationship2 typeCode="PERT"> .
<observation classCode="0BS” moodCode="EVN"> '
<code code="31" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystenVersion="1.1"
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displayName="recurranceOfReaction”/>

codeSystemVersion="2.0"/>

displayName="recurranceOfReaction”/>

codeSystenVersion="2. 0"/>

displayName="codedDrugInformation”/>

codeSystemVersion="2.0"/>

displayName="codedDrugInformation”/>

codeSystemVersion="2.0"/>

displayName="additional Information”/>

displayName="indication”/>

"6.k. 7.1.2a">

displayName="sourceReporter”/>

displayName="indication”/>

“6.k. 7.1.2a">

(value xsiitype="CE” code="G.k.9.i.47 codeSystem="2.16.840. 1. 113883.3.989.2.1.1. 16"

<!— G.k.9.i.4: Did Reaction Recur on Re—administration? Drug #2, Reaction #1 —>
<outboundRelationshipl typeCode="REFR">
<actReference classCode="0BS” moodCode="EVN™>
<id root="154eb889-958b-45f2-a02f-42d4d6£4657f"/>
{/actReference>
</outboundRelationshipl>
{/cbservation>
{/outboundRelationship2>
<outboundRelationship2 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"

¢value xsi:type="CE” code="G.k 9.i.4” codeSystem="2.16.840.1.113883.3.989.2. 1. 1. 16"

¢!— G.%.9.i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #2 —>
<outboundRelationshipl typeCode="REFR">
CactReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6—cYe8-4e6c-93e9-5b860b3142207/>
{/actReference>
</outboundRelationshipl>
{/observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="REFR">
<observation classCode="0BS” moodCode="EVN™>
{code code="9" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1,1"

(value xsi:type="CE” code="G.k 10.T” codeSystem="2.16.840.1.113883.3.989.2.1.1.17"

¢!— 6.k 10.r: Additional Information on Drug (coded) (repeat as necessary) #2-1 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="REFR”>
{observation classCode="0BS” moodCode="EVN">
<code code="9" codeSystem="2.16. 840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystenVersion="1.1"

(value xsi:type="CE” code="G.k. 10.1" codeSystem="2.16.840. 1.113883.3.989.2.1.1,17"

¢!— G.k. 10.r: Additional Information on Drug (coded) (repeat as necessary) #2-2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 18” codeSystemVersion="1. 1"

<value zsi:type="ST">G.k. 11</value>
¢|— G.k.11: Additional Information on Drug (free text) #2 —>
</observation>
</outboundRelationship2>
{inboundRelationship typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
Ccode code="19" codeSystem="2.16. 840. 1. 113883.3.989. 2. 1. 1. 19” codeSystemVersion="1.1"

{value xsi:type="CE” code="G.k. 7.r.2b” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion=

<!— G.k.7.r.2a: MedDRA Version for Indication #2-1 —>
¢!— G.k.7.1.2b: Indication (MedDRA code) #2-1 —>
<originalText>G. k. 7. 1. 1</originalText>
¢<l— G.k.7.r.1: Indication as Reported by the Primary Source #2-1 —
{/value>
<performer typeCode="PRF">
<assignedBntity classCode="ASSIGNED”>
<code code="3" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 21" codeSystemVersion="1.0"

{/assignedEntity>
</performer>
</observation>
</inboundRelationship>
{inboundRelationship typeCode="RSON">
{observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1"

'

Cvalue xsi:type="CE” code="G.k.7.r.2b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion=

<l— G.k.7.r.2a: MedDRA Version for Indication #2-2 —>
<|— 6.k.7.1. 2b: Indication (MedDRA code) #2-2 —>
{originalText>G. k. 7. r. 1{/originalText>
<!— G.k.7.r.1: Indication as Reported by the Primary Source #2-2 —>
</value>
{performer typeCode="PRF">
{assignedEntity classCode="ASSIGNED™>
<code code="3" codeSystem="2.16.840. 1. 113883. 3. 989. 2. . 1. 21" codeSystemVersion="1.0"
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displayName="sourceReporter”/>

B/

BHER/

REHRB/>

FA%AR"/>

codeSystemVersion="1,1"/>

"BEPOEF DT />

B,

FBHEE"/>

RERB"/>

FRZEMR"/>

codeSystemVersion="1.1"/>

{/assignedEntity>
</performer>
</observation>
</inboundRelationship>
<inboundRelationship typeCode="CAUS">
. <act classCode="ACT” moodCode="EVN">

{code code="G.k.8" codeSystem="2. 16, 840. 1. 113683. 3.989. 2. 1. 1. 15" codeSystemVersion="2.07/>

<I— 6.k 8: Action(s) Taken with Drug #2 —>
</act>
</inboundRelationship>
{/substanceAdministration)
</component>

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

<code code="1" codeSystem="2.16.840. 1. 113883.3.989.5. 1. 3. 2. 1. 117 codeSystemVersion="1.0" displayName="{5BR#%

{component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN"> .

<code code="7" codeSystem="2. 16.840. 1. 113883.3.989.5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="

<value xsi:type="INT” value="1"/>
<l— 66@J2.13.r.1: /BIHES #1 —
</observation>
{/component>
{component typeCode="COMP”>
<observation classCode="0BS” moodCode="EVN">

<code code="8" codsSystem="2.16.840. 1. 113883.3.989.5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName="

{value xsi:type="ED">J2.13.r.2<{/value>
<I— @88J2.13.r.2: HEHRA #1 —
{/observation>
{/component>
{component typeCode="COMP™>
{observation” classCode="0BS” moodCode="EVN">

<code code="9" codeSystem="2.16.840. 1. 113883,3.988.5. 1. 3.2. 1. 10" codeSystemVersion="1.0" displayName="

<value xsi:type="CE” code="J2.13.t.3" codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1. 7"

<l— @88]2.13.1.3: BA%EHE #1 —
{/observation> '
{/component>
<component typeCods="COMP”>
{observation classCode="0BS” moodCode="EVN">

{code code="10" codeSystem="2, 16. 840. 1. 113883, 3, 989, 5. 1. 3. 2. 1. 10” codeSystemVersion="1.

<value xsi:type="BL" value="true”/>
<l— @@@J2.13.r.4: HHEFOEFOCEE #1 —
{/observation>
</component>

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

07 displayName=

<code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 11” codeSystemVersion="1.0" displayName="J5Bx D4

{component typeCode="COMP™> .
<observation classCode="0BS” moodCode="EVN">

{code code="7" codeSystem="2. 16.840. 1. 113883.3.989. 5. L. 3. 2. L. 10" codeSystemVersion="1.0" displayName="

<value xsi!type="INT" value="1"/>
<I— @8@J2. 13.1.1: BHEX #2 —
{/observation>
{/component>
{component typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN">

<eode code="8" codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1.0° displayName="

<value xsi:type="ED">]J2.13.r, 2</valued
<I— @@@y2.13.1.2: WEER 2 — ¢
{/observation> :
{/component>
{component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">

<code code="9" codeSystem="2. 16.840. 1. 113883.3.989. 5. 1.3.2. 1. 10" codeSystemVersion="1.0" displayName="

{value xsi:type="CE” code="J2.13.T.3"7 codeSystem="2.16.840. 1. 113883.3.989.5.1.3.2.1.7"

<l— @8@J2.13.1.3: BASEMA #2 —
{/observation>
</component>
{component typeCode="COMP”>



<observation classCode="0BS” moodCode="EVN"> .
{code code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. L. 3. 2. 1. 10" codeSystenVersion="1.0" displayName=
"BREROEFOHE/>
<value xsi:type="BL” value="false”/>
<1— @80]2.13. 1. 4: BEPOEMDOERE #2 —
</observation>
</component>
{/organizer>
</subject0f2>
{/primaryRole>
{/subjectl>
<component typeCode="COMP">
{causalityAssessment classCode="0BS” moodCode="EVN">
<code code="20" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
interventionCharacterization”/> :
<value xsi:type="CE” code="G.k 1" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 13" codeSystemVersion="2.0"/>
<!— G.k 1: Characterisation of Drug Role Drug #1 —>
<subject2 typeCode="SUB]">
{productUseReference classCode="SBADM” moodCode="EVN"> -
<id root="3¢91b4d5-e039-4a7a-9c30-67671b0ef9ed”/>
</productUseReference>
</subject2>
{/causalityAssessment>
</component>
{component typeCode="COMP">
(causalityAssessment classCode="0BS” moodCode="EVN™>
<code code="20" codeSystem="2. 16. 840. 1.113883. 3.989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="
interventionCharacterization”/>
<value xsi:type="CE” code="G.k 1" codeSystem="2.16.840. 1. 113883.3.989.2. 1. 1. 13" codeSystemVersion="2.07/>
<|— G.k.1: Characterisation of Drug Role Drug #2 —>
<subject2 typeCode="SUB]">
¢productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce—3b3b—45c7-92dd-69e06730c3a9"/>
{/productUseReference>
</subject2>
{/causalityAssessment>
{/component>
<component 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 xsi:type="SI”>G.k 9.i.2.r. 3</value>
¢l— 6.k 9.i.2.1.3: Result of Assessment Drug #1, Reaction #1, Assessment #1 —>
<methodCode>
<originalText>G. k. 9. i. 2. 1. 2</originalText>
<!— G.k.9.4.2.1.2: Method of Assessment Drug #1, Reaction #1, Assessment #1 —>
</methodCode>
Cauthor typeCode="AUT">
<assignedBntity classCode="ASSIGNED">

s

{code>
<originalText>G. k. 9. i. 2. 1. 1</originalText>
¢<!— 6.k.9.1.2.1.1: Source of Assessment Drug #1, Reaction #1, Assessment #1 —>
{/code>
</assignedEntity>
</author>

<subjectl typeCode="SUBJ">
{adverseEffectReference classCode="0BS” moodCode="EVN™>
¢id Toot="154eb889-958b—45f2-a02f-42d4d6£4657£"/>
{/adverseEffectReference>
</subjectl>
(subject2 typeCode="SUBJ™>
<productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9ed”/>
</productUseReference>
</subject2>
{/causalityAssessment>
</component>
<component typeCode="COMP™>
{causalityAssessment classCode="0BS” moodCode="EVN">
(code code="39" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2.1. 1. 18" codeSystemVersion="1.1" displayName="causality”/>
<value xsi:type="ST">G.k.9.i.2.r.3</value>
¢l—G.k.9.i.2.1.3: Result of Assessment Drug #1, Reaction #2, Assessment #1 —>
<methodCode>
<originalText>G. k. 9. i. 2. r. 2¢/originalText>
¢]—6G. %k 9.1i.2.1.2: Method of Assessment Drug #1, Reaction #2, Assessment #1 —>
</methodCode>
<author typeCode="AUT">
<assignedBntity classCode="ASSIGNED">

{code>
{originalText>G. k. 9. i. 2. r. 1</originalText>
<]— 6.k 9.i.2.7. 1 Source of Assessment Drug #1, Reaction #2, Assessment #l —>
{/code>
</assignedEntity>
</author>

<subjectl typeCode="SUB]™>
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<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-cle8-4e6c-93e5-5h860b314220" />
</adverseBffectReference>
{/subjectl>
<subject2 typeCode="SUBJ”>
{productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c91b4d5-e039-4aT7a-0c30-67671b0ef9ed” />
{/productUseReference>
</subject2>
{/causalityAssessment>
</component>
{component 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 xsi:type="ST">G.k 9.1i.2.r.3</valued
{!—6.k 9.i.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #1 —>

<methodCode>

<originalText>G. k. 9. i. 2. r. 2{/originalText>

<I—6.k.9.1.2.1.2: Method of Assessment Drug #2, Reaction #2, Assessment #1 —)
</methodCode>

<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED”>
<code>
<originalText>G. k 9. i.2.r. 1</original Text)>
= 6.k 9.1.2.7.1: Source of Assessment Drug #2, Reaction #2, Assessment #1 —>
{/code> '
{/assignedBntity>
</author>
{subjectl typeCude="SUBJ"> ‘
<adverseEffectReference classCode="0BS” moodCode="EVN">
<id roct="2baa28d6-c9e8-4e6c-93e9-5b860b3142207 />
{/adverseEffectReference)
</subjectl>
<subject2 typeCode="SUBJ”>
<productUseReference classCode="SBADM" moodCode="EVN”>
<id root="68d6f5ce-3b3b—45c7-92dd-69e06730c3a9” />
{/productUseReference>
</subject2>
{/cansalityAssessment>
</component>
<component typeCode="COMP”>
<causalityAssessment classCode="0BS” moodCode="EVN">
<code code="39" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1, 1. 19” codeSysterVersion="1.1" displayName="causality”/>
<value xsi:type="ST">G.k 9.1i.2.r.3</value>
<1—G.k.9.1.2.1.3: Result of Assessment Drug #2, Reaction #2, Assessment #2 —>

<methodCode>

{originalText>G. k. 9. 1, 2. r. 2</originalText>

<I—6.k.9.1.2.7.2: Method of Assessment Drug #2, Reaction #2, Assessment #2 —>
</methodCode>

<author typeCode="AUT">
<assignedBntity classCode="ASSIGNED”>
{code>
<originalText>G. k. 9. i. 2. r. 1</originalText>
{!— 6.k.9.i.2.1. 1: Source of Assessment Drug #2, Reaction #2, Assessment #2 —>
</code>
{/assignedEntity>
</author>
<subjectl typeCode="SUBJ">
<adverseEffectReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6—c9eB-4e6c—93e¢9-5b860b3142207 />
{/adverssEffectReference>
</subjectl>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="68d6f5ce~3b3b-45¢7-92dd-69606730c3a9" />
</productUseReference>
</subject2>
</causalityAssessment>
</component>
<componentl typeCode="COMP">
<observationEvent classCode="0BS” moodCode="EVN">
{code code="10" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="comment”/>
<value xsi:type="ED">H. 2</value>
<!— H.2: Reporter’s Comments —>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED”> - !
{code code="3" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 21" codeSystemVersion="1.0" displayName="
sourceReporter”/>
{/assignedEntity> -
{/author>
{/observationEvent>
</component1>
<componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
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Lcode code="15" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="diagnosis”/>
<value xsi:type="CE” code="H 3.r.1b" codeSystem="2.16. 840. 1. 113883. 6. 163" codeSystemVersion="H. 3.r. 1a”/>
<!— H.3.1.1a: MedDRA Version for Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event # —>
<l— H.3.r.1b: Sender' s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code) #1 —>
<author typeCode="AUT™>
CassignedEntity classCode="ASSIGNED">
<code code="1" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 21" codeSystemVersion="1.07 displayNeme="sender”/>
</assignedEntity>
{/author>
</observationEvent>
</component1>
{componentl typeCode="COMP™>
{observationEvent classCode="0BS” moodCode="EVN">
<code code="15" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="diagnosis”/>
<value xsi:type="CE” code="H.3.T.1b” codeSystem="2.16.840. 1. 113883. 6. 1637 codeSystemVersion="H. 3. r. 1a"/>
¢!— H.3.r.1a: MedDRA Version for Sender’ s Diagnosis / Syndrome and / or Reclassification of Reaction /. Event #2 —
<l— H.3.1.1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code) #2 —>
<author typeCode="AUT™> .
<assignedEntity classCode="ASSIGNED”>
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 21" codeSystemVersion="1.0" displayName="sender”/>
</assignedEntity>
</author>
</observationEvent>
{/component1>
<componentl typeCode="COMP">
<observationEvent classCode="0BS” moodCode="EVN">
© <code code="10" codeSystem="2. 16.849. 1. 113883. 3. 989, 2. 1. 1. 19” codeSystenVersion="1.1" displayName="comment”/>
<value xsi:type="ED">H. 4</value>
<l— H.4: Sender’s Comments —>
<author typeCode="AUT">
(assignedEntity classCode="ASSIGNED">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 21” codeSystemVersion="1. 0" displayName="sender”/>
{/assignedEntity>
</author>
{/observationEvent>
{/component1>
{componentl typeCode="COMP™>
{observationEvent classCode="0BS” moodCode="EVN">
{code code="3" codeSystem="2.16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1. 0" displayName="3R5E T IZXT 5 =
AVR/
<value xsi:type="ED">J2.7.2<{/value>
l— 08@J2.7.2: KETICHTE=AL N —
{/observationEvent>
</component1>
<componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
<code code="4" codeSyster="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1.0" displayName="/&Ju}E DME T2
/>
¢value xsi:type="ED">J2.9</value>
<I— 0e@J2.9: BIEDOHRME —>
</observationEvent>
{/component1>
{component! typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
<code code="5" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="4"1% D" />
<value xsi:type="ED">J2.10</value>
<1— @@ey2. 10: SHORE —>
</observationEvent>
{/component1>
{componentl typeCode="COMP™>
{observationEvent classCode="0BS” moodCode="EVN">
<code_ cods="6" codeSystem="2. 16. 840. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="¢ DB EEHL%

'/)
<value xsi:type="ED">J2.11</value>
<I— @eej2.11: EOMBEFES —
</observationEvent>
</component1>
{componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN™>
<cods code="12" codeSystem="2. 16.840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10" codeSysteuVersion="1.0" displayName="HEMEDER"
/>
<value xsi:type="ED">J2.16</value>
<1— @@eJ2.16: MENEDCER —
</observationEvent>
{/component1>
{componentl typeCode="COMP”>
{observationEvent classCode="0BS” moodCode="EVN">
<code code="13" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.0" displayName="{l#%1"/>
Cvalue xsi:type="ED">J2.19¢/value>
<1— 006J2.19: HE1 —
</observationEvent>
{/componient1>
{componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
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<code code="14" codeSystem="2. 16. 840. 1. 113883. 3.989, 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="{§Z2"/>
<value xsi:type="ED”>J2.20<{/value>
<l— @B&J2.20: fME2 —
</observationEvent>
</component1>
<componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
<code code="15" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3, 2. 1. 10" codeSystemVersion="1.0" displayName="{lZ£3"/>
<value xsi:type="ED">J2.21</value>
<l— ee@]2.21: @E3 —
{/observationBvent>
</component1>
<componentl typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
{code code="16" codeSystem="2. 16. 840. 1. 113883. 3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion=’1. 0" displayName="{§&4"/>
<value xsi:type="ED”>J2.22<{/value)
<I— @@8J2.22: fEL —>
</observationEvent>
</component1>
</adverseEventAssessment)
{/component>
<component typeCode="COMP”>
<observationEvent classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2.16.840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
additionalDocumentsAvailable”/> .
<value xsi:type="BL” value="true”/>
<!— C.1.6.1: Are Additional Documents Available? —>
{/observationEvent>
{/component>
{component typeCode="COMP"> .
{observationEvent classCode="0BS” moodCode="EVN">
{code code="23" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="1localCriteriaForExpedited”/

<value xsi:type="BL” value="true”/>
¢{!— €.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
{/observationEvent>
</component>
<component typeCode="COMP">
CobservationEvent classCode="0BS” moodCode="EVN">
<code code="36" codeSystem="" 2. 16. 840. 1. 113883. 3. 989. 2.1.1.197 codeSystemVerslon— 1.17 displayName="summaryAndComment” />
<value xsi:type="ED” language="H.5.r.1b">H. 5. r. 1la{/value>
<!— Hb.1.1a: Case Summary and Reporter's Comments Text #I —>
<!— H 5.1 1b: Case Sumary and Reporter’ s Comments Language #1 —>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code code="2" codeSystem="2, 16.840. 1. 113883, 3. 989, 2. 1. 1. 21" codeSystemVersion="1.0" displayName="reporter”/>
</assignedEntity>
</author>
{/observationEvent>
{/component>
<component typeCode="COMP">
(observatlonEvent classCode="0BS" moodCode="EVN">
{code code="36" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="summaryAndComment” />
<value xsi:type="ED” language="H.5.r.1b">H.5.r. la</value>
<!— H 5.r.1a: Case Summary and Reporter's Comments Text #2 —>
<l— H.5.1.1b: Case Summary and Reporter’s Comments Language #2 —>
Cauthor typeCode="AUT”>
CassignedEntity classCode="ASSIGNED">
{code code="2" codeSysten="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 21" codeSystemVersion="1. 0" displayName="reporter”/>
{/assignedEntity)>
{/author>
{/observationEvent>
</component>
<outboundRelationship typeCode="SPRT”>
" <relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 22" codeSystemVersion="1, 0" displayName="initialReport”/>
<subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED”>
<onde ende="1, 1.8 27 rndeSystem="2. 16. 840. 1. 113883, 3. 980, 2. 1. 1. 3" codoSyotomVoraion="3. 0”/>
<!— C.1.B.2: First Sender of This Case —>
</assignedintity>
</author>
{/controlActEvent>
{/subject0f2>
{/relatedInvestigationd
</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. 113883.3.989.2.1.3.2"/>
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¢l-- C.1.10.1: Identification Number of the Report Which Is Linked to This Report (repeat as necessary) #1 —>

</controlActEvent> N
</subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
LoutboundRelationship typsCode="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, 3.989. 2.1.3.2"/>
<l— C.1.10.r: Identification Number of the Report Which Is Linked to this Report (repeat as necessary)

{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
<outboundRelationship typeCode="SPRT">
{priorityNumber value="1"/>
¢!— C.2.r.5: Primary Source for Regulatory Purposes #1 —>
¢relatedInvestigation classCode="INVSTG" moodCode="EVN™>

#2 —

<code code="2" codeSystem="2. 16.840. 1. 113883. 3, 989. 2, 1. 1. 22" codeSystemVersion="1. 0" displayName="sourceReport”/>

<stibjectOf2 typeCode="SUBJ"™>
{controlActEvent classCode="CACI” moodCode="EVN">

<author typeCode="AUT™> ~
<assignedEntity classCode="ASSIGNED">
<addr>

(streetAddressLinedC. 2. 1. 2. 3¢/streetAddressLine>
{1— C.2.71.2.3: Reporter’s Street #1 —>

<eity>C. 2.r. 2. 4</city>

¢1— C.2.1.2.4: Reporter's City #1 —>

{statedC. 2. 1. 2. 5{/state>

¢l— C.2.1.2.5: Reporter’s State or Province #1 —>

{postalCode>C. 2. r. 2. 6</postalCode>

<1— C.2.1.2.6: Reparter’s Postcode #1 —>

{/addr>
(telecom value="tel:C.2.1.2.7°/>

¢{!— C.2.1.2.7: Reporter’ s Telephone #1 —>
¢assignedPerson classCode="PSN” determinerCode="INSTANCE™>

<name>
<prefix>C. 2. 1. 1. 1<{/prefixd

<l— C.2.1.1.1: Reporter's Title #l —>

<givendC. 2. 1. 1. 2<{/given>

<I— C.2.r.1.2: Reporter’s Given Name #1 —

<given>C. 2. 1. 1. 3</giver>

¢l— C.2.r.1. 3: Reporter’ s Middle Name #1 —>

<family>C. 2. 1. L. 4</family>

<l— C.2.7.1.4: Reporter's Family Name #1 —>

</name>
<asQualifiedEntity classCode="QUAL™>

<code code="C.2.T.4" codeSystem="2. 16. 840, 1, 113883. 3. 989, 2. 1. 1. 6” codeSystemVersion="2.0"/>

¢(I— C.2.r.4: Qualification #1 —>

</asQualifiedEntity>
<asLocatedEntity classCode="LOCE">

¢location classCode="COUNTRY” determinerCode="INSTANCE">
<code code="C.2.1.3" codeSystem="1.0.3166.1.2.2"/>
<!— C.2.r.3: Reporter’s Country Code #1 —>

</location>
{/asLocatedEntity>
{/assignedPerson>

(representedOrganization classCode="ORG” determinerCode="INSTANCE™>

<name>C. 2. r. 2. 2{/name>

<l— C.2.1.2.2: Reporter’s Department #1 —>
<assignedEntity classCode="ASSIGNED">
<representedirganization classCode="ORG” determinerCode="INSTANCE”>

<{name>C. 2. I. 2. 1{/name>

<l— C.2.1r.2.1: Reporter' s Organisation #1 —>

{/representedOrganization>
{/assignedEntity>
{/representedOrganization>
</assignedEntity>
</author>
</controlActEvent>
</subject0f2>

</relatedInvestigation>
</outboundRelationship>
{outboundRelationship typeCode="SPRT”>

(relatedInvestigation classCode="INVSTG” moodCode="EVN">.

{code code="2" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 22" codeSystemVersion="1.0" displayName="sourceReport”/>

¢subject0f2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
CassignedEntity classCode="ASSIGNED">
<addr>

<streetAddressLine>C. 2. . 2. 3¢/streetAddressLine>
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'<l— C.2.1r.2.3: Reporter’s Street #2 —>
<city>C. 2. 1. 2. 4</city>
<l— C.2.1.2.4: Reporter’s City #2 —>
{state>C. 2. . 2. 5</state>
<!— C.2.1.2.5: Reporter’s State or Province #2 —>
<postalCode>C, 2. r. 2. 6</postalCode>
<1— C.2.1.2.6: Reporter's Postcode #2 —>
</addr>
<telecom value="tel:C.2.1.2.7"/>
<1~ C.2.1.2.7: Reporter’ s Telephone #2 —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<name> ) "
<prefiz>C. 2. 1. 1. 1{/prefix)>
<I— C.2.r.1.1: Reporter's Title #2 —>
<giverC. 2. 1. 1. 2{/given>
<l— C.2.1.1.2: Reporter’s Given Name #2 —>
<given>C. 2. r. 1. 3</given> )
<I— C.2.1.1.3: Reporter’s Middle Name #2 —>
<family>C. 2. 1. 1. 4{/family>
<l— C.2.r.1.4: Reporter’ s Family Name #2 —>
</name>
<asQualifiedEntity classCode="QUAL">
<code code="C.2.T.4" codeSystem="2.16.840. 1. 113883. 3. 989. 2, 1. 1. 6” codeSystemVersion="2.0"/>
{I— C.2.1.4: Qualification #2 —>
{/asQualifiedEntity>
<asLocatedEntity classCode="LOCE”>
<location classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="C. 2.T.3" codeSysten="1.0.3166.1,2.27/>
Kl— C.2.1.3: Reporter’s Country Code #2 —>
</location>
</asLocatedEntity>
</assignedPerson>
<representedOrganization classCode="ORG” determinerCode="INSTANCE">
<name>C. 2. r. 2. 2{/name>
<!— C.2.1.2.2: Reporter’s Department #2 —>
<assignedEntity classCode="ASSIGNED">
<representedOrganization classCode="0RG”" determinerCode="INSTANCE™>
<name>C. 2. r. 2. 1{/name>
¢!— C.2.1.2.1: Reporter's Organisation #2 —>
{/representedOrganization>
{/assignedEntity>
{/representedOrganization>
</assignedEntity>
{/author>
{/controlActEvent>
</subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
<subject0fl typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
CassignedEntity classCode="ASSIGNED">
{cods code="C.3.1" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 7" codeSystemVersion="2.0"/>
<!— €.3.1: Sender Type —>
<addr>
{streetAddressLine>C. 3. 4. 1{/streetAddressLine>
¢{l— C.3.4.1: Sender’s Street Address —>
Lcity>C. 3. 4. 2</city>
<!— C.3.4.2: Sender’s City —>
<statedC. 3. 4. 3¢/state)
<!— C.3.4.3: Sender’s State or Province —>
<postalCode>C. 3. 4. 4¢/postalCode>
<{I— (.3.4.4: Sender’s Postcode —>
</addr>
<telecom value="tel:C.3.4.6"/>
<!— C.3.4.6: Sender’s Telephone —>
{telecom value="fax:C.3.4.77/>
<}—C.3.4.7: Sender's Fax —>
<telecom value="mailto:C. 3.4.87/>
<!— C.3.4.8: Sender’s F-mail Address —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<name>
{prefiz>C. 3. 3 2</prefix®
<l— C.3.3.2: Sender’ s Title —>
{given>C. 3. 3. 3¢/given)
<1— C.3.3.3: Sender's Given Name —>
<given>C. 3. 3. 4{/given>
<!— C.3.3.4: Sender's Widdle Name —>
{family>C. 3. 3, 5¢/family>
<!— C.3.3.5: Sender's Family Name —>
{/name>
<asLocatedEntity classCode="LOCE">
<location classCode="COUNTRY” determinerCode="INSTANCE">
<code code="C.3.4.5” codeSystem="1. 0. 3166. 1. 2.2"/>
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¢l— C.3.4.5: Sender’ s Country Code —>
</location>
{/asLocatedEntity>
</assignedPerson>
(represented0rganization classCode="ORG" determinerCode="INSTANCE">
<name>C. 3. 3. 1<{/name>
¢!— C.3.3.1: Sender's Department —>
<assignedEntity classCode="ASSIGNED">
<representedOrganization classCode="ORG” determinerCode="INSTANCE™>
<name>C. 3. 2{/name>
¢1— C.3.2: Sender’s Organisation —>
{/representedOrganization>
{/assignedEntity>
{/representedOrganization>
</assignedEntity>
{/author>
<primaryInformationRecipient typeCode="PRCP">
<assignedEntity classCode="ASSIGNED">
¢assignedPerson classCode="PSN” determinerCode="INSTANCE™>
<name>
{prefix>J2. 18. 2</prefiz>
<|— @@eJz.18.2: %fFF RHEX —
{Family>J2. 18, 3</family>
<|— @eeJ2.18.3: RfEE # —
<given>J2. 18. 4</given>
<|— @eeJ2.18.4: %fEE & —
{/name>
</assignedPerson>
(representedOrganization classCode="ORG” determinerCode="INSTANCE">
<name>J2. 18. 1<{/name>
<l— @@eye. 18.1: ZfEE #B8E
</representedOrganization>
{/assignedEntity>
</primaryInformationRecipient>
{/controlActEvent>
{/subject0f1>
<subjectOf1 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<id assigningAuthorityName="C. 1.9.1.r.1" extension="C.1.9.1.1.2" root="2,16.840. 1.113883. 3.989.2. 1. 3. 37/>
¢l— C.1.9.1.1.1: Source(s) of the Case Identifier (repeat as necessary) #l —>
¢!— C.1.9.L.r.2 Case Identifier(s) #1 —>
{/controlActEvent>
</subject0f1>
<subject0Of1 typeCode="SUBJ">
{controlActEvent classCode="CACT" moodCode="EVN">
<id assigninghuthorityName="C.1.9.1.r.1” extension="C.1.9.1.r.2" root="2.16.840. 1. 113883. 3. 989.2. 1. 3. 37/>
(l— C.1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessary) #2 —>
<I— C.1.9.1.r.2 Case Identifier(s) #2 —>
{/controlActEvent>
{/subject0f1>
<subject0f2 typeCode="SURJ™>
(investigationCharacteristic classCode="0BS” moodCode="EVN">
(code code="1" codeSystem="2.16. 840. 1. 113883. 3. 989. 2, L. 1. 23” codeSystemVersion="1.0" displayName="ichReportType”/>
(value xsi:type="CE" code="C.1.3” codeSystem="2.16.840. 1. 113883. 3.989.2. 1. 1.2" codeSystemVersion="2. 0"/
<!— C.1.3 Type of Report —>
{/investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ">
(investigationCharacteristic classCode="0BS” moodCode="EVN">
Coode code="2" codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="otherCaselds”/>
¢value xsi:type="BL” value="true”/>
¢l— C.1.9.1 Other Case Identifiers in Previous Transmissions —>
¢/investigationCharacteristic>
</subject0f2>
<subjectOf2 typeCode="SUBJ"> -
(investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="3" codeSystem="2. 16.840. 1, 113883, 3. 989. 2. 1. L. 23” codeSystemVersion="1.0” displayName="nullificationAmendmentCode”/

(value xsiitype="CE” code="C.1.11.1” codeSystem="2.16.840.1. 113883.3.989.2. 1. 1.5” codeSystenVersion="2.0"/>
<!— C.1.11.1: Report Nullification / Amendment —>
</investigationCharacteristic>
</subject0f2>
<subject0f2 typeCode="SUB]">
(investigationCharacteristic classCode="0BS” moodCode="EVN">
(code code="4" codeSystemr="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="
nullificationAmendmentReason”/>
(value xsi:type="CE">
CoriginalText>C. 1. 11. 2</originalText>
<!— C€.1.11.2: Reason for Nullification / Amendment —>
{/value> :
</investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
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<code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1. 3.2. 1. 12" codeSystemVersion="1.0" displayName="BBIEE (BEHH) "/,
<value xsi:type="CE” code="J2.1a” codeSystem="2. 16.840. 1. 113883. 3.989.5. 1.3. 2. 1. 1" codeSystemVersion="1.1"/>
<I— @eeJ2. 1a: WRIES BEHR —
{/investigationCharacteristic
</sub ject0f2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2. 16.840, 1. 113883. 3. 989. 5, 1. 3. 2. 1. 12" codeSystemVersion="1. 0" displayName="$4E#HE A"/>
<value xsi:type="TS” value="20130107"/>
<I— @8eJ2.2.1: MEEER — .
. </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” codeSystemVersion="1.0" displayName="$5H&E AIcETZ A
2/ .
<value xsi:type="ED">J2.2.2<{/value> '
<I— @8J2.2.2: BEEFRAWETHIAVF
</investigationCharacteristic® .
</subject0f2>
<subject0f2 typeCode="SUBJ”>
<investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="4" codeSystem="2.16.840. 1. 113883. 3, 989. 5. 1. 3. 2. 1. 12” codeSystemVersion="1.0" displayName="EB#&T 5 "/>
<value xsi:type="CE” code="J2.3" codeSystem="2. 16.840. 1. 113883.3.989.5. 1.3.2. 1. 2" codeSystemVersion="1.1"/>
<l— 8@eJ2.3: EEEE 5/ —>
{/investigationCharacteristic>
</sub ject0f2>
<subject0f2 typeCode="SUBJ">
<1investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="5" codeSyster="2. 16. 840. 1. 113883, 3. 989. 5. 1. 3. 2.1, 12" codeSystenVersion="1.0" displayName="3R&X &7 S 77/>
<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"/>
<I— @eeJ2.8.1: MERNRATZS —>
{/investigationCharacteristic)
</subject0f2>
<subject0f2 typeCode="SUBJ”>
<investigationCharacteristic classCode="0BS” moodCode="EVN™>
{code code="86" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 12” codeSystenVersion="1.0". displayName="34E%&IDEBH"/>
<value xsi:type="ED">J2.8.2<{/value)
<I— @@0J2.8.2: iR OEM —
{/investigationCharacteristic>
{/subject0f2>
{/investigationEvent>
</subject>
{/controlActProcess>
</PORR_IN045016UV>
<l-— Message #1 —
<I— Message #2 —>
<!— PORR_IN049016U0V —>
<!— /PORR_IN049016U0V —>
<!— Message #2 —>
{receiver typeCode="RCV”>
{device classCode="DEV” determinerCode="INSTANCE">
<id extension="N.1.4” root="2.16.840. 1. 113883. 3.989, 2. 1. 3. 14"/>
<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>
{/sender>
</MCCI_IN200100UV01>
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<territorialAuthority classCode="TERR”>
<territory classCode="NAT” determinerCode="INSTANCE">
<code code="G.k 3.2" codeSystem="1.0.3166.1.2.2"/>
<1— G.k.3.2: Country of Authorisation / Application #2 —>
</territory>
{/territorialAuthority>
{/author>
<pertinentInformation typeCode="PERT™>
<policy classCode="POLICY” moodCode="EVN™>
<code code="J2.5.k” codeSysten="2. 16. 840. 1. 113883, 3. 989.5.1.3.2. 1. 4"
codeSystemVersion="1.1"/> ;
<1— 080J2.5.k: —RBERHEO Y RJEHE #2 —
</policy>
</pertinentInformation>
{/approval>
{/subject0f>
<subjectOf typeCode="SB]">
{characteristic classCode="0BS” moodCode="EVN">
{code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.107
codeSystemVersion="1.0" displayName="$fEFKHEDRREZ"/>
(value xsi:type="CE” code="J2.4.k” codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3.
2.1.3” codeSystemVersion="1.1"/> -
<I— @ea2. 4 k: FERKEORRKS #2 —
{/characteristic>
</subjectOf>
{/asManufacturedProduct>
<ingredient classCode="ACTI">
{quantity>
<numerator value="10" unit="G.k 2.3.r.3b"/>
<!— 6.k 2.3.1.3a: Strength (number) #2-1 —>
<!— G.k. 2.3.r.3b: Strength (unit) #2-1 —>
{denominator value="1"/>
</quantity>
<ingredientSubstance classCode="MMAT" determinerCode="KIND">
<code code="G.k. 2.3.r.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r.

2a"/>
' <!— G.k 2.3.r.2a: Substance / Specified Substance TermID Version Date / Number
#2-1 —>
{!— 6.k 2.3.1.2b Substance / Specified Substance TermID #2-1 —>
<name>G. k. 2. 3. r. 1</name>
<!— G.k 2.3.1.1: Substance / Specified Substance Name #2-1 -
</ingredientSubstance>
</ingredient>
<ingredient classCode="ACTI">
<quantity>
<numerator value="10" unit="G.k. 2.3.r.3b"/>
¢!— 6.k 2.3.1.3a: Strength (number) #2-2 —>
<!— 6.k 2.3.1.3b: Strength (unit) #2-2 —>
<denominator value="1"/>
</quantity>
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
{code code="G. k. 2.3.1.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r.
2a"/>
<l— G.k 2.3.1.2a: Substance / Specified Substance TermID Version Date/Number #2-
2—>

(!— 6.k 2.3.r.2b Substance / Specified Substance TermID #2-2 —>
<name>G. k. 2. 3. r. 1</name>
<}— G.k 2.3.1.1: Substance / Specified Substance Name #2-2 —>
</ingredientSubstance>
</ingredient>
</kind0fProduct>
<subjectOf typeCode="SBJ"> .
<productEvent classCode="ACT” moodCode="EVN">
<code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 18” codeSystemVersion="1.0"
displayName="retailSupply”/>
<performer typeCode="PRE™>
<assignedBntity classCode="ASSIGNED">
{representedOrganization classCode="0RG” determinerCode="INSTANCE™>
{addr>
<country>G. k. 2. 4</country>
<l— 6.k.2.4: Identification of the Country Where the Drug Was
Obtained #2 —>
{/addr>
{/representedOrganization>
{/assignedEntity>
</performer>
{/productEvent)>
</subject0f>
<subjectOf typeCode="SBJ">
{observationEvent classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10” codeSystemVersion="1.
0" displayNeme="—f A ERK O AFREE"/>
<value xsi:type="CE” code="J2.6.k" codeSystem="2. 16,840. 1. 113883.3,989.5.1.3.2.1.5"

codeSystemVersion="1.17/>
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<I— @0e)2.6.k: —AERBOAFEE #2 —
{/observationBvent>
</sub ject0f>
</instance0fKind>
{/consumable>
<outboundRelationshipl typeCode="SAS”>
<pauseQuantity value="10" unit="G.k 9.i.3.1b"/> ,
<!— G.k 9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #1—>
<l— 6.k 9.1.3.1b: Time Interval between Begimning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #1 —
<actReference classCode="0BS” moodCode="EVN"> )
<id root="154eb889~958b-45£2-a02f—42d4d654657E"/>
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE”>
<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<!~ G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #1 —>
<!— G.k9.i.8.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #1 —>
<actReference classCode="0BS” mqodCode="EVN">
<id root="154¢b889-958b-45f2-a02f—42d4d6£4657F"/>
</actReference>
</outboundRelationship1>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" wnit="G.k.9.1i.3.1b"/> .
<!— G.k 9.i.3.1a! Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #2 —> ,
<!— 6.k 9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #2 —>
<actReference classCode="0BS® moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b3142207/>
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9. i.3.2b"/>
<!— 6.k 9.i.3.2a: Time Interval betwsen Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #2 —>
<!— G.k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #2 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="2baa28d6-c9e8-4e6c-93e9-5b860b314220"/>
</actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
i <l— G.k 9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #3 —>
- <!— G.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #3 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8-Ba0f-e0ff34430adf"/>
{/actReference>
</outboundRelationshipld
<outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k. 9. i.3.2b"/> R
<l— 6.k 9.i.3.2a: Time Interval betwsen Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #3 —>
<!— G.k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #3 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="3a8626cb-0f1b-10a8-8a0f-c0ff34430adf” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
<!— 6.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #2, Reaction #4 —>
<l— 6.k 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #2, Reaction #4 —> ’
<actReference classCode="0BS” moodCode="EVN">
<id root="2¢99840f-08b4~499c—-80ff-dd8415f4f8a5" />
</actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
<!— G.k. 9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)
Drug #2, Reaction #4 —>
<!— G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #2, Reaction #4 —>
<actReference classCode="0BS” moodCode="EVN"> .
<id root="2e99840f-08h4-499c-BOff-dd8415f4f8a5"/>
{/actReference>
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<?mml version="1.0" encoding="UTF-8"7>

<MCCI_IN200100UV01 ITSVersion="YML_l.0" xsi:schemalocation="urn:hl7-org:v3 MCCI_IN200100UVOL. xsd” smlns="urn:hl7-org:v3” xmlns:xsi="http://www.w3. org/
2001/XMLSchema—instance”>
<id extension="N. 1.2” root="2.16.840.1. 113883, 3.989.2.1.3.22"/>
<!— N.1.2: Batch Number —>
{creationTime value="20101214151617"/>
¢l— N.1.5: Date of Batch Transmission —>
{responseModeCode code="D"/>
{interactionId extension="MCCI_IN200100UV01” root="2.16.840. 1. 113883.1.6"/>
¢name code="N.1.1” codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. L. 1” codeSystemVersion="2.0"/>
<!— N.1.1: Type of Messages in Batch —>
{!— Message #1 —
<PORR_IN049016UV>
<id extension="N.2.T.1” root="2.16.840. 1. 113883, 3.989.2.1.3.1"/>
{!— N.2.r.1: Message Identifier —>
{creationTime value="20101214151617"/>
{l— N.2.r.4: Date of Message Creation —>
{interactionId extension="PORR_IN049016UV” root="2.16.840. 1. 113883.1.6"/>
{processingCode code="P"/>
<{processingModeCode code="T"/>
CacceptAckCode code="AL"/>
{receiver 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: Message Receiver Identifier —
{/deviced>
{/receiver>
<sender typeCode="SND">
{device classCode="DEV” determinerCode="INSTANCE™>
<id extension="N.2.tr.2" root="2.16.840.1.113883.3.989.2.1.3.11"/>
¢(]— N.2.1.2: Message Sender Identifier —>
{/deviced>
{/sender>
{controlActProcess classCode="CACT” moodCode="EVN">
¢code code="PORR_TE049016UV” codeSystem="2. 16. 840. 1. 113883. 1. 187/>
<!— HL7 Trigger Event ID —>
<effectiveTime value="20101214151617"/>
<!— C.1.2: Date of Creation —>
<subject typeCode="SUBJ">
(investigationEvent classCode="INVSTG” moodCode="EVN">
<id extension="C.1.1" r90t=”2. 16. 840. 1, 113883. 3.989. 2. 1.3.17/>
{!— C.1.1: Sender’s (case) Safety Report Unique Idemtifier —>
¢id extension="C.1.8.1" root="2.16.840.1.113883.3.989.2.1.3.2"/>
<l— C.1.8.1: Worldwide Unique Case Identification Number —>
¢id extension="J2.1b” Toot="2.16.840.1.113883.3.989.5.1.3.2.3.17/>
<1— eeJz. 1b: WBES (FS) —
¢code code="PAT_ADV_EVNT” codeSystem="2. 16.840. 1. 113883.5.4"/>
{textDH. 1</text>
{!— H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Relevant Information —>
(statusCode code="active”/> .
<1— @eej2.7.1 5T, RETKSHT — )
effectiveTimed
<low value="20090101"/>
¢l— C.1.4: Date Report Was First Received from Source —>
</effectiveTime>
<availabilityTime value="20090101"/>
¢l— C.1.5: Date of Most Recent Information for This Report —>
<reference typeCode="REFR”>
{document classCode="DOC” moodCode="EVN">
<code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="documentsHeldBySender”/>
<titledC. 1. 6. 1. r. 1</title>
¢|— C.1.6.1.r.1: Documents Held by Sender (repeat as necessary) #1 —>

(text mediaType="application/pdf” representation="B64">C.1.6. L. 1. 2</text>
<l— C.1.6.1.r.2: Included Documents #1 —>
</document>
{/reference>

(reference typeCode="REFR™>
{document classCode="DOC” moodCode="EVN">
¢code code="1" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="documentsHeldBySender”/>
(titledC. 1. 6. 1. . 1</titled
¢{!— C.1.6.1.1.1: Documents Held by Sender (repeat as necessary) #2 —>
(text mediaType="image/jpeg” representation="B64" compression="DF">C.1.6. l.r. 2{/text>
¢{l— C.1.6.1.r.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" codeSystemVersion="1.0” displayName="1iteratureReference”/>
(titledJ2. 17. r</titled>
<1— 00072. 17.r BB/ TAEDHR #1 —>
{text medialype="application/pdf” representation="B647>C.4.r. 2</text>
¢l— C.4.r.2: Included Documents #1 —>
¢bibliographicDesignationText>C. 4. r. 1</bibliographicDesignationText>
{!— C.4.r.1: Literature Reference(s) #1 —>



<participation typeCode="AUT">
<assignedEntity classCode="ASSIGNED”>
{representedOrganization classCode="ORG” determinerCode="INSTANCE”>
<asLocatedEntity classCode="LOCE™>
<location classCode="COUNTRY” determinerCode="INSTANCE”>
<code code="J2.15.r” codeSystem="1. 0. 3166. 1. 2.2"/>
<1— @8872.15.r AR #1 —
{/location>
{/asLocatedBntity>
{/representedOrganization>
{/assignedEntity> ’
{/participation>
{/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" codeSystemVersion="1.0" displayName="1iteratureReference”/>
<titledJ2. 17. T¢/title> :
<l— 00072. 17.r RE/BFIROLE #2 —
<text mediaType="application/pdf” representation="B64">C.4.r.2<{/text>
<1—7C.4.1.2: Included Documents #2 —>
<bibliographicDesignationText>C. 4. r. 1{/bibliographicDesignationText>
<{!— C.4.1.1: Literature Reference(s) #2 —> ’
<participation typeCode="AUT">
<assignedBntity classCode="ASSIGNED”>
{representedOrganization classCode="0RG" determinerCode="INSTANCE">
<asLocatedBntity classCode="LOCE™>
<location classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="J2.15.1r” codeSystem="1.0. 3166.1.2,2"/>
<!— @@@je. 15.r AFH #2 —>
</location>
{/asLocatedBntity>
{/representedOrganization>
{/assignedEntity>
</participation>
{/document>
{/reference>
{component typeCode="COMP">
<adverseEventAssessment classCode="INVSTG” moodCode="EVN™>
Csubjectl typeCode="SBJ">
{primaryRole classCode="INVSBJ">
{playerl classCode="PSN” determinerCode="INSTANCE”>
<{name>D. 1</name>
¢{!—D.1: Patient (name or initials) —>
<administrativeGenderCode code="D.5" codeSystem="1.0.5218"/>
<!—D.5 Sex — - !
: <role classCode="PRS™>
<code code="PRN” codeSystem="2. 16.840. 1. 113883.5. 111"/>
<associatedPerson classCode="PSN” determinerCode="INSTANCE™>
{/associatedPerson>
{subject0f2 typeCode="SB]">
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. L.1. 20" codeSystemVersion="1.0" displayName="
drugHistory”/>
{/organizer>
</subject0f2>
{/role>
{/playerl>
<subject0fl typeCode="SBJ">
<researchStudy’ classCode="CLNIRL” moodCode="EVN">
<id extension="C.5.3" root="2. 16. 840. 1. 113883. 3. 989, 2.1.3.5"/>
<]— C.5.3: Sponsor Study Number —»
<code code="C.5.4" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1.8” codeSystemVersion="2.0"/>
<!— C.5.4: Study Type Where Reaction(s) / Event(s) Were Observed —>
<titledC. 5. 2</title>
<l— C.5.2: Study Name —>
<authorization typeCode="AUTH”>
{studyRegistration classCode="ACT” moodCode="EVN">
<id extension="C.5.1.r.1" root="2.16.840. 1. 113883.3.989.2.1.3.6"/>
{I— C.5.1.r.1: Study Registration Number #1 —>
Cauthor typeCode="AUT”>
(territorialAuthority classCode="TERR”>
{governingPlace classCode="COUNIRY” determinerCode="INSTANCE™>
<code code="C.5. 1.1.2” codeSystem="1.0. 3166. 1. 2.2"/>
<!— C.5.1.1.2: Study Registration Country #1 —>
</governingPlace>
{/territorialAuthority> N
</author>
</studyRegistration>
</authorization>
<authorization typeCode="AUTH™>
{studyRegistration classCode="ACT” moodCode="EVN">
<id extension="C.5.1.r.1" root="2. 16.840. 1. 113883.3.989. 2. 1. 3.6"/>
<!— C.5.1.r.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.T.2” codeSystem="1.0.3166.1.2.2"/>
<!— C.5.1.r.2: Study Registration Country #2 —>
</governingPlace>
{/territorialAuthority>
</author>
{/studyRegistration>
</authorization>
{/researchStudy>
{/subject0f1>
<subjectOf2 typeCode="SBI">
{observation classCode="0BS” moodCode="EVN">
(code code="3" codeSysten="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1” displayName="age”/>
<value xsi:type="PQ” value="10" unit="D.2.2b"/> )
¢<l— D.2.2a: Age at Time of Onset of Reaction / Event (mumber) —>
<!— D.2.2b: Age at Time of Onset of Reaction / Event (unit) —>
</observation> B
</subject0f2> '
<subjectOf2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<code code="16" codeSystem="2 16. 840. 1. 113883. 3.989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
gestationPeriod”/>
(value xsi:type="PQ” value="10" unit="D.Z2.2.1b"/>
<l— D.2.2.1a: Gestation Period When Reaction / Event Was Observed in the Foetus (number)” —>
<l— D.2.2.1b: Gestation Period When Reaction / Event Was Observed in the Foetus (unit) —>
{/observation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN"> R
<code code="4" codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="ageGroup”/>
<value xsi:type="CE” code="D.2.3" codeSysten="2. 16. 840. 1. 113883, 3, 989. 2. 1. 1. 9” codeSystenVersion="2.0"/>
¢!— D.2.3: Patient Age Group (as per reporter) —>
</observation>
{/subject0f2>
<subjectOf2 typeCode="SBJ"> 5
<observation classCode="0BS” moodCode="EVN">
{code code="T" codeSystem="2. 16.840. 1. 113883, 3.989; 2. 1. 1. 19" codeSystemVersion="1.1" displayName="bodyWeight"/

<value xsi:type="PQ” value="48.2" unit="kg"/>
¢!— D.3: Body Weight (kg) —>
{/observation>
</subject0f2>
<subjectOf2 typeCode="SB]">
<observation classCode="0BS” moodCode="EVN">
(code code="17" codeSysten="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="height”/>
¢value xsi:type="PQ” value="152" unit="cm"/>
<l— D.4: Height (cm) —>
«£/observation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
{code code="17" codeSysten="2.16.840.1. 113883, 3. 989.5. 1. 3. 2. 1. 10" displayName="lastMenstrualPeriodDate” />
<value xsi:type="CE” code="J2.28" codeSystemVersion="1.0" codeSystem="2. 16.840. 1. 113883, 3.989.5. 1. 3.2. 1. 16" />

<l— 6@8J2.28: FHROFHE —>
{/observation>
</subject0f2>
<subjectOf2 typeCode="SBI">
{organizer classCode="CATEGORY” moodCode="EVN">
(code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 20" codeSystenVersion="1.0" displayName="
relevantMedicalHistoryAndConcurrentConditions”/>
{component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN">
<code code="D. 7.1.T.1b” codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D.7. 1.r.1a"/>
<!—D.7.1.r la: MedDRA Version for Medical History #1 —>
<l— D.7.1.r.1b: Medical History (disease / surgical procedure / etc.) (MedDRA code) #1 —>

(inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="13" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayNeme="continuing”/> ]
(value xsi:type="BL” value="true”/>
¢<!— D.7.1.r.3: Continuing #1 —>
</cbservation>
</inboundRelationship>
{/observation>
</component>
<component typeCode="COMP”>
{observation classCode="0BS” moodCode="EVN">
¢code code="D. T7.1.T.1b" codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystemVersion="D.7.1.r.1a"/>
¢!— D.7.1.1.1a: MedDRA Version for Medical History #2 —>
<l— D.7.1r. 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. 989. 2. 1. 1. 19” codeSystemVersion="1. 1"
displayName="continuing”/>
4 {value xsi:type="BL” value="true”/>
<I—D.7.1.1.3: Continuing #2 —>
</observation>
</inboundRelationship> '
{/observation>
</component>
{component typeCode="COMP”>
Cobservation classCode="0BS” moodCode="EVN">

Ccode code="18" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1, 19" codeSystenVersion="1.1" displayName="
historyAndConcurrentConditionText”/>

<value xsi:type="ED">D.7.2<¢/value>
<I— D.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction /

event) —>
{/observation>
</component>
{/organizer>
{/sub ject0f2>
<subject0f2 typeCode="SBJ">
Corganizer classCode="CATEGORY” moodCode="EVN">
{code code="2" codeSystem="2. 16. 840. 1, 113883. 3.989. 2. 1. 1. 20" codeSystemVersion="1. 0" displayName="drugHistory”
ol

<component ‘typeCode="COMP">
(substanceAdministration classCode="SBADM” moodCode="EVN">
<consumable typeCode="CSM">
{instanceOfKind classCode="INST”> .
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<name>D. 8. r. 1{/name>
{!— D.8.r.1: Name of Drug as Reported #1 —>
</kind0fProduct>
</instance0fKind>
</consumable>
<outboundRelationship2 typeCode="CAUS”>
{observation classCode="0BS” moodCode="EVN"> }
<code code="29" codeSystew="2. 16, 840. 1. 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1. 1"
displayName="reaction"/>
<value xsiitype="CE” code="D.8.T.7b” codeSystem="2.16.840. 1. 113883, 6. 163" codeSystemVersion="
D.8.1.7a"/>
<!— D.8.1.7a: MedDRA Version for Reaction #1 —>
<!— D.8.r.7b: Reaction (MedDRA code) #1 —>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
</component>
<component typeCode="COMP”>
{substanceAdministration classCode="SBADM" moodCode="EVN">
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="XIND">
<name>D. 8. r. 1<{/name>
<{!— D.8.r.1: Name of Drug as Reported #2 —>
</kind0fProduct>
</instance0fKind>
{/consumable>
<outboundRelationship2 typeCode="CAUS”>
{observation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/>
<value xsi:type="CE” codc="D.8.r.7h” codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="
D.8.1.7a"/>
¢l— D.8.r.7a: MedDRA Version for Reaction #2 —>
<!— D.8.1.7b: Reaction (MedDRA code) #2 —>
{/observation>
<{/outboundRelationship2>
{/substanceAdministration>
</component>
{/organizer>
</subject0f2>
<subject0f2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d654657F"/>
{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="20090101"/>
<!— E.i.4: Date of Start of Reactioh / Event #1 —>
<high value="20090102"/>
<!— E.i.5: Date of End of Reaction / Event #1 —>
{/effectiveTime>
<value xzsiitype="CE” code="E. i.2.1b” codeSystem="2. 16.840. 1. 113883.6. 163" codeSystemVersion="E. i.2. 1a”>
<!— E.i.2.1a: MedDRA Version for Reaction / Event #1 —
{
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outcome”/>

07/>

TRA - BEA/>

2.1.147 />

outcome”/>

"/>

TR - SR/

2. 1147 />

outcome”/>

0"/>

¢!— B.i.2.1b: Reaction / Event (MedDRA code) #1 —>
<originalText>E. i. 1. la</originalText>
¢]— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #1 —>
</value>
(outhoundRelationship2 typeCode="PERT">
(observation classCode="0BS” moodCode="EVN">
(code code="27" codeSystem="2. 16. 840, 1. 113883. 3. 980. 2. 1. 1. 197 codeSystenVersion="1.1” displayName="

¢value xsi:type="CE” code="E.i.7” codeSystem="2.16.840.1.113883.3.989.2. 1. 1. 11" codeSystemVersion="2.

¢!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #1 —>
{/observation>
¢/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™> -
{observation classCode="0BS” moodCode="EVN">
Ccode code="11" codeSystem="2. 16. 840, 1, 113883. 3. 989.5. 1. 3. 2.1.10" codeSystemVersion="1.0” displayName=

(value zsi:type="CE” code="J2.26.1i" codeSystemVersion="1. 0" codeSystem="2. 16. 840, 1. 113883. 3. 989. 5. 1. 3.

<I— eaeyz.26.1 ERMEF #1 —
</cbservation>
{/outboundRelationship2>
</observation>
</subject0f2>
(subject0f2 typeCode="SBJ">
(observation classCode="0BS” moodCode="EVN">
<id root="2baa28d6-cIeB-4e6c—93e9-5b860b3142207/>
(code code="29" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="reaction”/>

CeffectiveTime xsi:type="IVL_TS”>
<low value="20090101"/>
¢!— E.i.4: Date of Start of Reaction / Event #2 —>

{/effectiveTime>
<value xsi:type="CE” code="E. i.2.1b” codeSystem="2.16.840. 1. 113883.6. 163" codeSystemVersion="E. i.2.1a">
<l— B.i.2.1a: MedDRA Version for Reaction / Event #2 —>
¢{|— E.i.2.1b: Reaction / Event (MedDRA code) #2 —>
CoriginalTextDE. i. 1. la{/originalText>
¢]— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #2 —>
{/value>
<outboundRelationship2 typeCode="PERT">
(observation classCode="0BS” moodCode="EVN">
Ccode code="27" codeSyster="2. 16.840, 1. 113883, 3. 989, 2. 1. 1. 19” codeSystemVersion="1.1" displayName="

(value xsi:type="CE” code="E.i.7” codeSystem="2.16.840.1. 113883.3.989.2.1. L. 11” codeSystemVersion="2.

¢!~ E.i.7: Outcome of Reaction / Event at the Time of Last Observation #2 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2. 16. 840. 1.113883. 3. 989.5.1.3. 2. 1. 10” codeSystemVersion="1. 0" displayName=

¢value xsi:type="CE” code="J2.26.1" codeSystemVersion="1.0" codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3.

<l— @e@J2. 26. 1 ERMEE #2 —
{/observation>
</outboundRelationship2>
£/observation>
</subject0f2>
¢subjectOf2 typeCode="SBJ">
(observation classCode="0BS” moodCode="EVN">
<id root="8a8626cb-9f1b-4eaB-8a0f-e0£f34430adf"/>
¢code code="29" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="reaction”/>

CeffectiveTime xsi:type="IVL_TS">
¢high value="20101201"/>
¢l— E.i.5: Date of End of Reaction / Event #3 —>
{/effectiveTime> ,
(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 Version for Reaction / Event #3 —>
¢!— E.i.2.1b: Reaction / Event (MedDRA code) #3 —>
¢originalText E. i. 1. la{/originalText>
<l— E.i.l.la: Reaction / Event as Reported by the Primary Source in Native Language #3 —>
<{/value>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
Ccode code="2T" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. L. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840.1.113883.3.989, 2. 1. 1. 11" codeSystenVersion="2.
¢|— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #3 —>

{/observation>
</outboundRelationship2>



/observation>
{/sub ject0f2>
<subject0f2 typeCoda="SRJ"> )
<observation classCode="0BS” moodCode="EVN">
<id root="Ze99840f—08b4—499c—80ff—dd8415f4f8aS"/ >
<code code="29" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="reaction”/>

<effectiveTime xsi:type="SKPR_TS">
{comp xsi:type="IVL_TS">
<low value="20090101"/>
<!— E.i.4: Date of Start of Reaction / Event #4 —>
<high value="20101201"/>
<l— E.i.5: Date of End of Reaction / Event #4 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<{/comp>
{/effectiveTime)
<value xsi:type="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 Version for Reaction / Event #4 —> :
<!— E.i.2.1b: Reaction / Event (MedDRA code) #4 —>
originalText>E. i. 1. la</originalText>
<l— E.i.1 la: Reaction / Event as Reported by the Primary Source in Native Language #4 —>
</value> .
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> .
<code code="27" codeSyster="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="
outcome”/> b
<value xsi‘type="CE” code="E.{i.7" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 11" codeSystemVersion="2.
07/> .
<!— B.i.7: Mteome of Reaction / Event at the Timo of Lost Obscrvation #4 —
{/observation>
</outboundRelationship2>
{/observation>
</subject0f2>
<subject0f2 typeCode="SBJ”>
{observation classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83¢c1-34f9ddb7eabd” />
{code code="28" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<{— E.i.4: Date of Start of Reaction / Event #5 —>
{/effectiveTimed>
<value xsi:type="CE” code="E.i.2. 1b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a">
<l— E.i.2.1a: MedDRA Version for Reaction / Event #5 —>
<!— E.i.2.1b: Reaction / Event (MedDRA code) #5 —>
<originalText>E. i. 1. la/originalText)
<{!— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #5 —>
</valued
<outboundRelationship2 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="
outcome”/> . g
<value xsi:type="CE” code="E.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 #5 —>
{/observation>
{/outboundRelationship2>
</observation>
</subject0£2>
<subject0f2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<id root="1f927283-10b6-4334-9d43-e925640Fb18£"/>
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="reaction”/>

CeffectiveTime xsi:type="IVL_TS™>
<high value="20090101"/>
{!— E.i.4: Date of Start of Reaction / Event #6 —>
{/effectiveTimed
Cvalue xsi:type="CE” code="E.1i.2.1b" codeSystem="2. 16. B40. 1. 113883. 6. 163" codeSystemVersion="E. i. 2. 1a">
{l— E.i.2.1a‘ MedDRA Version for Reaction / Event #6 —>
{!— E.i.2.1b: Reaction / Event (MedDRA code) #6 —>
{originalText>E. i. 1. 1a¢/originalText>
<l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #6 —>
{/value> .
<outboundRelationship2 typeCode="PERT"> :
{observation classCode="0BS” moodCode="EVN">
<code code="27" codeSysteir="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~ codeSystemVersion="2.
07/> '
<l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation H#6 —>
{/observation>
</outboundRelationship2>



</observation>
{/subject0f2>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="e0342969-38be—423f—h6bb—celdbc279d8e”/>
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="reaction "/

(value xsi:type="CE” code="E.1i.2.1b" codeSystem="2.16.840. 1.113883. 6. 163" codeSystemVersion="E. i. 2. 1a”>
¢(I— E.i.2.1a: MedDRA Version for Reaction / Event #7 —>
¢{!— E.i.2. 1b: Reaction / Event (MedDRA code) #7 —>
<originalText>E. i. 1. la{/originalText>
¢]— B.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #7 —>
</value>
<outboundRelationship2 typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2.16.840.1.113883. 3.989.2. L. L. 19” codeSystemVersion="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.
07/>
<{!— B.i.7: Outcome of Reactlon / Event at the Time of Last Observation #7 —->
{/observation>
</outboundRelationship2>
</observation>
</subject0f2>
<subjectOf2 typeCode="SBJ">
{observation classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443¢0"/>
<code code="29" codeSystem="2. 16. 840. 1. 113883.3.988.2.1. L. 19” codeSystemVersion="1.1" displayName="reaction "N

CeffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="IVL_TS">
<low value="20090101"/>
¢{!— E.i.4: Date of Start of Reaction / Event #8 —>
</comp>
{comp zsi:type="IVL_TS” operator="A">
<high value="20101201"/>
¢!— E.i.5: Date of End of Reaction / Event #8 —>
- {/comp>
{/effectiveTime>
<value xsi:type="CE" code="E.1i.2.1b” codeSystem="2. 16. 840. 1. 113883. 6, 163" codeSystemVersion= "E, i.2.1a">
¢l— E.1i.2.1a: MedDRA Version for Reaction / Event #8 —>
<!— E.i.2.1b: Reaction / Event (MedDRA code) #8 —>
CoriginalText>E. i. 1. la</originalText>
¢!— E.i.1.1a: Reaction:/ Event as Reported by the Primary Source in Native Language H —>
</value>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="27" codeSystem="2. 16. 840. 1. 113883. 3. 989.2.1.1.19" codeSystenVersion="1.1" displayName="
outcome”/> )
<value xsi:type="CE” code="E.i.7” codeSystem="2.16.840.1.113883.3.983.2.1. 1. 11”7 codeSystemVersion="2.
0"/>
¢!— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #8 —>
{/observation>
</outboundRelationship2>
{/observation>
</subject0f2>
{subject0f2 typeCode="SBJ">
<organizer classCode="CATEGORY” moodCode="EVN">
<code code="4" codeSystem="2.16.840. 1. 113883, 3. 989. 2. 1. 1. 207 codeSystemVersion="1. 0" displayName="
drugInformation”/> '
¢{!— G.k Drug(s) Information (repeat as necessary) #l —>
<{component typeCode="COMP™> _
{substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="3c91h4d5-e039-4aTa-9c30-67671b0efIed”/>
<consumable typeCode="CSM™>
¢instanceOfKind classCode="INST">
(kindOfProduct classCode="MMAT” determinerCode=" KIND >
<name>G. k. 2. 2¢/name>
(l— G.k. 2.2: Medicinal Product Name -as Reported by the Primary Source #1 —>
(formCode code="J2.24.k” codeSystem="2. 16. 840. 1. 113883. 3.989. 5. 1.3.2. 1. 13"
codeSystemVersion="1. 0" />
<1— eee]2.24. k BLATER #1 —
<asManufacturedProduct classCode="MANU">
¢subjectOf typeCode="SBJ">
{approval classCode="CNTRCT” moodCode="EVN">
{id extension="G.k.3.1” root="2 16. 840, 1,113883.3.989:2.1.3.47/>
<l— 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 / Applicant #1 —>
</playingOrganization>
{/role>
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codeSystemVersion="1.0" displayName="$fEHELEDRIREL"/>

2.1.3" codeSystemVersion="1.1"/>

codeSystemVersion="1.0" />

codeSystenVersion="1.0" />

</holder>
<author typeCode="AUT”>
<territorialAuthority olapsCodo="TERR™>
{territory classCode="NAT” determinerCode="INSTANCE™>
{code code="G.k.3.2" codeSystem="1. 0. 3166.1.2.2"/>
" <!— G.k.3.2: Country of Authorisation / Application #I —>
{/territory>
</territorialAuthority>
{/author>
</approval>
</subject0f>
<subjectOf typeCode="SBJ">
{characteristic classCode="0BS” moodCode="EVN"> S
<code code="1" codeSystem="2. 16.840. 1. 113883.3.989. 5. 1. 3. 2. 1. 10"

<value xsitype="CE” code="J2. 4 k" codeSystem="2. 16. 840, 1, 113883 3. 989. 5. 1. 3.

<I— 060]2. 4. k: FEERZORRKSy #1 —>
{/characteristic>
</subjectOf>
{/asManufacturedProduct>
<asNamedEntity>
<name xml:lang="ja”>J2.23.k</name>
<1— @80]2.23.k BFH #1 —>
<assigningTerritory>
<code code="JP" codeSystem="1.0.3166. 1.2.2" />
{/assigningTerritory> :
</asNamedEntity>
<ingredient classCode="ACTI”>
{quantity>
{mumerator/>
{denominater value="1"/>
</quantity>
{ingredientSubstance classCode="MMAT" determinerCode="KIND">
<name>G. k. 2. 3. r, 1</name>
<l— G.k.2.3.r.1: Substance / Specified Substance Name #1-1 —>
<asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT" determinerCode="KIND">
<code code="J2.25.k r” codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. . 3. 2.1.177

<I— 800J2.25. k.1 EAYDES #1-1 —>
{/generalizedMaterialKind) -
</asSpecializedKind>
{/ingredientSubstance)
</ingredient)
<ingredient classCode="ACTI”>
{quantity>
{numerator/>
<denominator value="17/>
{/quantity> ’
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
<name>G. k. 2. 3. r. 1{/name>
<l— G.k.2.3.1.1: Substance / Specified Substance Name #1-2 —>
<asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT” determinerCode="KIND">
<code code="J2.25.k. 1" codeSystem="2. 16. 840. 1. 113883. 3.986. 5. 1. 3. 2. 1. 17"

<I— 08@J2.25. k. r EYDKS #1-2 —>
{/generalizedMaterialKind>
{/asSpecializedKind>
{/ingredientSubstance>
{/ingredient>
</kind0fProduct>
</instance0fKind>
{/consumahle>
<outboundRelationship2 typeCode="COMP”>
<{l— G.k 4.1 Dosage and Relevant Information (repeat as necessary) #1-1 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. r. B{/text>
<!— G.k 4.1.8: Dosage Text #1-1 —>
<effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS”>
{period value="10" unit="G.k. 4.r.3"/>
{!— G.k.4.r.2: Number of Units in the Interval #1-1 —>
{!— 6.k.4.1.3: Definition of the Time Interval-Unit #I-1 —)
</comp>
. {comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<l— 6.k.4.1.4: Date and Time of Start of Drug #1-1 —>
<high value="20090101"/>
<l— G.k.4.r.5: Date and Time of Last Administration #1-1 —>
</comp> ‘
{/effectiveTime>
<routeCode codeSystem="2. 16.840.1.113883.3.989.2.1.1.14">
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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="G.k.4.r.1b"/>
<l— G.k 4.1.1a Dose (number) #1-1 —>
{!— G.k 4.r.1b: Dose (unit) #1-1 —
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”">
¢l— G.k. 4.1: Dosage and Relevant Information (repeat as necessary) #1-2 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
{!— G.k 4.1.8: Dosage Text #1-2 —>
CeffectiveTime 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 #1-2 —> -
¢(l— G.k.4.1.3: Definition of the Time Interval Unit #1-2 —>
</comp>
{comp xsiitype="IVL_TS” operator="A">
<low value="20090101"/>
<!|— G.k.4.r.4: Date and Time of Start of Drug #1-2 —>
<high value="20090101"/>
¢l— G.k.4.1.5: Date and Time of Last Administration #1-2 —>
</comp>
</effectiveTime>
(routeCode codeSystem="2.16.840. 1, 113883.3.989.2.1. 1. 14™>
<originalText>G. k. 4. . 10. 1</originalText>
¢!— G.k 4.1.10.1: Route of Administration (free text) #1-2 —>
{/routeCode>
<doseQuantity value="107 unit="G.k. 4 r.1b"/>
<]— G.k.4.r.1a Dose (number) #1-2 —>
<l— G.k. 4.r.1b: Dose (unit) #1-2 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
¢!— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #1-3 —>
(substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. T. B{/text>
<!— G.k 4.r.8: Dosage Text #1-3 —>
<effectiveTime xsi:type="SXPR_TS"™>
{comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r1.3"/>
<!— G.k 4.1.2: Number of Units in the Interval #1-3 —>
¢!— G.k 4 r.3: Definition of the Time Interval Unit #1-3 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
¢l— G.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. 1. 10. I{/originalText>
¢!— G.k.4.1.10.1: Route of Administration (free text) #1-3 —>

</routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
- {!— 6.k 4.r.1a Dose (number) #1-3 —>

<!— 6.k 4r.1b: Dose (unit) #1-3 —>
{/substanceAdministration>
</outhoundRelationship2>
<outboundRelationship2 typeCode="COMP”>
¢!— G.k 4.1: Dosage and Relevant Information (repeat as necessary) #l1-4 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8</text>
<!— G.k 4.r.8: Dosage Text #1-4 —>
<effectiveTime xsi:type="SXPR_IS">
{comp xsi:type="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 —>
¢l— G.k 4.r.3: Definition of the Time Interval Unit #1-4 —>
</comp>
{comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
¢<|— G.k.4.1.5: Date and Time of Last Administration #1-4 —>
</comp> B
{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883, 3.989. 2. 1. 1. 14">
{originalText>G. k. 4. 1. 10. 1</originalText>
<l— G.k. 4.1.10.1: Route of Administration (free text) #1-4 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{!— G.k 4.1.1a Dose (number) #1-4 —>
<!— G.k 4.r.1b: Dose (unit) #1-4 —>
{/substanceAdministration>
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</outboundRelationshipZ>
<outboundRelationshin2 typeCode="COMP">
{1— G.k.4.1r: Dosage and Relevant Information (repeat as necessary) #1-5 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
<textdG. k. 4. r. 8</text>
<l— G.k. 4.1.8: Dosage Text #1-5 —> N
CeffectiveTime xsi:type="SXPR_TS”> i
<comp xsiitype="IVL_TS™>
{low value="20090101"/>
<!— G.k.4.1.4: Date and Time of Start of Drug #1-5 —>
<high value="20090101"/>
<{!— G.k.4.1.5: Date and Time of Last Administration #1-5 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
</comp>
{/effectiveTime>
<routeCode codeSystem="2. 16.840. 1.113883. 3.989.2.1.1.14™>
<originalText>G. k 4. r. 10. 1</originalText>
<l— 6.k 4.1.10.1: Route of Administration (free text) #1-5 —>
" <{/routeCode>
{doseQuantity value="10" unit="G.k.4.1.1b"/>
<!— G.k.4r.1a Dose (number) #1-5 —>
— G.k 4r.1b: Dose (unit) #1-5 —
{/substanceAduinistration> '
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<}— G.k.4.1: Dosage and Relevant Information (tepeat as necessary) #1-6 —>
(substanceAdministration classCode="SBADM” moodCode="EVN">
<textdG. k. 4. 1. 8¢/text>
<l— G.k 4.1.8: Dosage Text #1-6 —>
CeffectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL _TS">
<period value="10" unit="G.k.4.r.3"/>
<!— 6.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 xsi:type="IVL_TS” operator="A">
{low value="20090101"/>
<I— G.k.4.1.4: Date and Time of Start of Drug #1-6 —>
</comp>
<comp xsi:type="IVL _TS” operator="A">
<high value="20090101"/> . .
¢!~ 6.k.4.1.5: Date and Time of Last Administration #1-6 —>
</compy
{/effectivelime>
<routeCode codeSystem="2.16. 840. 1. 113883. 3.989,2. 1. 1. 14™>
<originalText>G. k. 4. r. 10. 1<{/original Text>
<!— G.k.4.1.10.1: Route of Administration (free text) #1-6 —>
{/routeCode>
<doseQuantity value="10" unit="G.k 4.r.1b"/>
{!— G.k 4.r.1a Dose (number) #1-1 —>
{l— G.k4.r.1b: Dose (unit) #1-1 —>
</substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{!— G.k. 4. 1: Dosage and Relevant Information (repeat as necessary) #1-7 —>
{substanceAdministration classCode="SBADM™ moodCode="EVN">
<text>G. k. 4. r. B</textd>
<{!— G.k 4.1.8: Dosage Text #1-7 —>
{effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="IVI_TS">
<low value="20090101"/>
E <{l— G.k.4.1.4: Date and Time of Start of Drug #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 —>
</comp>
- {/effectivelime>
<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) #1-7 —>
<{/routeCoded o
<doseQuantity value="10" unit="G. k. 4.r. 1b"/>
!— G.k 4.r.1a Dose (number) H#I-7 —>
{!— G.k.4.1.1b: Dose (unit) #1-7 —>
{/substanceAdministration>
</outboundRelationship2> -
<outboundRelationship? 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="recurranceOfReaction”/>
<value xsi:type="CE” code="G.k.9.1i.4" codeSystem="2.16. 840. 1. 113883. 3.989. 2. 1. 1. 16"
codeSystemVersion="2.0"/> )
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<!— G.k. 9.1i.4: Did Reaction Recur on Re—administration? Drug #1, Reaction #1 —>
<outboundRelationshipl typeCode="REFR™>
{actReference classCode="0BS” moodCode="EVN">
<id root="154eh889-958b—-45f2-a02f-42d4d6T4657£"/>
</actReference>
</outboundRelationshipl>
{/observation>
</outboundRelationship2>
CoutboundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="31" codeSystem="2. 16. 840, 1. 113883. 3.980. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="recurranceOfReaction”/>
. (value xsitype="CE” code="G.k.9.1i.4" codeSystem="2.16.840. 1. 113883, 3. 989. 2. 1. 1. 167
codeSystemVersion="2.0"/>
¢!— G.k 9.i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #2 —>
. <outboundRelationshipl typeCode="REFR™>
<actReference classCode="0BS” moodCode="EVN"> '
¢id root="2baa28d6-c9e8-4e6c—93e5-5b860b314220"/>
{/actReference>
. {/outboundRelationshipl>
</observation>
{/outboundRelationship2>
{/substanceAdministration>
</component>
<!— G.k Drug(s) Information (repeat as necessary) #2 —>
<component typeCode="COMP”>
(substanceAdministration classCode="SBADM” moodCode="EVN">
<id root="68d6£5ce~3b3b-45c7-92dd-69e06730c3a9"7/>
{consumable typeCode="CSM">
<{instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
<name)G. k. 2. 2{/name>
<!— G.k.2.2: Medicinal Product Name as Reported by the Primary Source #2 —>
<formCode code="J2.24.k” codeSystem="2. 16. 840, 1. 113883. 3. 989.5. 1. 3, 2. 1. 13"
codeSystemVersion="1.0" />
<l— @82J2 24. k BURFERI #2 —
<asManufacturedProduct classCode="MANU">
<subjectOf typeCode="SBJ">
<approval classCode="CNIRCT” 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 #2 —>
<holder typeCode="HLD">
<role classCode="HLD">
<{playingOrganization classCode="ORG” determinerCode="INSTANCE">
<name>G. k. 3. 3</name>
<}— G.k.3.3: Name of Holder / Applicant #2 —>
</playingOrganization>
</role>
</holder>
<author typeCode="AUT™>
<territorialButhority classCode="TERR"™>
(territory 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 —>
{/territory>
{/territorialAuthority>
{/author>
</approval>
</subject0f>
<subjectOf typeCode="SB]">
{characteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16.840. 1. 113883.3.989.5,1.3.2.1.10"
codeSystemVersion="1. 0" displayName="#/ERHEDRIEELZ"/> )
<value xsi:type="CE” code="J2.4.k" codeSystem="2. 16.840. 1.113883. 3. 989.5.1.3.
2.1.3" codeSystemVersion="1.1"/>
<|— 060]J2. 4 k: HERSHEOREKS #2 —
{/characteristic>
</subjectOf>
{/asManufacturedProduct>
<asNamedEntity>
<name xml:lang="ja">J2.23.k</name>
<!— @808]J2.23.k R #2 —>
<assigningTerritory>
<code code="JP” codeSystem="1.0.3166.1.2.2" />
{/assigningTerritory>
</asNamedEntity>
<ingredient classCode="ACTI">
{quantity>
{numerator/>
<denominator value="1"/>
{/quantity>
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
<narie>G. k. 2. 3. r. 1{/name>
¢!— G.k 2.3.r.1: Substance / Specified Substance Name #2-1 —>
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<asSpecializedKind classCode="GEN"> '
<generalizedMaterialKind classCode="MAT” determinerCode="KIND">
<code code="J2.25.k.t7 codeSysten="2. 16, 840. 1, 113883, 3.989.5.1.3.2. 1. 17"
codeSystemVersion="1. 0% />
<!— @0@J2.25. k. r FSYDKSY #2-1 —>
{/generalizedMaterialKind>
{/asSpecializedKind> -
{/ingredientSubstance>
{/ingredient>
<ingredient classCode="ACTI”>
{quantity>
<numerator/>
<denominator value="1"/>
</quantity>
<ingredientSubstance classCode="MMAT” determinerCode="KIND">
<name>G. k. 2. 3. r. 1{/name>
<!— G.k.2.3.1.1: Substance / Specified Substance Name #2-2 —>
<asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT" determinerCode="KIND">
{code-code="J2.25. k. r” codeSystem="2, 16. 840. 1. 113883, 3, 989.5.1.3.2. 1. 17"
codeSystemVersion="1.0" />
<l— 888]2.25.k. r FRSYDESY #2-2 —>
{/generalizedMaterialKind>
</asSpecializedKind>
</ingredientSubstance>
{/ingredient>
</kind0fProduct>
{/instance0fKind>
4 </consumable>
<outboundRelationship2 typeCode="COMP”> )
{l=— G.k. 4.1 : Dosage and Relevant Information (repeat as necessary) #2-1 —)
{substanceAdministration classCode="SBADM" moodCode="EVN">
{textG. k. 4. 1. 8</textd
<!— G.k 4.1.8: Dosage Text #2-1 —>
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<— G.k 4. r.4: Date and Time of Start of Drug #2-1 —>
<high value="20090101"/>
<}— G.k. 4.1.5: Date and Time of Last Administration #2-1 —>
</effectiveTime>
(routeCode codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 14™>
<originalText>G. k. 4. r. 10. 1</originalTextd>
<{!— G.k. 4.1.10.1: Route of Administration (free text) #2-1 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/> :
<{!— G.k.4.r.1a Dose (number) #2-1 —>
{!— G.k 4.r.1b: Dose (unit) #2-1 —>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<{l— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-2 —> '
{substanceAdministration classCode="SBADM" maodCode="EVN"> .
X <text>G. k. 4. r. B</text>
<!— 6.k 4.1r.8: Dosage Text #2-2 —>
CeffectiveTime xsi:type="IVI_TS™>
<low value="20090101"/>
<l— G.k 4.1.4: Date and Time of Start of Drug #2-2 —>
{/effectiveTime>
<routeCode codeSystem="2. 16.840.1.113883.3.989.2.1.1.14">
<originalText>G. k. 4. r. 10. 1<{/originalText>
<!— G.k.4.1.10.1: Route of Administration (free text) #2-2 —>
</routeCode>
<doseQuantity value="10" unit="G.k 4.r.1b"/>
<I— Gk 4.1.1a Duse (uumber) #2-2 —>
<I— G.k 4.r.1b: Dose (unit) #2-2 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
{}— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-3 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
{text>G. k. 4. 1. B</text>
{— G.k-4.1.8: Dosage Text #2-3 —>
<effectiveTime xsi:type="IVL_TS">
<high value="20090101"/>
<l— G.k 4.1.5: Date and Time of Last Administration #2-3 —>
{/effectiveTime>
<routeCode codeSystem="2.16. 840. 1. 113883. 3.989.2. 1. 1. 14">
<originalText>G. k. 4. r. 10, 1<{/originalText>
<!— G.k.4.1.10.1: Route of Administration (free text) #2-3 —>
{/routeCode>
<doseQuantity value="10" unit="G.k. 4. r.1b"/>
<~ G.k 4 1. 1a Dose (number) #2-3 —>
<!— G.k 4.r.1b: Dose (unit) #2-3 —>
{/substanceAdministration>
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</outboundRelationship2>
CoutboundRelationship2 typeCode="COMP”>
¢<l— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-4 —>
¢substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. r. B/ text>
¢l— G.k.4.r.8: Dosage Text #2-4 —>
(effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS™>
¢period value="10" unit="G.k.4.1.37/>
¢l— G.k.4.1.2: Number of Units in the Interval #2-4 —>
¢!— G.k 4.1.3: Definition of the Time Interval Unit #2-4 —>
</comp>.
¢comp xsiitype="IVL_TS” operator="A">
<low value="200801017/>
¢l— G.k. 4.1.4: Date and Time of Start of Drug #2-4 —>
</comp>
</effectiveTime>
<routeCode 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 Administration (free text) #2-4 —>
</routeCode>
<doseQuantity value="10" unit="G.k 4.r.1b"/>
<l— G.k 4.1.1a Dose (number) #2-4 —>
¢!— G.k.4.r.1b: Dose (unit) #2-4 —>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<l— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-5 —>
(substanceAdninistration classCode="SBADM" moodCode="EVN">
<textdG. k. 4. r. 8</text>
{!— G.k 4.1.8: Dosage Text #2-5 —>
CeffectiveTime xsi:type="SXPR_IS™>
{comp xsi:6type="PIVL_TS">
¢period value="10" unit="G.k. 4.x.37/>
<i— G6.k.4.r.2: Number of Units in the Interval #2-5 —>
¢|— G.k.4.1.3: Definition of the Time Interval Unit #2-5 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/>
¢!— G.k.4.1.5: Date and Time of Last Administration #2-5 —>
</comp>
{/effectiveTime>
<routeCode codeSystem="2.16.840. 1, 113883. 3.989.2. 1. 1. 14™>
{originalText>G. k 4. 1. 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.r.1b"/>
<!— G.k.4.r.1a Dose (number) #2-5 —>
<l— G.k 4.r.1b: Dose (unit) #2-5 —>
{/substanceAdministration>
</outboundRelationship2>
CoutboundRelationship2 typeCode="COMP”> i
<!— G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #2-6 —>
{substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G. k. 4. 1. 8</text> X
(!— G.k. 4.r.8: Dosage Text #2-6 —>
<effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS">
<period value="10" unit="G. k. 4. r.37/>
¢!— G.k.4.r.2: Number of Units in the Interval #2-6 —>
<!— G.k.4.1.3: Definition of the Time Interval Unit #2-6 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
{/comp>
{/effectiveTime>
<routeCode codeSystem="2.16. 840, 1.113883. 3. 989.2. 1. 1. 14>
<originalText>G. k. 4. r. 10. 1</originalText>
¢!— G.k 4.1.10. 1: Route of Administration (free text) #2-6 —>
{/routeCode> 7
{doseQuantity value="10" unit="G.k 4.r.1b"/>
¢!— G.k 4.1.1a Dose (number) #2-6 —>
¢!— G.k 4.r.1b: Dose (unit) #2-6 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<l— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-7 —>
¢substanceAdministration classCode="SBADM” moodCode="EVN">
<text>G. k. 4. 1. 8</text>
<!— 6.k 4.1.8: Dosage Text #2-7 —>
effectiveTime xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.1.3"/>
¢<!— G.k 4.1.2: Number of Units in the Interval #2-7 —>
{!— G.k.4.r.3: Definition of the Time Interval Unit #2-7 —>
</effectiveTime>
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displayName="recurranceOfReaction”/>

codeSystemVersion="2. 0"/>

displayName="recurranceOfReaction”/>

codeSystemVersion="2.07/>

<routeCode codeSystem="2.16. 840, 1, 113883. 3.989.2.1.1.14"™>
<originalText>G. k. 4. r. 10. 1</originalText>
<!— G.k.4.1.10.1: Route of Administration (free text) #2-7 —>
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r.1b"/>
<!— 6.k 4.1.1a Dose (number) #2-7 —>
(I~ G.k.4.r.1b: Dose (unit) #2-7 —>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<!— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-8 —>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8</text>
<l— G.k 4.r.8: Dosage Text #2-8 —>
CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
{!— G.k 4.1.4: Date and Time of Start of Drug #2-8 —>
{/effectiveTime>
<routeCode codeSystem="2.16.840. 1. 113883. 3.989. 2. 1. 1. 14™>
<originalText>G. k. 4. 1. 10. 1</originalText>
<l— G.k.4.1,10.1: Route of Administration (free text) #2-8 —>
{/routeCode>
{doseQuantity value="10" unit="G.k 4.r.1b"/>
<{!— 6.k 4.r. 1a Dose (number) #2-8 —>
{!— G.k 4.r.1b: Dose (unit) #2-8 —>
{/substanceAdministration>
<{/outboundRelationship2>

- <outboundRelationship2 typeCode="COMP”>

{l— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-9 —>
{pubatonccAdministration classCode="SBADM” moodCodem"LVN">
{text>G. k. 4. 1. 8</text>
¢{I— G.k.4.r.8: Dosage Text #2-9 —>
{effectivelime xsi:type="IVL_TS">
<high value="20090101"/>
<!— G.k 4.1.5: Date and Time of Last Administration #2-9 —>
{/effectivelime>
<routeCode codeSystem="2. 16.840. 1. 113883. 3. 989.2. 1. 1. 14">
<originalText>G. k. 4. r. 10. 1<{/originalText>
I~ G.k 4.1.10.1: Route of -Administration (free text) #2-9 —>
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<l— G.k 4.1. 1a Dose (number) #2-9 —>
¢<!— Gk 4.r.1b: Dose (unit) #2-9 —>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<!~ G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-10 —>
{substanceAdministration classCode="SBADH" moodCode="EVN">
<text>G. k. 4. r. 8{/text>
<!— G.k 4.1.8: Dosage Text #2-10 —>
<effectiveTime xsi:type="IVL TS">
{/effectiveTime>
<routeCode codeSystem="2. 16. 840, 1. 113883. 3.989,2.1.1.14™>
<originalText>6. k. 4. r. 10. 1</originalText>
<l— G6.k.4.1.10. 1: Route of Admmlstratlon (free text) #2-10 —
</routeCode>
<doseQuantity value="10" unit="G.k 4.r.1b"/>
<!— G.k.4.1.1a Dose (number) #2-10 —>
{l— 6.k 4.1.1b: Dose (unit) #2-10 —>
{/substanceAdministration>
{/outboundRelationship2>
CottboundRelativuship2 LypeCode="PERT™Y
{observation classCode="0BS” moodCode="EVN"> N
{code code="31" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"

{value xsiitype= "CE” code="G.k.9.1.4" , codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 16”

<!— G.k 9.i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #1 —>
{outboundRelationshipl typeCode="REFR”>
<actReference classCode="0BS” moodCode="EVN">
<id root="154ebBB9-958b-45f2-a02f-42d4d6F4657F"/>
{/actReference>
{/outboundRelationshipl>
(/observation>  _
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
{code code="31" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19”7 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”
<!— G.k 9.i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #2 —>
<outboundRelationshipl typeCode="REFR"™>

<actReference classCode="0BS” moodCode="EVN™>
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<id Toot="2baa28d6-cOe8-4eb6c-93e9-5b860bIL42207/>
</actReference>
</outboundRelationshipl>
</observation>
</outboundRelationship2>
</substanceAdministration>
</component>
{/organizer>
{/subject0f2>
</primaryRole>
{/subjectl>
{component typeCode="COMP">
{causalityAssessment classCode="0BS” moodCode="EVN">
<code code="20" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
interventionCharacterization”/> )
<value xsi:type="CE” code="G.k.1” codeSystem="2.16.840. 1. 113883. 3, 989.2.1. 1. 13" codeSystemVersion="2. 0"/>
¢!— G.k.1: Characterisation of Drug Role Drug #1 —>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM” moodCode="EVN">
¢id root="3c91b4d5-e039-4aTa-9c30-67671b0ef9ed”/>
</productUseReference>
{/subject2>
</causalityAssessment>
</component>
<component typeCode="COMP">
{causalityAssessment classCode="0BS” moodCode="EVN">
<code code="20" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="
interventionCharacterization”/> . ]
<value xsi:type="CE” code="G.k.1"” codeSystem="2.16.840. 1. 113883. 3.989.2. L. 1. 13" codeSystemVersion="2.07/>
¢l— G.k.1: Characterisation of Drug Role Drug #2 —>
<subject2 typeCode="SUBJ">
¢(productUseReference classCode="SBADM” moodCode="EVN">
<id root="68d6f5ce-3b3b—45c7-92dd-69e06730c3a9”/>
{/productUseReference>
{/subject2> . R
{/causalityAssessment>
{/component>
{componentl typeCode="COMP">
(observationEvent classCode="0BS” moodCode="EVN">
(code code="10" codeSystem="2. 16.840. 1. 113883. 3.989. 2. 1. 1. 197 codeSystemVersion="1.1” displayName="comment”/>
<value xsi:type="ED">H 2{/value>
<l— H 2: Reporter’ s Comments —>
Cauthor typeCode="AUT"> *
(assignedEntity classCode="ASSIGNED">
! <code code="3" codeSystem="2. 16. 840. 1. 113883, 3.989.2.1.1.21" codeSystemVersion="1. 0" displayName="
sourceReporter”/>
{/assignedEntity>
</author>
</observationEvent>
</componentl>
{componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
(code code="10" codeSysten="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystenVersion="1.1" displayName="comment”/>
¢value xsi:type="ED">H. 4</value>
¢(|— N 4: Sender’' s Comments —>
<author typeCode="AUT">
{assignedEntity classCode="ASSIGNED”>
<code code="1" codeSystem="2.16. 840. 1. 113883 3. 989. 2. 1. 1. 21" codeSystemVersion="1. 0" displayName="sender”/>
</assighedEntity>
</author>
</observationEvent>
</component1>
<componentl typeCode="COMP”>
(observationEvent classCode="0BS” moodCode="EVN™>
(code code="3" codeSystem="2. 16.840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10”7 codeSystemVersion="1. 0” displayName="5R5E T o3 5 =
Ay N
(value xsi:type="ED">J2.7.2</value>
— @88J2.7.2: FRETIIHTHIAVF —
{/observationEvent>
{/componentl>
{componentl typeCode="COMP">
{observationEvent classCode="0BS" moodCode="EVN">
(code code="5" codeSystem="2. 16. 840. 1. 113883. 3. 989, 5. 1. 3. 2. L. 10" codeSystenVersion="1.0" displayName="4-#&D*F5"/>
<value xsi:type="ED">J2.10</value> )
<1— @een2. 10: A% O —>
</observationEvent>
{/component1>
<componentl typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
(code code="6" codeSystem="2. 16. 840. . 113883, 3. 989.5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="%¢ DfiBEHEIEE
N
{value zsi:type="ED">J2.11</value>
<I— @eeJ2. 11 ZOWBEFRE —
{/observationEvent>

- 15 -



</component1>
<componentl typeCode="COMP”>
fobservationEvont oloonCodo—"0BE” moodCodem”EVN”>
{code code="12" codeSystew="2. 16. 840. 1. 113883. 3.989. 5. 1. 3. 2. 1. 10" codeSystenVersion="1. 0" displayName="4145PNADES"
/>
{value xsi:type="ED">J2.16</value>
<I— eeeJ2. 16: |ENEDNER —
{/observationEvent>
{/componentl>
</adverseEventAssessment)
{/component>
<component typeCode="COMP”>
{observationBvent classCode="0BS” moodCode="EVN">
{code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1" displayName="
additionalDocumentsAvailable”/>
{value xsi'type="BL” value="true”/>
<—-C.1.6.1: Are Additional Doctments Available? —)
{/observationEvent>
{/component>
{component typeCode="COMP™>
{observationEvent classCode="0BS” moodCode="EVN"> »
<code code="23" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1" displayName="localCriteriaForExpedited”/

<value xsi:type="BL” value="true”/>
<!— C.1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
{/observationEvent>’
</component>
<outboundRelationship typeCode="SPRI”>
{relatedInvestigation classCode="INVSTG” moodCode="EVN"> )
<code code="1" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 22" codeSystemVersion="1.0" displayName="initialReport”/>
<subject0f2 typeCode="SUBJ”>
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED”>
code code="C.1.8.2" codeSystem="2. 16.B40. 1, 113883. 3. 989. 2. 1. 1. 3” codeSysteuVersion="2.0"/>
<l— C.1.8.2: First Sender of This Case —>
{/assignedEntity>
{/author>
</controlActEvent)>
{/subject0f2> : '
{/relatedInvestigation>
{/outboundRelationship>
<outboundRelationship typeCode="SPRT”>
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/>
{subject0f2 typeCode="SUBJ">
{controlActEvent classCode="CACT" moodCode="EVN"> ‘
<id extension="C.1.10.1” root="2. 16.840. 1. 113883. 3. 989. 2. 1. 3. 2"/>
<l— €.1.10.1: Identification Number of the Report Which Is Linked to This Report (repeat as necessary) #1 —>
{/controlActEvent>
<{/subject0f2>
{/relatedInvestigation>
{/outboundRelationship
<outboundRelationship typeCode="SPRI”>
{relatedInvestigation classCode="INVSTG” moodCode="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. 989. 2. 1. 3. 2"/>
<!— C.1.10.r: Identification Number of the Report Which Is Linked to this Report (repest as necessary) #2 —>
{/controlActEvent>
</subject0f2>
{/relatedInvestigationd
{/outboundRelationship>
<outboundRelationship typeCode="SPRT">
(relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="2" codeSystew="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 22" codeSystemVersion="1.0" displayName="sourceReport”/>
<subject0f2 typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
CassignedEntity classCode="ASSIGNED”>
{assignedPerson classCode="PSN" determinerCode="INSTANCE”>
(asIdentifiedEntity classCode="IDENT">
<code code="J2.27.1” codeSystem="2, 16.840. 1. 113883. 3. 989. 5. 1. 3. 2.1, 15" codeSvstenVersion="1.0" />
<d— @eaJyz.27.r RH757 #—>
{/asIldentifiedEntity>
<asIdentifiedEntity classCode="IDENT">
<code code="J2.29.1" codeSystem="2. 16. 840. 1. 113883. 3, 989. 5. 1. 3. 2. 1.9 codeSystemVersion="1.0"/>
<!— @6@J2.29.r EHWAFTE #H1 —
</asIdentifiedEntity>
<asLocatedEntity classCode="LOCE™>
<location classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="C. 2.1.3” codeSystem="1. 0. 3166. 1. 2. 2"/>
¢!~ C.2.1.3: Reporter’ s Country Code #1 —>
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</location>
</asLocatedEntity>
</assignedPerson>
</assignedEntity>
{/author>
{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
{outboundRelationship typeCode="SPRI">
{relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="2" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 22" codeSystemVersion="1.0" displayName="sourceReport”/>
<subject0f2 typeCode="SUBJ"> - .
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
(assignedEntity classCode="ASSIGNED">
(assignedPersan classCode="PSN” determinerCode="INSTANCE”>
<asIdentifiedBntity classCode="IDENT">
<oode code="T2.27.1" codeSystem="2. 16.840. 1. 113883, 3, 989. 5. 1. 3. 2. 1. 15” codeSystemVersion="1. [V
<l— @@0J2.27.r A7 7 #2—>
{/asldentifiedEntity>
<asIdentifiedEntity classCode="TDENT">
<code code="J2.29.1” codeSystem="2. 16.840. 1. 113883. 3,989.5.1.3.2.1.9” codeSystemVersion="1.0"/>
<l— @@eJ2.29.r HHAFRT #2 —>
</asldentifiedEntity>
<asLocatedEntity classCode="LOCE"™>
<location classCode="COUNTRY” determinerCode="INSTANCE”>
{code code="C.2.r.3" codeSystem="1.0.3166.1.2.27/>
<l— C.2.1.3: Reporter’ s Country Code #2 —>
{/location>
{/asLocatedEntity>
{/assignedPerson>
{/assignedEntity>
</author>
</controlActEvent>
{/subject0f2>
{/relatedInvestigation>
</outboundRelationship>
<subjectOfl typeCode="SUBJ">
{controlhctEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
¢assignedEntity classCode="ASSIGNED">
Leode code="C. 3. 1" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 7” codeSystemVersion="2.0"/>
¢{!— C.3.1: Sender Type —>
<addr> ‘
(streetAddressLinedC. 3. 4. 1{/streetAddressLine>
¢]l— C.3.4.1: Sender’s Street Address —>
<eitydC. 3. 4. 2</city>
¢!— C.3.4.2: Sender’'s City —>
<statedC. 3. 4. 3¢/stated
¢}— C.3.4.3: Sender's State or Province —>
<postalCode>C. 3. 4. 4</postalCode>
<l— C.3.4.4: Sender’s Postcode —>
</addr> )
<telecom value="tel:C.3.4.6"/>
(!— C.3.4.6: Sender’ s Telephone —>
<telecom value="fax:C.3.4.77/>
<!— €.3.4.7: Sender' s Fax —>
<assignedPerson classCode="PSN” determinerCode="INSTANCE™>
<name>
<prefix>C. 3. 3. 2¢/prefix>
<l— C.3.3.2: Sender's Title —>
<given>C. 3. 3. 3</given>
<l— €.3.3.3: Sender's Given Name —>
<given)C. 3. 3. 4<{/given>
¢(l— C.3.3.4: Sender's Middle Name —>
<family>C. 3. 3. 5¢/family> B
¢l— C.3.3.5: Sender' s Family Name —>
{/name>
<asLocatedEntity classCode="LOCE”>
(location classCode="COUNTRY” determinerCode="INSTANCE">
- {code code="C.3.4.5" codeSystem="1.0.3166. L. 2.2"/>
¢(l— C.3.4.5: Sender’ s Country Code —>
</location>
</asLocatedEntity>
{/assignedPerson>
CrepresentedOrganization classCode="ORG™ determinerCode="INSTANCE”>
CassignedBntity classCode="ASSIGNED”>
. (representedOrganization classCode="ORG” determinerCode="INSTANCE™>
<{name>C. 3. 2</name>
<!— C.3.2: Sender’s Orgenisation —>
{/representedOrganization>
{/assignedEntity>
{/representedOrganization>
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{/assignedEntity>
{/author>
<primaryInformationRecipient typeCode="PRCP”>
<assignedEntity classCode="ASSIGNED”>
<assignedPerson classCode="PSN” determinerCode="INSTANCE”>
<name>
<prefix>J2. 18. 2{/prefix>
<I— @eaJ2. 18.2: %fEE HEE —
<family>J2. 18. 3</family>
<I— @8@J2.18.3: EfEE & —
<given>J2. 18. 4<{/given>
<!— eee]2.18.4: ZfEZ £ —
{/name>
{/assignedPerson>
<representedOrganization classCode="ORG” determinerCode="INSTANCE”>
<name>J2. 18. 1</name>
<1— @6J2.18.1: 2IEF #hks —
{/representedOrganization>
{/assignedEntity>
{/primaryInformationRecipient>
{/controlActEvent)>
</subject0f1>
<subjectOfl1 typeCode="SUBJ">
<controlActEvent classCode="CACI” 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. 37/

<I— C.1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessary) # —
<|— C.1.9.1.1.2 Case Identifier(s) #1 —
{/controlActEvent>
{/sub jectOf1>

{subjectOfl typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode="EVN">
{id essigningAuthorityName="C.1.9.1.T.1" ‘extension="C. 1. 9. 1.r.2" root="2.16. B40. 1. 113883. 3. 989. 2. 1. 3. 3"/>

<= C.1.9.1.1.1: Source(s) of the Case Identifier (repeat as necessary) #2 —>
<!— C.1.9.1.1.2 Case Identifier(s) #2 —>
{/controlActEvent>
</subject0f1>

<subject0f2 typeCode="SUB]">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
- ~ <code code="1" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 23" codeSystemVersion="1. 0" displayName="1ichReportType”/>
<value xsi:type="CE" code="C.1.3" codeSystem="2.16.840. 1. 113883.3.989. 2. 1. 1. 2" codeSystemVersion="2.0"/>
<!— C.1.3 Type of Report —>
{/investigationCharacteristic)
</sub ject0f2>
<subject0f2 typeCode="SUB]">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2.16.840. 1. 113883, 3. 989. 2. 1. 1. 23" codeSystenVersion="1.0" displayName="otherCaseIds”/>
<value xsi:type="BL” value="true”/>
<l-—C.1.9.1 Other Case Identifiers in Previous Transmissions —>
{/investigationCharacteristicd
</subject0f2>
{subjectOf2 typeCode="SUB]">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="3" codeSystem="2. 16. 840, 1. 113883, 3. 989, 2. 1. 1. 23" codeSystemVersion="1.0" displayName="nullificationAmendmentCode”/

5 <value xsi:type="CE” code="C.1.11.1" codeSystem="2.16. 840. 1. 113883. 3.989. 2. 1. 1. 5" codeSystemVersion="2. 0"/>
<I— C.1.11.1: Report Nullification / Amendment —>
{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="4" codeSystem="2.16. 840. 1. 113883, 3. 989. 2. 1. 1. 23" codeSystemVersion="1.0" dlsplayName—-
nullificationAmendmentReason”/>
<value xsi:type="CE">
{originalText>C. 1. 11. 2{/originalText>
<I— C.1.11.2: Reason for Nullification / Amendment —> N
{/value>
{/investigationCharacteristic)
{/subject0f2>
<subject0f2 typeCode="SUBJ">
<investigationCharacteristic classCode="0BS” moodCode="EVN™>
{code code="1" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1. 3.2.1.12” codeSystemVersion="1.0" displayName="BBIEE (H&E448) />
<value xsi:type="CE” code="J2.1a” codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.1" codeSystemVersien="1.1"/>
— B88)2. 1a: HkBlEEE (BESE) —
{/investigationCharacteristic
{/subject0f2
<subject0f2 typeCode="SUB]”>
<investigationCharacteristic classCode="0BS” moodCode="EVN”> N
<code code="2" codeSystem="2.16. 840, 1. 113883. 3.989. 5, 1. 3. 2. 1. 12” codeSystemVersion="1. 0" displayName="$45EHE B />
<value xsi!type="TS” value="20130107"/>
<l— eeej2.2.1: #EEER —
{/investigationCharacteristicd
</subject0f2>
<subject0f2 typeCode="SUB]">
{investigationCharacteristic classCode="0BS” moodCode="EVN”>
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|

{code code="3" codeSystem="2.16.840. 1. 113883. 3. 989. 5. 1. 3. 2, 1. 12" codeSystemVerslon— 1.0” displayName="$R&RERICBET53 2V

<value %si:type="ED">J2.2.2</value>
!— @6072.2.2: WERERICET =AYV —
</investigationCharacteristic>
</subject0f2>
<subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">
(code code="5" codeSystem="2. 16. 840. 1. 113883, 3. 989. 5. 1. 3.'2. 1. 12" codeSystemVersion="1.0" displayName="8ERBRINT7 7 77/>
(yalue xsi:type="CE” code="J2.8.1" codeSystem="2. 16. 840. 1. 113883. 3.989.5.1. 3. 2. 1.6” codeSystemVersion="1.17/> 5
<|— @0@J2.8.1: WERRNT TS —
{/investigationCharacteristic>
</subject0f2>
<subject0f2 typeCode="SUBJ">
(investigationCharacteristic classCode="0BS” moodCode="EVN">
<eode code="6" codeSystem="2.16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 12”7 codeSystemVersion="1.0" displayName="3 &t b OFRE"/>
<value xsi:type="ED">J2.8.2<{/value>
<I— @@8J2.8.2: MERNFSNOBH —>
{/investigationCharacteristic>
</subject0f2>

</investigationEvent>

{/subjec

t>

{/controlActProcess>
</PORR_IN049016UV>

{!— Message #1
<l— Message #2

s
—

<1— PORR_IN049016UV —>
<!— /PORR_IN0O49016UV —>

<1— Message #2

-

<receiver typeCode="RCV™>

{device clas

sCode="DEV” determinerCode="INSTANCE">

<id extension="N.1.4” root="2.16.840.1.113883.3.989.2.1.3.14"/>

d—N1L

{/device>
{/receiver>

4: Batch Receiver Identifier —>

<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>
{/sender>
</MCCI_IN200100UV01>
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XPath

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'1[@xsi:schemaLocation="urn‘hl7-
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MCCI_IN200100UV01.xsd'I/PORR_IN049016UVIrl/controlActProcess[@classCod
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XPath

/MCCI_IN200100UV01[@ITS Version="XML_1.0'l[@xsi:schemal.ocation="urn:h17-
org-v3
MCCI_IN200100UV01.xsdJ/PORR_IN049016UV{xl/controlActProcess[@classCod
e='CACT'l[@mood Code="EVN'l/subject[@typeCode='"SUBJ'|[1]/investigationEvent
[@classCode=INVSTG'[@mood Code="EVN'l/component[@type Code='COMP][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'][@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'|[1]/primaryRole[@classCode="TNVSBJ'
I/subjectOf2[@typeCode='SBJ'[organizer/code[@code="4"] [@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'1[1)/organizer[@classCode="CATEGORY'] [@mood Code='E
VN'/component[@type Code='"COMP'l [substanceAdministration/id][k]/substanceA
dministration{@classCode="SBADM'|[@mood Code="EVN"/consumable [@typeCode
='CSM'l[1)/instance OfKind [@classCode=TNST')/kind OfProductl@classCode=MM
AT'l[@determinerCode="KIND'l/asManufactured Product[@classCode="MANU"l/su
bjectOfl@typeCode="SBJ'l[approvall[1l/approval[@classCode='"CNTRCT[@mood
Code=’EVN']/pertinentInfor_mation[@type Code="PERT'][1]/policy[@classCode="PO

4'l/@code

XPath
(codeSystem

Version)‘

/MCCI_IN200100UV01[@ITSVersion=XML,_1.0'][@xsi:schemalLocation="urn:h17-
org:v3
MCCI_IN200100UV01.xsd’/PORR,_IN049016UVIrl/controlActProcessl@classCod
e='CACT'][@mood Code="EVN"V/subject[@typeCode="SUBJ"|[1]/investigationEvent
[@classCode=TNVSTG'[@moodCode="EVN'l/component [@typeCode="COMP][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG'][@mo
0dCode="EVN')/subject1[@typeCode="SBJ'|[1]/primaryRole[@classCode=TNVSBJ'
V/subjectOf2[@typeCode="SBJ'l[organizer/code[@code="4"1[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.2011[1)/organizer[@classCode='CATEGORY[@mood Code="E.
VN'l/component[@type Code='"COMP'] [substanceAd ministration/id][k]/substanceA
dministration[@classCode='SBADM[@mood Code="EVN'l/consumable[@typeCode
='CSM[1]/instanceOfKind [@classCode=TNST'V/kind OfProduct[@classCode="MM




AT'][@determinerCode="KIND'l/asManufacturedProduct[@classCode=MANU)/su
bjectOfl@typeCode="SBJ"l[approvall[1l/approvall@classCode="CNTRCT'][@mood
Code="EVN/pertinentInformation[@type Code="PERT'I[1]l/policy[@classCode="PO
LICY'l[@mood Code="EVN'l/code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
4')/@codeSystemVersion

J2.6.k —BRAERREOAFER

T3 B RiBA STOREED Y b, BHEELS—BRRBERR ITREEEROBE DO ATERE
ZRY

TR BIRE5 KV Yo — FEZBIRL CREBTDHZ &,

F—4 Al 1A

THAE BIK 5 &R

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

(value) orgv3
MCCI_IN200100UV01.xsd'/PORR_IN049016UVIxl/controlActProcess[@classCod
e='CACT'1[@mood Code="EVNl/subject[@typeCode="SUBJ'|[1]/investigationEvent
[@classCode=TNVSTG'1[@mood Code="EVN'l/component[@typeCode="COMP'[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'l[@mo
0dCode=EVN')/subject1[@typeCode='SBJ'[1]/primaryRole[@classCode=TNVSBJ'
1/subjectOf2[@typeCode="SBJ'l[organizer/code [@code="4"l[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'1][1)/organizer[@classCode='"CATEGORY'] [@mood Code="E
VN'/component[@type Code="COMP'] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM1{@mood Code="EVN'l/consumable[@typeCode
='CSM[1)/instanceOfKind [@classCode="INST'l/subjectOfl@typeCode="SBJ'l/obse
‘rvationEvent[code[@code='2'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
Tl1l@classCode="OBS1[@mood Code="EVN'l/valuel@xsi:type="CEl[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'/@code

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0"1[@xsi:schemaLocation="urn:hl7-

(null org:v3 '

flavor) MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r)/controlActProcess[@classCod

e='CACT'l[@mood Code="EVN'l/subject[@type Code="SUBJ'][1]/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN'l/component[@type Code='"COMP'l[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG'1[@mo

0dCode="EVN'/subject1[@typeCode='SBJ'l[1]/primaryRole[@classCode=TNVSBJ'
)/subjectOf2[@typeCode="SBJ'l[organizer/code[@code='4'l[@codeSystem="2.16. 840.
1.113883.3.989.2.1.1.2011[1]/organizer[@classCode="CATEGORY'][@mood Code='E
VN'l/componentl@type Code='"COMP'l[substanceAdministration/id][1/substanceA
dministration[@classCode="SBADM'|[@mood Code="EVN'l/consumable[@typeCode
='CSM'[1)/instanceOfKind[@classCode="INST'l/subject Of[@typeCode="SBJ'l/obse




Il1][@classCode="OBS'] [@moodCode—'EVN‘]/value [@x51 type—'CE'] [@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'//@nullFlavor

XPath
(codeSystem

Version)

/MCCI_IN200100UVO01[@ITSVersion=XML,_1.0'l[@xsi:schemaLocation="urn:hl7-
org:v3 _

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcessl@classCod
e='CACT'][@mood Code="EVN'l/subject [@typeCode='SUBJ [1)/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/component[@type Code='"COMP'| [ady
erseEventAssessment][1)/adverseEventAssessment[@classCode=INVSTG'l[@mo
odCode="EVN'l/subject1[@typeCode='SBJ'l[1]/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode='SBJ'l[organizer/code[@code="4"] [@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20'Nl[1)/organizer[@classCode='"CATEGORY'l[@mood Code="E
VN'//component[@typeCode='"COMP'][substanceAdministration/id}[k]/substanceA
dministration[@classCode="SBADM'|[@mood Code="EVN'l/consumable [@typeCode
='CSM'] [1]/instanceOfKind[@classCode="INST'V/ subjectOfl@typeCode="SBJ'l/obse

Il[1][@classCode="OBS'] [@moodCode:'EVN']/value [@xs1-type='CE‘] [@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'/@codeSystem Version

J2.7.1 5ET.

RETES

HBE WA

WS EIZ OV, imTﬁiXimTﬁiDE TERT,

FLE T

BETREFEOWMENET LTOARWVESIE, RETHREL LTHRETE - L, 2
B.ETHRERICH=RIBEREAFE LZEAIL.BDTETHRE L LTHRET 5, HLT
KXYV EREIN-a—F2HEWTERHTI L,

|
X
2

HL7 =—F 10A

N
B
=

active=R=ET
5T

completed =

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.01 [@XsiischemaLocation='urn3h17-
org:v3

MCCI_INZOO 100UV01.xsd'/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'l[@mood Code="EVN'l/subject[@type Code="SUBJ"|[1)/investigationEvent
[@classCode="INVSTG'][@mood Code="EVN"/statusCode/@code

J2.7.2 RETIETBEaAV

HAWHA | RETHREOHEIL, KU THREOEHETT,
EsE | RL

—Z%Z% | 10000AN
FFAE B P REE




XPath

/MCCI_IN200100UV01[@ITSVersion=XML_1.01 [@xsi:schemal.ocation="urn:hl7-

org:v3

MCCI_IN200100UV01.xsd l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'] [@mood Code="EVN'l/subject[@type Code='SUBJ'l[1)/investigationEvent
[@classCode=TNVSTG'l[@mood Code="EVN'l/component[@type Code="COMP'l[adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG'[@mo

0dCode="EVN')/component1[@typeCode='COMP'l[observationEvent [code[@code="
31[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'11l[1)/observationEvent[@c
lassCode="OBS"1[@mood Code="EVN'l/valuel@xsi:type="ED'l/text()

J2.8.1 #E

SBNT TS

HHEHRHA

-
—

BIVE RIS SUTBIVEEFRE BV T, 5SS OBMAE DL E
5 =]

e

mET ik

W ABPEDOL [1=RENRN ) 2RFETHI L,

F— 5

1N

FTAE

1=HER R}

XPath

/MCCI_IN200100UV01[@ITSVersion="XML, 1. 01l@xsi:schemalLocation="urn:hl7-

org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UVIr)/controlActProcess@classCod
e='CACT'[@mood Code="EVN'l/subject[@typeCode="SUBJ'][1)/investigationEvent
[@classCode="TNVSTG'1[@mood Code="EVN'l/subjectOf2[@typeCode="SUBJ'l[inve

stigationCl;aracteristic/code [@code="5'l[@codeSystem="2.16.840.1.113883.3.989.5.
1.3.2.1.12'11[1)/investigationCharacteristic[@classCode="OBS'l [@mood Code="EVN'
Ivaluel@xsi:type="CE1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'l/@code

XPath
(codeSystem

Version)

/MCCI_IN200100UV01 [@ITSVersion="XML_1.01[@xsi:schemal.ocation="urn‘hl7-
org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV/[rl/controlActProcess[@classCod
e='CACT'[@mood Code="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode="INVSTG' [@mood Code="EVN'l/subjectOf2[@type Code="SUBJ'][inve
stigationCharacteristic/code[@code='5'1[@codeSystem="2.16.840.1.113883.3.989.5.
1.3.2.1.12111[1)/investigationCharacteristic[@classCode="OBS' [@mood Code="EVN'
Iivaluel@xsitype="CE'[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.6'/@

codeSystemVersion

J2.8.2 #4E

xRN DEEH

HH A

B FRREBIER A T BYMEE IR S 123\ T ER RSO BMEARE 21T 5 55 ICH
ExdgNTHIBEATTERT 5.

FEHETi

L

F— 57

10000AN
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B HFE




XPath

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'1[@xsi:schemaLocation="urn:h17-

org-v3

MCCI_IN200100UV01.xsd'/PORR_IN049016UV[rl/control ActProcess[@classCod
e='"CACT'l[@mood Code="EVN'l/subject[@typeCode="SUBJ'1[1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/subjectOf2[@type Code="SUBJ "] [inve

stigationCharacteristic/code[@code="6'l[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12'l[1)/investigationCharacteristic[@classCode='"OBS' [@mood Code="EVN'
Ivaluel@xsi:type="ED'l/text()

J2.9 BRIYE DB R RE

EHHUH BRYEEBIRE DBAVL. TR 24 423 A 6 BAHT AT 0306 BEA S HEERA R
BREm ThEREFIFELIBRAETA FT 2] O—FREICONWT] DORIE
TMRMEAFIRDIBERETA FTA 2] TV RENTERENRTEZREHT 3,
FRHET A 2L
5—%% | 10000AN
FFAE EfzzEiE 7
XPath /MCCI_IN200100UV01{@ITSVersion="XML,_1.0'l1[@xsi:schemaLocation="urn:hl7-

org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcess[@classCod
e="CACT'][@mood Code="EVN'l/subject[@type Code="SUBJ'][1)/inve stigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/component[@type Code="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'[@mo
0dCode="EVN'l/component1[@typeCode="COMP"][observationEventlcode[@code="
4'][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'111[1)/observationEvent[@c
lassCode="0OBS'[@mood Code=EVN'l/value[@xsi:type="ED'/text(

J2.10 S HBoOM:

EH LB EORMEREFICH T 2 REEOFMICE S LB & 5% ORIRIT OV TR
35,

LRI L

F—ZHl 10000AN

FFAME B HEEE




XPath

/MCCI_IN200100UV01[@ITSVersion="XML,_1.0'][@xsi:schemalocation=urn:hl7-
org:v3 .
MCCI_IN200100UV01.xsd'I/PORR_IN049016UVIrl/controlActProcessl@classCod
e='CACT'[@mood Code="EVN'/subject[@typeCode="SUBJ']{1)/investigationEvent
[@classCode=TNVSTG'1[@mood Code="EVN'l/component[@typeCode='"COMP'l[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'l[@mo
0dCode=EVN'//component1[@typeCode="COMP'][observationEvent[code[@code="
5'[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10']][1)/observationEvent[@c
lassCode="OBS"[@mood Code="EVN'l/valuel@xsi:type="ED")/text(

J2.11 FOHBEERE

HEBHA FOMBE L R ABEETERT S,

RCETTIE =L

T 10000AN

FAE =z r

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0"[@xsi:schemaLocation="urn*hl7-
org:v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r)/controlActProcessl@classCod
e='CACT[@mood Code="EVN'l/subject[@type Code="SUBJ'|[1]/investigationEvent
[@classCode=TNVSTG'l[@mood Code="EVN'l/component[@typeCode='"COMPHadv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l[@mo
0dCode="EVN'l/component1[@typeCode='"COMP'][observationEventlcode[@code="
6'[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.101]][1)/observationEvent[@c
lassCode="OBS"[@moodCode='"EVN'l/valuel@xsi:type="ED'l/text(

J2.12 BBRESES

HEWHA BBRAEREICEH L TV 2 HREDIERES T EEZT T,

FEEAIE BRAEFELZRE L TORVEEAIIE, IFRERFEEICER L TWIREE=—F
FIEETH L,

F—&H 70AN

B =) Eixa

XPath /MCCI_IN200100UV01{@ITSVersion="XML,_1.0'l[@xsi:schemal.ocation="urn:hl7-
orgv3

MCCI_IN200100UV01.xsd'l/PORR_IN049016 UVIr]/controlActProcessl@classCod
e='CACT"[@mood Code="EVN'l/subject@typeCode="SUBJ'I[1]/investigationEvent
[@classCode=INVSTG'[@mood Code="EVN'l/component[@typeCode='"COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG'][@mo

0dCode="EVN")/subject 1 [@typeCode="SBJ'|[1]/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode="SBJ'l [organizer/codel@code='4'l1[@codeSystem='2.16.840.

1.113883.3.989.2.1.1.20[1)/organizer[@classCode="CATEGORY'l[@mood Code='E

10




VN'l/component[@type Code='"COMP'l[substanceAdministration/idl/substanceAd
ministration[@classCode="SBADM'l[@mood Code="EVN'l[consumable/instanceOf -
Kind/kindOfProduct/asSpecializedKind/generalizedMaterialKind/code/originalTe
xt][1]/consumable[@typeCode="CSM'1[1]/instanceOfKind [@classCode="TNST'|/kin
dOfProductl@classCode="MMAT'] [@determinerCode="KIND'l/asSpecialized Kind [
@classCode="GEN'l[1]/generalizedMaterialKind[@classCode=MAT'] [@determiner

Code="KIND'l/code/originalText/text()

J2.13.r.1 JEHE%

HAUHA BRI LT, Ee5HBEOIRRFEBEEDBHEREZFRET 5,

R#ETE | RREEEELRE L TCORWEAIE, EMeTaz L,

T—&H 2N

FFAE ZURL -

XPath /MCCI_IN200100UVO1[@ITSVersion="XML_1.0'1[@xsi:schemal.ocation="urn’hl7-
org:v3 |
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r]/controlActProcessl@classCod
e='"CACT'l[@mood Code="EVN'l/subject[@typeCode='"SUBJ'[1]/investigationEvent
[@classCode="TNVSTG'l[@mood Code="EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG']| [@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode="INVSBJ'
I/subjectOf2[@type Code="SBJ"l{organizer/code[@code="'1"l[@codeSystem='2.16.840.
1.113883.3.989.5.1.3:2.1.11'l][r)/organizer[@classCode="CATEGORY'] [@mood Code
="EVN'l/component[@typeCode='"COMP']/observation[@classCode="OBS'l[@mood
Code='"EVN1lcode[@code="T][@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10"
1I/valuel@xsitype=TNT'l/@value

J2.13.r2 X$ER

HBWHA BRILIC, EFHBREOBBRHEBEEICGERI N TV AR BERET 5,

LU E BRERFEEHEZRH L TV SHEITIE, BREEKT I LN TE 5, BRHER
B RHLTOROWERITIT IBREMHEEFICER L OV oRRBER#T5 2
L. F—ORREREE CERORBERNR L T5HE1E. 7V~ T > TE#k
THZE,

F—#% | 1000AN

FFAE B Hi# :

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

MCCI_IN200100UV01.xsd']/PORR_IN049016UVIrl/controlActProcess[@classCod
_ e="CACT'][@mood Code="EVN')/subject[@typeCode='"SUBJ'l[1]/investigationEvent
[@classCode="TNVSTG'][@mood Code="EVN'l/component[@typeCode='"COMP'][adv

erseEventAssessmentl[1]/adverseEventAssessment[@classCode=TNVSTG'] [@mo

1




0dCode="EVN")/subject1[@type Code="SBJ'][1]/primaryRole[@classCode=INVSBJ'
/subjectOf2[@typeCode="SBJ'l[organizer/code[@code="1"1[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.111 [r]/organizer[@classCode='CATEGORY'| [@mood Code
='EVN'l/component[@type Code='"COMP')/observation{@classCode="OBS'l[@mood
Code="EVN'l[codel@code='8'1[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
N/valuel@xsitype="ED'l/text(

J2.13.r.3 BAR4E

5 B B T A EREORRIEREICEHIN TV IRRERAEZRT, ;

FEE S FAHREOKRRAHBEHELZRH LTV ABAITIX, BREEKTHZ LATE
%, IBBREHEREZRHE L TOWARWEAITIE, BIiKs VB2 — MEZZERL T
mETLZ L,

F—FH IN

FFAE BIfK 5 2R

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIr]/controlActProcess[@classCod
e='"CACT'][@mood Code="EVN'l/subjectl@type Code='SUBJ'l[1]/investigationEvent
[@classCode="INVSTG'][@mood Code='"EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessmentl@classCode=TNVSTG'l[@mo -
0dCode="EVN/subject1[@typeCode='"SBJ'|[1]/primaryRole[@classCode=TNVSBJ'
/subjectOf2[@typeCode='SBJ'organizer/code[@code="11[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11' 1] [x}/organizer[@classCode='"CATEGORY'] [@mood Code
='EVN')/component[@typeCode='"COMP')/observation[@classCode="OBS'l[@mood
Code="EVN'l[code[@code="9'l[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'
II/value[@xsitype='CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7'1/@cod
e

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

(codeSystem | org:v3

Version) MCCI_IN200100UV01.xsd'l/PORR_IN049016UVI[rl/controlActProcess[@classCod

e='CACT'l[@mood Code=EVN'// squ ectl@typeCode="SUBJ'|[1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN'l/component [@typeCode="COMP'}[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'] [@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'] [1]/primaryRole [@classCode=INVSBJ'
l/subjectOf2[@typeCode='SBJ'|[organizer/codel@code="1'l[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'1][r]/organizer[@classCode='"CATEGORY'l [@mood Code
="EVN'l/component[@typeCode="COMP']/observation[@classCode="OBS'l[@mood '
Code="EVN'l[code[@code="9"[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'

I/valuel@xsi:type='CE[@codeSystem='2.16.840.1.113883.8.989.5.1.3.2.1.7'l/@cod

12




| eSystemVersion

J2.13.r4 BREPDIEH DOFIE

HHBHA

HEBE ORBREAEERET OWREOFEELTT,

FREUS

a— FETIE72 < Boolean THEYERBIHATE [true=F ) % . \WWRVEA 13 [false=
) ZEIRTBC Y,

— 7

N

Boolean 10A

—H"

AT IE

true=%H
false=14&

XPath

/MCCI_IN200100UV01[@ITSVersion=XML,_1.0'l[@xsi:schemaLlocation="urn:h17-
org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016 UVIrl/controlActProcess[@classCod
e='"CACT'l[@mood Code="EVN'l/subject[@type Code="SUBJ'I[1]/investigationEvent
[@classCode=TNVSTG'l[@mood Code="EVN'l/component[@type Code="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'}[@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'][1]/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode="SBJ'l[organizer/code[@code="11[@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11']][x]/organizer[@classCode='CATEGORY'] [@mood Code
="EVN'l/component[@typeCode="COMP'l/observation[@classCode="OBS'l[@mood
Code="EVN'l[code[@code="10"[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1
0'llvaluel@xsitype="BL'l/@value

J2.14.0 REm
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BEHD BT, AERERZEME T 5,
EROHERTERNWGS, HEER 1 SOBETH> THEEOBRATH-oThH.
J2. 140 XM E L, J2.11 128 TOREROKRM - BRMZBET 3R E AT 5,
BIEHSOTFANEIC W T, BEESHRE TH 2 GARIETOBREHNES
& HBREUANOERERR THAEAITIIRFOR MR EZTHE L - XEN LT
BTS2 Mo L, 2B, TREMEOHIBE®T, XBHNHRD (8. o
DIEREERSHRE TR L COEEFE! © (1) 223BT32L,

FEETIE

"= NMENGERLTRETZZ L,

F— s
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FRE

1=
2=BEM
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l1{@xsi:schemal.ocation="urn*h17-
org:v3 :
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcessl@classCod
e='"CACT'][@mood Code="EVN'l/subject[@typeCode='"SUBJ'][1]/investigationEvent
[@classCode=TNVSTG'|[@mood Code="EVN'l/component[@typeCode='COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'l[@mo
0dCode="EVN'I/subject1[@typeCode="SBJ'[1}/primaryRole[@classCode=TNVSBJ'
l/subjectOf2[@typeCode='SBJ'[observation[idl[code[@code="29'l[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19'11[il/observation[@classCode="0BS [@mood Code=
"EVN'l/outboundRelationship2[@type Code="PERT'] [observation/code[@code="11'1l
@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10' [1]/observation[@classCode=
'OBS' [@mood Code="EVN'l/valuel@xsi:type='"CEl[@codeSystem="2.16.840.1.11388
3.3.989.5.1.3.2.1.8'l/@code

XPath
(codeSystem

Version)

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

org:v3

MCCI_IN200100UVO0 1.xsd’]/PORR_INO490|16UV[I']/controlActProcess[@classCod
e="CACT'1[@mood Code='"EVN'l/subject[@typeCode="SUBJ'|[1]/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN'l/component[@typeCode='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'][@mo

0dCode="EVN'/subject1[@typeCode="SBJ'l[1}/primaryRole[@classCode=INVSBJ'
1/subjectOf2[@typeCode="SBJ][observation[id][code[@code="29' [@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19'1] [il/observation[@classCode="OBS'[@mood Code=
"EVN'/outboundRelationship2[@type Code="PERT'] [observation/code[@code="11][
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1[1)/observation[@classCode=
'OBS'[@mood Code="EVN'l/valuel@xsi:type='"CE'll@codeSystem='2.16.840.1.11388
3.3.989.5.1.3.2.1.8'l/@codeSystem Version

J2.15x AFRE

HA A WrmsE R U EHEREICBV T, SHEICBWTREAERAR SN TV L5E.
‘ BREZTT,
FEITIE Eo— FabEliea— FEBRLUTRERTDIZ &,

s DRE, BEESIREESOFBXIL, RREBSTOELTRE TSI &,
¥, HAEHBEREOHEA. HBERToEEZERHTII &, _

R A - BT EHREORAYRIC Lo TR—OEBA S EEE, 120
ELLTHELTELEZ RN, ZOBRIKIIREREEZ 1 BBIZERL., BVELEZF
ALT, 2BBAURICZOMOARERZTZRTDZ L,

%A, A—OEBERME TR ENZHEAITE, ¥HEAREICOWTEMRET 5. €
DOEIZIX. BIEESE OBITHT TYREMBEORKRELTH T D &, YZERED
AFREPEED I BRIV BRLERATS L,
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7B, FEOWBENENELZDZHEIL, BELTHZ L,

T—ZB- | 2A
FRHE ISO 3166-1 V7 7-2 DE=2— K, EU
XPath /MCCI_IN200100UV01 [@ITSVersion=XMI,_1.0'l[@xsi:schemal.ocation="urn:hl7-

org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT']l@mood Code="EVN'l/subject[@type Code="SUBJ'I[1)/investigationEvent
[@classCode="TNVSTG'[@moodCode="EVN'l/referencel@type Code="REFR'Hdocu

| ment/code[@code="2"1[@codeSystem='2.16.840.1.113883.3.989.2.1.1.2711[rl/docum

ent[@classCode=DOCT[@mood Code="EVN'l/p articipation[@type Code="AUT"]/assi
gnedEntity[@classCode='ASSIGNED']/representedOrganization[@classCode="OR
G'l[@determinerCode="INSTANCE'l/asLocatedEntity[@classCode="LOCE"/locatio
n[@classCode="COUNTRY"] [@determmerCode—'INSTAN CE'l/codel@codeSystem=
'1.0.3166.1.2.2"1/@code

J2.16 MENEDER

HAUHA

MAERE R USEHBERE TSV C, THHRREX i%lilk:lbb‘é#%@ﬁ% (H.1)}
Lunaﬁ Lt—'j\]/,ﬁ\'mgm %ZKIEE LH"'?‘

RETIE

MABREICBOTIE. BRKRBR/ HREOHEIR. RBRTF1 v (O FE) . 2.
LB, ERREDOH, RETIRENODHD ) A7 2D TRHE L., KR
R/ ROHEITIL, BRI DOL TR, in vivo,/ in vitro DRI % &% TR+
5z,

AEHBEHRECEWN UL, HBEECE ik, BfY R4, HEOEE (k-
PIRIGINE - AEOERE, A LoBEEDOWET. 8 - @A - Bseodik, 8o
B - BEZE, IRBROTH, BRI OZEWBEOMRILE), HEONSE HEHLoBRE
DEFTDOBEIIZYEAALRLET I L) 280 CEH T &,

500AN

B B

/MCCI_IN200100UV01[@ITSVersion="XML,_1.0"][@xsi:schemaLocation="urn:hl7-
orgiwv3d

MCCI_IN200100UV01.xsd']//PORR INO49016UV[r]/controlActProcess[@classCod
e='"CACT|[@moodCode="EVN" l/subjectl@typeCode="SUBJ'[1]/investigationEvent
[@classCode=TNVSTG'{@mood Code="EVN'l/component[@type Code="COMP'] [adv
erseEventAssessmentl[1l/adverseEventAssessment[@classCode=TNVSTG'] [@mo
odCode="EVN'l/component1[@type Code='"COMP'l[observationEvent[code[@code='
121{@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10111[1]/observationEvent[@
classCode="OBS'l[@mood Code="EVN'l/valuel@xsi:type="ED/text()

J2.17r BB/ HEOHE

BHBHA

MAREOHE. RARRABR R it [BERRRR R ORlZFT,
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REHIE 7L
F—FR IN
FFAE 1=Ea R B SR
2=FEFRIRABR B30 _
XPath /MCCI_IN200100UV0 1_[@ITSVersion='XML_1.0'] [@xsi:schemaLocation="urn:hl7-

orgv3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'1[@mood Code="EVN'l/subject@typeCode="SUBJ][1)/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN'l/reference[@typeCode="REFR'] [docu
ment/code[@code="2'1[@codeSystem='2.16.840.1.113883.3.989.2.1.1.27] [r}/docum
ent[@classCode="DOC'1[@mood Code="EVN']/title/text(

J2.18.1 ZEFMEBA

HAHHA | ICSR OXEFEOMBREZETT,

FEEUT IR TSTATECE NE R M EFSE R SIS L il 5,

F—#% | 100AN

FAE B RECEL

XPath /MCCI_IN200100UV01 [@ITSVersion="XML,_1.0'1[@xsi:schemaLocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd'//PORR_IN049016UVI[rl/controlActProcess@classCod
e='CACT][@mood Code="EVN'l/subject[@typeCode='"SUBJ'l[1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN'l/subjectOf1[@typeCode="SUBJl[cont
rolActEvent/primaryInformationRecipient][1]/controlActEvent|@classCode='CAC
T'[@moodCode="EVN'l/primaryInformationRecipient[@typeCode="PRCP']/assign
edEntity[@classCode='"ASSIGNED/representedOrganization[@classCode='ORG']
[@determinerCode=TNSTANCEl/name/text(

J2.18.2 ZEEWMA

HEHHA ICSR DZIEEDPEEZXE27T,

R IE HERLRH#HTD,

7—Z% | 100AN

FFAE HHBFEk

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'] [@xsi:schemaLocation="urn:h17-
orgv3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV/[r]/controlActProcess[@classCod
e='CACT"[@mood Code="EVN'l/subjectl@typeCode="SUBJ'l[1]/investigationEvent
[@classCode=TNVSTG1[@mood Code="EVN'/subjectOf1[@typeCode='SUBJ'] [cont
rolActEvent/primaryInformationRecipient][1)/controlActEvent[@classCode='CAC
T[@mood Code="EVN'l/primaryInformationRecipient[@typeCode="PRCPl/assign

edEntity[@classCode='ASSIGNED/assigned Personl@classCode="PSN'l[@determ
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inerCode="INSTANCE/name/prefix[1]/text()

J2.18.3 ZFHER:

HE#A ICSR DXAFE DL T,

B IE BROoBREROKLZTEHT 5.

7F—5% | 100AN

FAE H B e

XPath /MCCI_IN200100UVO01[@ITSVersion=XMIL,_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIx]/ controlActProcess[@classCod
e='"CACT'l[@mood Code="EVN'l/subject[@type Code="SUBJ'[1]/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN'/subjectOf1[@typeCode='SUBJ'] [cont
rolActEvent/primaryInformationRecipient][1]/controlActEvent[@classCode="CAC _
T'1[@mood Code="EVN'l/primaryInformationRecipient[@typeCode="PRCP")/assign
edEntity[@classCode="ASSIGNEDV/assignedPerson{@classCode="PSN'l[@determ
inerCode="INSTANCE'l/name/family[1]/text()

J2.18.4 ZFEA

=B HHA ICSR DXRfEFE DA ERT,

FLELTIE BEOBEROAZTHET 5,

TF—FH 100AN '

FFAE B B

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemal.ocation="urn‘hl7-
orgv3d

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='"CACT'][@mood Code="EVN'l/subject[@type Code="SUBJ'][1]/investigationEvent
[@classCode=TNVSTG'l[@mood Code="EVN'l/subjectOf1[@typeCode="SUBJ'][cont
rolActEvent/primaryInformationRecipient][1]/controlActEventl@classCode="CAC
T'l[@mood Code="EVN'l/primaryInformationRecipient[@typeCode="PRCP"V/assign
edEntity[@classCode='ASSIGNED']/assignedPerson[@classCode="PSN'] [@determ
inerCode="INSTANCE'l/name/given[1]/text(

J2.19 {5 1

H R HHA FEEH

LTI 2L

VAt £ 10000AN

FFAME H Bl

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.01[@xsi:schemal.ocation="urn:h17-
org:v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVI[rl/controlActProcess[@classCod

e='"CACT'l[@mood Code="EVN'l/subject[@type Code='SUBJ'][1)/investigationEvent
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[@classCode=TNVSTG'[@mood Code="EVN'l/component[@type Code="COMP'] [adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=INVSTG'][@mo

0dCode="EVN'l/component1[@typeCode="COMP'] [obsefvationEvel_lt [codel@code=
137[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1]1[1]/observationEvent|@
classCode='"0BS'[@mood Code="EVN'l/value[@xsi:type="ED'//text(

J2.20° % 2

BHBAHHA FiHEEE

LS E 7L

T —& A 10000AN

FAE B B

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'1{@xsi:schemalocation="urn:h17-
org:v3 o .
MCCI_IN200100UV01.xsd l/PORR_IN049016UVIxl/controlActProcess[@classCod
e='CACT'1[@mood Code="EVN'l/subject[@typeCode="SUBJ'|[1]/investigationEvent
[@classCode=TNVSTG'1[@mood Code="EVN'l/component[@typeCode='"COMP'] [adv
erseEventAssessmentl[1]/adverseEventAssessment[@classCode=INVSTG'][@mo
0dCode="EVN'l/component1[@typeCode="COMP'l[observationEventlcode[@code='
14'[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'Tl[1l/observationEvent|@
classCode="OBS'[@mood Code="EVN'l/value[@xsi:type="ED'l/text(

J2.21 #=3

EHEBHA FiHEHE

RETIE L

F—&% | 10000AN

FAE =g

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0'l[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcess[@classCod
e='CACT'[@mood Code="EVN'l/subject@typeCode="SUBJ'] [1)/inve stigationEvent
[@classCode=TNVSTG'] [@mood Code="EVN'l/component [@typerde='COMP'] [adv |
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'l{@mo
0dCode="EVN'l/component1[@typeCode="COMP'][observationEvent[code[@code='
151[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10Tl1[1]/observationEvent[@
classCode="OBS1[@mood Code="EVN'l/valuel@xsi:type="ED'|/text(

J2.22 #E54

EHEUHA FIHEE

mEHE | RL

F—&7% | 10000AN

FAE BB
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XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'[@xsi:schemaLocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'][@moodCode="EVN'l/subject[@typeCode="SUBJ1[1]/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN'//component[@type Code='COMP'][adv
erseEventAssessment][1]/adverseEventAssessmentl@classCode=TNVSTG'] [@mo
0dCode="EVN'//component 1[@typeCode="COMP'l[observationEventlcode[@code="
161[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'Tl1[1]/observationEvent[@
classCode='"OBS'l[@mood Code="EVN']/value[@xsi:type="ED'l/text(

J2.23.k BFF

B\ B #HA EZREIMRBIERRER MEVERBERRE BT, HENROFHRERT,

FLETIE BB R OFHERHT D,

T— 2 Fl 100AN

FFAE B HEE _

XPath /MCCI_IN200100UVO01[@ITSVersion="XML_1.01[@xsi:schemaLocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'l[@mood Code='"EVN'l/subject[@typeCode="SUBJ'I[1]/investigationEvent
[@classCode="INVSTG'l[@mood Code="EVN'l/component[@typeCode='"COMP] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'][@mo

odCode=’EVN']/ subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode="TNVSBJ'
I/subjectOf2[@typeCode="SBJl[organizer/code[@code="4"1[@codeSystem='"2;16.840.
1.113883.3.989.2.1.1.20'[1[1]/organizer[@classCode="CATEGORY 'l [@mood Code="E
VN'l/component[@typeCode="COMP'l[substanceAdministration/id] [k]/substanceA
dministration[@classCode='SBADM'|[@mood Code="EVN'l/consumable[@type Code
='CSM'l[1]/instanceOfKind [@classCode="INSTV/kind OfProducti@classCode="MM

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

J2.24k BRI

HEHH EREIBBIEARER MERERBIEASEIZB N T, HERR OB E R,

FLEFIE PERR Z L IZIAR 5 L 0 ST 5 RRTER A BIR L CE#HT 5,

F—a 3AN

FFAfE RIAK 5 2R

XPath /MCCI_IN200100TTV01[@TTSVersion=XML_1.0"][@xsi:schemalLocation—"urn:hl7-
org-v3

MCCI_IN200 100UV01.xsd']/PORR_IN 049016UV[xl/controlActProcess[@classCod
e='CACT'[[@mood Code='"EVN"l/subject[@type Code='SUBJ'I[1]/inve stigationEvent
[@classCode="INVSTG'1[@mood Code="EVN'/component[@typeCode='COMP'l[adv
erseEventAssessment][1]/adverseEventAssessmentl@classCode=INVSTG' [@mo
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0dCode="EVN'l/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode='INVSBJ'
1/subjectOf2[@typeCode="SBJ'][organizer/codel@code='4'1[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'11[1)/organizer[@classCode='"CATEGORY'|[@mood Code='E
VN'l/component[@type Code='"COMP'][substanceAdministration/id] [kl/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'l/consumable[@typeCode
='CSM'1[1)/instanceOfKind [@classCode="INST'}/kindOfProductl@classCode="MM
AT [@determinerCode="KIND"l/formCodel@codeSystem='2.16.840.1.113883.3.989

5.1.3.2.1.181[1)/@code > |

J2.25.k.r

R4y DR 5y

HH R

EMAREIEARE . b REWERRE. EEBI MR RE R O AR E
WZRBWT, B ORSERT,

FLEUT i

%3 E2B HA D Gk238.rl BAMEERSS LHFECE#R TS, Gk23rl IZFEH
LEERAICHOWT, BRSNS T 2883 EE & N=A%5] &£ L. B2k
ASUSMCEYSTAEAIIAER SR N=F0fhoks] & T52 L8,

1IN

BIHE 5 B

/MCCI_IN200100UV01[@ITSVersion=XML,_1.0'l[@xsi:schemaLocation="urn‘hl7-
org-v3 .
MCCI_IN200100UV01.xsd'I/PORR. IN049016UV[n]/controlActProcess[@classCod
e='CACT'][@moodCode='"EVN'l/subject[@typeCode="SUBJ'|[1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN'l/component[@typeCode="COMP1[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG' [@mo
0dCode="EVN'l/subject 1[@typeCode="SBJ'l[1]/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode="SBJ'l[organizer/code [@code="4'1[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizer[@classCode="CATEGORY'] [@mood Code="E
VN'l/componentl@type Code='"COMP']{[substanceAdministration/id] [kl/substanceA
dministration[@classCode='SBADM'][@mood Code="EVN'l/consumable[@typeCode
='¢SM'][1]/instanceOfKind[@classCode=INST'|/kindOfProduct[@classCode=MM
AT‘] [@determinerCode="KINDV/ingredient[@classCode='ACTI'][r]/ingredientSubs
tance[@classCode=MMAT'][@determinerCode="KIND'}/asSpecializedKind[@class
Code='GEN'[1)/generalizedMaterialKind[@classCode="MAT'| [@determinerCode='
KIND'//code[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.17'1/@code

J2.26.i HEH4S

EHWH

EESASEIEAREROMEERAERREICEV T, BHEROESEEZ T,

T

SFE2BEH® Eil.la BERCRE SN, BKRERRIC X @& S0 zBlfE
B/ EEE4T Ei2.1b 8WER /B EES (MedDRA =— F) L8 TR&ET 5,
Eil.la XX Ei2.1b ICE& L-BIERIC VT, EEMZBIMKS X 0 iBIR L TR
T5Z ¢,
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2N

B 5 B

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'l[@xsi:schemal.ocation="urn:hl7-

orgv3d '

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[x)/control ActProcessl@classCod
e='CACT'] [@mood Code="EVN'l/subject [@typeCode="SUBJ'l[1]/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN'l/component[@typeCode='COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG' [@mo

0dCode="EVN'l/subject1l@typeCode='"SBJ'] [1)/primaryRole[@classCode="TNVSBJ'
l/subjectOf2[@type Code="SBJ"|[observation[id]lcode[@code="29' [@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']l1[il/observation[@classCode="OBS' [@mood Code=
'EVN'l/outboundRelationship2[@typeCode="PERT"] [observation/code[@code="11][
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'1][1)/observation[@classCode=
'OBS'l[@mood Code='"EVN'l/valuel@xsitype="CEl[@codeSystem="2.16.840.1.11388
3.3.989.5.1.3.2.1.14')/@code

J2.27.r

Aft75 2

HAWHA

ERTHREVERARER MR BERRSICBN T, £—8AFE IBFHRAS
RO ZRT,

FRHTIE

W9 J2.29.r FBMATFIL & OFE CEEEiT 5, J2.29.r TBIR L BERATIER, E—3
AFRITETHIHEIE. =F—RAFH] ¢ L. EHEBAFHICEAT 284 2=
BHRAFH] 2E&ET AL,

F— 5

1IN

R

Bk 5 2R

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l{@xsi:schemalocation="urn:hl7-
orgv3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject[@type Code="SUBJ"|[ 1]/investigationEvent
[@classCode=TNVSTG' [@modeode=’EVN'] /outboundRelationshipl@typeCode='
SPRT'l[relatedInvestigation/codel@code="2"1[@codeSystem='2.16.840.1.113883.3.9
89.2.1.1.22'l[r]/relatedInvestigation[@classCode='INVSTG'] [@mood Code="EVN'l/
subjectOf2[@typeCode="SUBJ'//controlActEvent[@classCode='CACT" [@mood Cod
e='EVN'l/author[@typeCode='"AUT')/assignedEntity[@classCode="ASSIGNED/as
signedPerson[@classCode="PSN'l[@determinerCode=TNSTANCE"/asIdentifiedE
ntity[@classCode=TDENT'][1l/code[@codeSystem="'2.16.840.1,113883.3.989.5.1.3.
2.1.15')/@code

J2.28 EROAE

B HHA

ERSBIRBIERARE R OMEMSBERRE IRV T, BEOEEDFELFT,

FLETIE

BEDPLZEOS A, BIEARIROEIROFELRIRT 5,
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F—FH

1N -

REAE

BIHE 5 B

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd J/PORR_IN049016UVIr)/controlActProcessl@classCod .
e="CACT'l[@moodCode='"EVN'l/subject@typeCode="SUBJ'l[1]/investigationEvent
[@classCode=TNVSTG'[@mood Code=EVN'l/component[@typeCode="COMP'l[adv
erseEventAssessment][1)/adverseEventAssessment[@classCode="INVSTG'l[@mo
0dCode="EVN'l/subject1[@typeCode='SBJ'l[1}/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode="SBJ'l[observation/code[@code="17][@codeSystem="2.16.
840.1.113883.3.989.5.1.3.2.1.10'1][1]/observationl@classCode="OBS'] [@moodCode=
'"EVN'1/valuel@xsi:type="CE'l[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.16'
1ll/@code

J2.29r WEAFR

HE LA

EEIAEIERARE R MEESEERARE TRV T, HROAFTETT.,

FLETIE

BHOAFETICONT, BIHEES LV EN2bOFBRL, %7 J227r Aff7 77 &
PRECEE TS, BVRELZFAL, ZETIHIHLOETEZERILIL,

F—ym

1IN

REAE

RIS ZR

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemal.ocation="urn:hl7-
org-v3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r)/controlActProcess[@classCod
e='CACT'][@mood Code="EVN')/subject[@typeCode="SUBJ'[1]/investigationEvent
[@classCode="TNVSTG1[@mood Code="EVN'l/outboundRelationship[@typeCode="
SPRT'][relatedInvestigation/code[@code="2"[@codeSystem="2.16.840.1.113883.3.9
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