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<Txml version="1.0" enceding="UTF-8"7>
<HCCI_IN200100UV0L ITSVersion="XML 1.0" xsi:schemalocation="urn:hl7-org:v3 MCCI_IN200100UVOE. xsd” xmlns- urnhl7=org:v3” mmlns:xsi="http://wew. w3, org/
2001/¥MLSchema~instance™>
<id extensien="N. 1. 2" root="2.16.840. 1. 113883. 3, 989. 2, 1, 3, 22'/>
<l— N.1.2: Batch Number —>
{creaticnTime value="20101214151617"/>
<I— N.1.B: Date of Batch Transmission —>
(responseModeCode code="D*/>
{interactionld extension="MCCI_IN200100UV01™ root="2, 16.840. 1. 113883, L 6"/
<name code="N. 1. 1" codeSystem="2. 16, 840. 1. 113883, 3. 989, 2. 1. 1. 1”7 codeSystemVersion="2, 0"/>
{!— N.1.1: Type of Messages in Batch -——>
<}— Message #1 —>
<PORR_IN049016UV>
<id extension="N.2.r.1” root="2. 16.840.1.113883.3.580.2, 1. 3. 1’/)
U— N.2.1r.1: Message Identifier —>
{creationTime value="20101214151617"/>
¢l— N.2.r.4: Date of Message Creatiocn —>
{interactionld extension="PORR_INO49016UV” root="2. 16, 840, 1, 113883, 1.67/>
{processingCode code="F"/>
{processingModeCode cade="T"/>
CacceptiAckCode code="AL"/>
<receiver typeCode="RCYV™> -
{device classCode="DEV" determinerCode="INSTANCE™>
<id extension="N. 2. 1. 3" roet="2.16.840.1. 113883. 3. 9689.2. 1.5.12"/>
{]— N.2.1.3; Message Recelver Identifier —>
{fdeviced
{/receiver>
{sender typeCode="SKD">
<device classCode="DEV” determinerCode="INSTANCE™>
<id extensien="N.Z2.r.2" root="2.16, 840.1,113883,3,989,2, 1.3, 11"/>
¢I— N.2.r.2: Message Sender Identifier —>
{/device>
</sender> .
{controlActProcess classCode="CACT” moodCode="BVN">
<code code="PORR_TE045016UV" codeSystem="2. 16. 840, 1. 113883, L. 187/>
¢!=-- HLT Trigger Event ID —>
{effectiveTime value="20101214151617"/>
¢!=— C.1,2: Date of Creation -
<subjeet typeCode="SUBT™>
(mvestlgationEvant classCode="INVSIG” moodCode="EVN™> *
<id extension="C.1. 17 root="2. 16.840. 1. 113883.3.989. 2. 1. 3. 1*/>
¢!— €. 1.1: Sender’s (case) Safety Report Unique Identifier —>
<id extension="C, 1. 8.1 root="2, 16,540, 1, 113883, 3.989,2.1.3.2"°/>
<!— C.1.8.1: Worldwide Unique Case Identification Number —>
<id extension="J2, Ib” root="2, 16.840. 1, 113883, 3,989.5,1.3.2.3.1"/>
<|-~ BBETZ. 1b: WBIEF (FS) -
{code code="PAT_ADV_BVNT” codeSystom="2.16.840, 1, 113883,5,4"/>
<textoH, 1</text?
. <I— H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Relevant Information —
{statusCode code="active”/>
<I— 88052, 7.1 BT, RETER —
<effectiveTlime>
low value="200901017/>
¢{]— C.1.4: Date Report Was First Received f:rom Sourse —>
{/effectiveTime>
{availabilityTime value="20090101"/>
¢|— C.1.5! Date of Most Recent Information for This Report -->
<reference typeCode="REFR">
{document classCode="D0C™ moodCode="EVN™>
<eodo code="1" codeSystem="2. 16, 540, 1, 113883, 3. 989. 2. 1. 1. 27" .codeSystenVersion="1,0" displayName="documentsHeldBySender”/>
<titleXC. 1. 6. L. r. 1¢/title>

{l=— C.1,6.1.x. 1t Documents Held by Sender (repeat as necessary) §1 —>
{text mediaType="application/pdf” representation="E64">C, 1. 6. 1.1, 2¢/text>
G 1.6 1.xr2° Included Documents #1 —>
</document>
{/reference>

{reference typeCods="REFR"> ' '
{document classCode="DOC" moodCode="EVN™> .
<code code="1" codeSystem="2.16.840. 1. 113883, 3.989. 2. 1. 1, 27" cedeSystenVersion="1.0" displaylame="decumentsHeldBySender”/>
Ctitle>C. L 6. 1. r. 1</title>
{|l— G 1.B.Lxr.1 Documents Held by Sender (repeat as necessary) #2 —>
. Ctext mediaType="image/jpeg” representation="B54" compression="DF">C.L 6.l r.2¢/textd>
<l— € 1.6.1.x.2: Incleded Documsnts #2 —>
{/document>
{/reference>
¢reference typaCode="REFR™>
{document classCode="DOC" moodCode="EVN™>
Scode code="2" codeSysten="2. 16. 840. 1. 113883, 3,989, 2. 1. 1 27" codeSystenVersion="1. 0" displayName="1literatureReference”/>
<titledJ2.17. ré/titled
<l— @aez2. 17.r BB /HR0aE i1 —
{text mediaType="application/pdf” representation="B64">C.4.r. 2{/text>
¢!l— C.4.1.2: Included Documents #1 —>
<bibliographicDesignationText>C, 4, r. 1</bibliographiclesignationText>
{l— C.4,1.1: Literature Reference(s} #1 —>



Record™/>

In_vest:i.gatiun'/)

{participation typeCode="AUT™>
<essignedEntity clessCode="ASSIGNED™>

{representedOrganization classCode="0RG" determinerCode="INSTANCE™>

<asLocatedEntity classCode="LOCE"> . .
{locatien classCode="COUNTRY" determinerCode="INSTANCE"> i
<code code="]12.156.r" codeSystem="1, 0, 3166, 1,2.2"/>
<|— @8ayz. 15. r LRE #1 —>
{/location>
¢/asLocatedEntity>

{/representedfrganization>

{/assignedEntity>
<{/participation>

¢/document>
{/reference>

{raference typeCode="REFR">
{document ¢lassCode="DOC" moodCode="EVN">
{cade code="2" codeSystem="2, 16. 840, 1. 113883, 3. 989. 2. 1. 1. 27" codeSystemVersion="1.0" displayName="literatureReference”/>
<{titlerJ2, 17. r{/titled>
<l— 8@8J2.17.r BB /BFROSH #2 —
<text mediaType="application/pdf” representation="B64">C.4.r.2</text>
{l— C.4.r.2: Included Documents #2 —>
<bibliagraphicDesignationText>C. 4. x. 1</bibliographicDesignaticnText>
¢{l~— C.4,r, 1: Literature Reference(s) #2 -
<participatien typeCode="AUT">
<assignedEntity classCode="ASSIGNED™>

{representedOrganization classCode="0RG” determinerCode="INSTANCE™>

<asLocatedBotity classCode="LOCE™>
{location classCode="COUNTRY" determinerCode="INSTANCE™>
<code code="J2.15.1r" codeSystem="1. 0. 3166.1.2.27/>
<t— 8@dJ2. 15 r Lo¥E {2 —>
</1ocetion>
</asLocatedEntity> '

{/representedOrganization>

{/assignedEntity>
{/participation>

</document>
{/reference>

{component typeCode="COMP™> .
{edverseBventAssessment classCode="INVSTG” moodCode="EVN">
(subjectl typeCode="SB]"> ’
<primaryRele classCode="INVSEY">

¢playerl classCode="PSN” determinerCode="INSTANCE"Y

<name>D. 1{/name> ) -
¢l— D.1; Patient (nems or initiels} —>
<administrativeGenderCode code="D,E” codeSysten="1.0.5218"/>
{l— D, 5 Sex —>
<birthTime value="20090101"/>
¢[— D.2.1: Date of Birth —>
¢deceasedTime value="200001017/>
¢I— D.9.1: Date of Death —>
<asIdentifiedEntity classCode="IDENT">
<id extension="D.1.1.1" root="2. 16. 840. 1. 113683, 3. 980. 2. 1.3, 7°/>
<l— D.1.1.1: Patient Medical Record Number(s) and Scurce(s) of the Record Numbsr (GP Mesdical Record Number) --

<code code="1" codeSysten="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 4" codeSystenVersion="1. 0" displeyName="GP"/>
¢/asIdentifiedEntity> '
<asldentifiedBntity classCode="IDENT">

<id extension="D. 1. L. 2" roet="2. 16, 840. 1, 113883, 3. 585, 2. 1. 3.8"/>

<!— D.1.1.2: Patient Medical Record Number(s) and Source(s) of the Record Number (Specialist Record Mumber) -

/ <cods code="2" codeSystew="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 4" codeSystenVersion="1. 0" displayNams="Spscialist”/>

{/asIdentifiedEntity>
<asIdentifiedBntity classCode="IDENT">
<id extension="D. 1. 1.3" root="2..16. 840, 1. 113883.3.589.2.1.3.9"/>
<l— D.1.1.3: Patient Medical Record Number(s) and Scurce(s) of the Record Mumbser {Hospital Record Number} —>

$code code="3" codeSystem="2. 16, 840. 1. 113883, 3.989. 2. 1. 1. 4” codeSystemVersion="1. 9" displayName="Hospital

¢/asIdentifiedBntity>

<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 Seurce(s) of the Record Number (Investigation Number} —->
{code code="4" codeSystem="2. 16. 840, 1, 113883, 3.989. 2, 1, 1, 4™ codeSystenVersion="1.0" displayName=" .

¢/asTdentifiedEntity>
<role c¢lassCods="FRS">
<¢ode code="PRN" codeSystem="2. 16.840. 1. 113883, 5, 111"/>
<associatedPersch classCode="PSN" determinerCode="INSTANCE">
<name>D. 10. 1</ nams>
<l-= D, 10, 1: Parent Identification —>
{administrativeGenderCode code="D, 106" codeSysten="1. 0. 5218"/>
<l=~ 1,10, 6! Sex of Parent —>
{birthTime value="20000101"/>

_2_



lastMenstrualPerio‘dData'/ >

bodyFeight™/> .

height”/>

<|— .10, 2. k: Dete of Birth of Parent —>
</associatedPerson>
<subject0f2 typeCode="SBJ">
{observation classCode="0BS” moadCode="EVN™>
{code code="3" codeSystem="2. 16. 840, 1. 113883. 3. 580. 2, 1. 1. 19" codeSystemVersion="1.1" displayName="age”

<value xsiitype="PQ" value="10" unit="D. 10.2.2b"/>
<l— D.10. 2. 2a: Age of Parent (number) —
<|— D.10.2.2b* Age of Parent (unit) —>
{/observation>
{/subject0fz>
<subject0f2 typeCode="SBJ"™>
dobservation classCede="0BS™ moodCodes"EVN™>
<code code=“22" codeSystenm="2. 16. 840. 1. 113883, 3, 989. 2, 1. 1. 19 codeSystemVersion="1.1" displayName="

{value xsi:type="TS" value="200890101"/>
¢{— D.10.3: Last Menstrual Peried Date of Parent —»
¢/chservation?
{/subject0f2>
¢{suhject0f2 typeCode="SB]">
{observation ¢lassCode="0BS" moodCode="EVN™>
{code cods="7" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2 1.1. 197 codeSystenVersion="1.1" displayName="

<value xsi:type="PQ7 value="B0" unit="kg"/>
<|-- D.10.4: Bedy Weight (kg) of Parent —>
{/observation>
{/subject0f2>
<subjectOf2 typeCode="SB]™>
{abservation classCode="0BS" moodCode="EVN"> }
{code code="17" codeSystem="2, [5. 840. 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="1,1" displayName="

<value xsiitype="PQ" value="160" unit="cz"/>
§l== D.10.5: Height (cm) of Pareat —>
<{/observation>
{/subjest0f2>
{subject0f2 typeCode="SBJ™>
<organizer classCode="CATEGORY” moodCode="EVN™>
Coode code="1" codeSystem="2. 16, 840, 1. 113883, 3,989, 2. 1. 1. 20" codeSystemVersion="1.0" displayNames"

relevantMedicalHistoryAndConcurrentConditions™ />

1a"/>

displayNawe="comment”/>

displayName="continuing”/> .

la"/>

<component typeCode="COMP">
{observation classCode="0BS" moodCode="EVN">
{code code="D. 10.7.1.r. Ib” codeSystem="2, 16, 840, 1, 113883, 6. 163" codeSystemVersion="D.10.7, L.x.

<= D.10.7. 1. 1. 1a: MedDRA Version for Medical History #1 —
<}~ D.10.7. 1. x. 1b} Medical History (disease / surgical procedure/ etc.) (MedDRA code) #1 -~=>
{effectiveTime xsi:type="IVL_TS™>

{low value="20090101"/>

<4— D.10,7. 1.1, 2% Start Date §1 ~—
<high value="20080101"/>
. «1—D.10.7. 1.v. 4: End Date #1 —>
{/effactiveTime>

<outboundRelationship2 typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN">
Ccode code="10" codeSystew="2. 16. 840, 1. 11388%. 3.989. 2. 1. 1. 19" codeSystenVersion="1, 1*

{value xsi:type="ED">D.10.7. 1, r, 5¢/value>
{I—D.10.7.1.xr.5: Comments #1 —>
</observation>
{/outboundRelationship2>
{inboundRelationship typeCode="REFR">
{observation classCode="0BS" moodCode= EVN")
{code eode="13" codeSystem="2. 16. 840. 1. 113883, 3,989. 2. 1. 1. 18 codeSystemVersion="1.1"

<value xsi:type="BL" value="trus*/>
<1— D.10.7. L. r. 3: Continuing #1 —>
{fobservation>
¢/inboundRelationship’
{/observation>
</component>
{component typeCods="COMF™>
{observation classCode="0BS" moodCode="BVN">
Ccode code="D. 10,7, 1. 1. 1b" codeSystem="2. 16. 840. 1. 113883, 6. 162" codeSystemVersion="0.10.7.1.r.

<)== D.10.7. L.T. 1a: MedDRA Version for Medical History #2 —>
<|— D.10.7.1.r. 1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #2 —>
CeffectiveTime xei:type="IVL_TS">
{low value="20090101"/>
<I— D.10. 7. 1.x. 2: Start Date #2 —
<high value="200901017/> - ’
<|—D.10.7.1.r. 4! End Date #2 —>
{/effectiveTime> -
<outboundRelationship? typeCode="COMP™>
{observation classCode="0BS" mocdCode="EVN™>
<code code="10" codeSysten="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 15" codeSystenVersion="1.1"
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displayNeme="comment”/> -
: <value xsittype="ED">D. 10.7. L . 5</value>
<4—D.10.7. 1. 1.5 Comments #2 —>
{/observation>
{/outboundRelationship2>
<inboundRelationship typeCode="REFR™>
{absexrvation classCode="0BS" moodCode="EVN™>
<code cods="13" codeSystem="2. 16, 840, 1, 113883. 3.989, 2. 1. 1. 19" codeSystenVersion="1, 1"
displayName="continuing"/> ,
¢value xsistype="BL” value="true"/>
<l==D.10.7. 1. r.3: Continuing §2 —>
{/ebservatiow>
</inboundRelationship>
</chservation>
{/component?
Ccompanent typeCode="COMP™>
<observation classCode="0BS” moodCode="BVN"> .
: {code code="18" codeSysten="2. 16. 840: 1. 113883, 3. 985. 2. 1. 1. 19" cadeSystemVersion="1.1"
djsplayNane="historyAndConcurrentConditionText™/> .
| <value xsi:type="ED">D.10. 7. 2¢/valus>
¢I— D, 10.7.27 Text for Relevant Medical History and Concurrent Conditiens of Parent —>
¢/observation>
{/component
{/organizer>
</subjectQf2>
subject0f2 typeCode="SBI">
<organizer classCode="CATEGORY” mocdCode="EVN">
<code codem"2” codeSystem="2. 16. 840, 1. 113883, 3.989. 2. 1. 1. 20" codeS¥stenV¥ersion="1,0" displayName="
drugHistory”/>
{componsnt typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVK™>.
{effectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
¢!— D.10,8.r. 4! Start Date #1 —>
<high valus="200901017/>
¢!— D, 10,8, x.5: Bnd Date #1 —>
{/effectivoTime)
: {consumable typeCode="CSM">
{instence0fKind classCode="INST">
<kind0fProduct classCode="MMAT" determinerCode="KIND™>
{cods cade="D. 10. 8. r. 2b" codeSystem="TBD-MPID" codeSystemVersion="D.10,8,r, 2a"/>
¢!~ 1,10.8.1, 2a: MPID Version Date / Number #1 —>
¢!— D.10.8.1. 2b: Medicinal Produst Identiﬂer QPID) #L —2
<{name>D. 10. B. r. 1</name>
<}~ D.10.8.r. 1% Name. of Drug as Reported #1 -->
¢/kind0fProduct>
</insteance0fKind>
</consumable>
{eutboundRelationship2 typeCode="RSCN">
{observation classCode="0BS” moodCods="E¥N">
{code code="19" codeSystem="2, 16, 840, 1. 113883. 3. 989. 2. 1. L, 19" codeSystemVarsion="1. 17
displayName="indication"/>
<value xsi:type="CE" code="D. 10, 8.x.6b” codsSystem="2. 16, 840. 1, 113883, 6, 163"
codeSystenVersion="D, 10.8.r.6a7/> N
- : <}— D.10.8.r.6a: MedDRA Version for Indication #1 —=>
&}~ D.10.8.r.Bb: Indication (MedDRA code) #1 —>
</observation>
</outhoundRelationship2y
{outboundRalationship2 typeCode="CAUS">
<observation classCode="0B5" moodCode="EVN">
{cods cods="29" codeSystem="2. 16, 840. 1. 113BB3. 3. 989. 2. 1. 1. 19" codeSystemVarsion="1.1"
displayName="reaction”/> )
. <value xsiitype="CE" code="D. 10, 8.r, 7b” codeSystem="2. 16. 840. 1. 113883. 6, 163"
codeSystemVersion="D, 10.8.r. 7a"/> :
€]~ D.10.8.x. Ta: MedDRA Version for Reaction #1 =->
<1— D.10.8.x.7b: Reactions (MedDRA code) #1 —>
{/cbservation>
</outhoundRelationship2>
¢/substanceAdministration>
</component>
<compenent typeCode="COME™>
{substanceAdministraticn classCode="SBADM" moodCode="EVN™>
{effoctiveTime xsi:type="IVL_IS™
{low value="20090101"/> '
<]~ D,10, 8.1, 4! Start Date #2 —>
<high value="20080101"/>
<|— D.10.8.1.5: Bnd Date #2 —>
{/effectiveTime>
{consumable typeCode="CSH™> )
<instanceOfKind classCode="INST*>
<kindOfProduct classCode="MMAT" determinerCode="KIND">
{cods code="D, 10. 8. 1. 3b” codeSystem="TED-FhPID" codeSystemVersion="D. 10. 8.x. 3a”/>
{I== D, 10, 8.1, 32: PhPID Version Date / Number #2 —> )
<!— D.10.8.r. 3b: Pharmaceutical Product Identifier (PhPID} #2 -=>
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displayName="indication”/>

codeSystemYersion="D, 10,8, r. 6a”/>

displayNeme="reaction”/>

codeSystemVersion="D, 10. 8.1, 7a"/>

gestationPeriod”/>

<name>D. 10.B. ¥, 1{/han=>
<!— D.10.8.2.1: Name of Drug as Reported #2 —>
</kind0fProduct>

{/instanceDfKind>

{/consumable’

{outboundRelationship? typeCode="RSCN™>
{observation classCode="0BS" moodCode="EVN">

<code cods="19" codeSysten="2, 16, B40. 1. 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1.1"

{valus xsi:t;rpe='CE' code="1. 10, 8, 1 6b" codeSystem="2. 16. B40. 1. 113883. 6. 163"

¢}—'D.10.8.r.6a: MedDRA Version for Indication #2 —
¢|—— D.10.8.r.6b: Indication (MedDRA code) #2 —

{/observationd

¢/outboundRelationship2>

{autboundRelaticnship2 typeCode="CAUS™>
<obssrvation classCede="0BS" moodCode="EVN">

<code code="29" codeSystem="2. 16, 840. 1. 113883.3.95%.2.1. 1, 18" codeSystenVersion="1,1"

<value xsiitype="CE” code="D, H.8.r.7h” codeSystem="2, 16. 840. 1. 113883. 6. 163"

¢}— D.10.8.r. 7Ta: MedDRA Versicn for Reaction #2 —»
<i— D.10.8.1. Tbi Reactions (MedDRA code) #2 —>

{/ohservation>
{/outboundRelationship2>
~ </substanceAdministration>

</component>
¢/organizer>
</subject0f2>
</role>
</playerl>
<subject0f] typeCode="SE]">

<rosearchStudy classCode="CLNTEL" moodCode="EVN™>
<id extension="C.5.3" root="2.16.840. 1. 113883. 3. 989. 2. 1. 3. 5"/>
<l— (.5.3: Sponsor Study Number —> :
{code code="C.5.4" codeSystem="2. 16, B40. 1. 113883, 3. 589, 2. 1. 1. 8™ codeSystemVersion="2. 0"/>
<l— C.5.4! Study Type Where Reaction{s) / Event(s) Were Observed —>

<titledC, 5. 2¢/title>

¢!— C.5.2: Study Neme —>
<atithorization typeCode="AUTH">
{studyRegistration classCode="ACT" moodCode="EVN">
{id extension="C.5, 1. r.1" rcot="2.16. 840, 1, 112883, 3. 980. 2. 1. 3.6"/>
<l== C.5.1.1.1: Study Registration Number #1 —->
<author typeCode="AUT">
<territorialAuthority classCode="TERR"™>
¢governingPlace classCode="COUNIRY” determinerCode="INSTANCE">
{code code="C, 5. 1.%.2" codeSysten="1. 0. 3166, 1.2.2"°/>
¢l— C.5.1.r.2: Study Registration Country #1 —>
{/governingPlace>
</territorialAuthority>

</authord
{/studyRegistration>
{/authorization>

<authorization typeCode="AUTH™>
{studyRegistration classCode="ACT" moodCods="EVN">
¢id extension="C.5. l.r. 1" root="2. 16. 840, 1. 113883, 3..980. 2.1, 3. E”/_)
{I== .5 1. 1.1 Study Registration Number #2 —>
{author typeCode="AUT">
<territorialAuthority elassCode="FERR™>
{governingPlace classCode="COUNTRY" determinerCode="INSTANCE™>
<code code="C, 5, 1, r, 27 codeSystem="1, 0, 3166. 1. 2. 2"/>

¢t—

C.5.1.x 2: Study Registration Country #z —>

{/governingPlace>
&/territorialAuthority>

{/author>
{/studyRegistration>
{/euthorization>
</researchStudy>
¢/subjectOfl>
<subject0Of2 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.2,2b7/>

<I— D.2.2a: Age at Time
{I— D.2.2b: Age at Time
{/observation>
</subjectDf2> ]
{subject0fZ typeCode="SBI">
{ohservaticn classCods="0BS”

of Onset of Reaction / Event (number) =—>
of Onset of Reaction / Event (unit) —>

moedCode="EVN">

{code code="16" codeSystem="2, 16.840. 1. 113883, 3, 989, 2, 1, 1. 19" codsSystenVersion="1.1" displayName="

{value xsi:type="PQ" value="10" unit="D.2.2.1b"/>

<1—D.2.2.1a: Gestation
<1—1D.2.2.1b: Gestation

Poried When Reection / Bvent Was Cbserved in the'Foetus (number) —»
Period When Resction / Event Was Observed in the Foetus {unit) —->
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¢fobservationd
</gubject0f2>
<subject0f2 typeCode="SBI">
{observation classCode="0BS" moodCcde- "EVN™>
Ceode code="4" codoSystem="2, 16. 840. 1, 113883. 3,089, 2. 1. 1. 18" codeSystemVersion="1.1” displayiams="ageGroup”/>
<velue xsi:type="CE" code="D.2.3" codaSystes="2.16.840. 1. 113883, 3,989: 2. 1. 1. 8" codeSystenVersion="2.0"/>
<l— D.2.3: Patient Age Group (as per reporter) —=>
</vbzervation>
{/subjectGF2>
{subjectOf2 typeCode="SR]">
{observation classCode="0BS" moodCode="EVN">
¢eode code="7" codeSysten="2. 16, 840, I, 113853, 3. 988. 2. 1. 1. 19" codeSystemVersion="1.1" d:.splayﬂame- bodyWeight'/

<value xsiitype="PQ" value="48.2" um.t‘ kg />
<{— D.3: Body Weight (kg) —>
{/observation>
. ¢/subject0f2>
<subject0f2 t:rpsCoda SBI">
{observation classCode="0BS” moodCode~"EVN™>
{code code="17" codeSystem="2. 16. 840. 1. 113883, 3, 989. 2. 1. L. 197 codeSystem\’ersmn— 1.17 displayName="] height >
<value xsi:type="PQ” value="152" unit="cn"/>
<1— D.4: Height (cm) —>
{/cbservation>
</subject0f2>
{subjectDf2 typeCode="SBJ">
{observation classCode="0BS" moodCode="EVN™>
{code code="22" codeSystem="2. 16, 840. 1. 113883, 3. §8¢.2.1.1, 19" cadeSystemVersmn—- 1.1 displayName="
lastMenstrualPsriodDate”/>
<value xsiitype="T5" value="20090101"/>
{l— D.6: Last Menstrual Period Date —>
{/observation>
</subject0f2>
{subject0f2 typeCode="SBJ">
<organizer classCode="CATEGORY” moedCode="EVN">
<code cods="1" codeSystem="2. 16. B40. 1. 113883, 3, 989, 2. 1. 1. 20" codeSystemVersion="1.0" displaylame="
relevantMedicalHistoryAndConcurrentConditions”/>
{component +ypeCode="COMP">
{observation classCode="0BS" moodCode="EVN">
<eode code="D.7.1.r.1h" codeSystem="2, 16. 840. I. 1138B3. 6.'163" codeSystamVBrsmn- D.7.1.x. 18"/
) {]== D,7.1.r. 1a: MedDRA Version for Medical History #1 —>
<1— D.7.1.r. 1b: Medical History (disesse / surgical procedurs / ete.) (MedDRA code) $1 —
{effectiveTime xsi:types"IVL_TS™>
{low value="200901017/>
¢l— D.7.1.r. 2! Stert Date #1 —>
<high value="20000101"/>
{l==D.7. L1.4% End Date #1 —>
<{/offoctiveline>
. <outboundRelaticnship2 typeCode— COMP™>
<observation classCode="0BS" moadCode="EVN™>
<code eode="10" codeSystem="2. 16, 840, 1. 113883, 3, 989. 2. 1. 1. 19" cedeSystenVersion="1, 17
displayName="comxent”/> )
<yalue zsi:type="ED">D. 7. L. 1. 5¢/value>
<|— D,7.1.1.5: Comments #1 —>
</observation>
</outhoundRelationship2>
{outboundRelationship? typeCade="EXPL™>
<observation classCode="CBS" meedCode="EVN™>
<eods codo="38" codeSystem="2. 16. 840, 1. 113883, 3. 989, 2, 1. 1. 18" codeSystemVersion="1.1"
displayName="familyHistory”/> ..
{value xsi!type="BL* value="true”/>
<}— D.7.1.r.6: Family History #1 —
¢/cbservation>
</outboundRelationship2>
<inboundRelstionship typeCode="REFR">
{observation classCode="0BS" moodCode="EVN™>
<code code="13" codeSysten="2, 16.840. 1. 113883 3 989 2.1, 1. 18" cudeSystemVerslon— .1
displayName="continuing”/>
{value xsi:type="BL" value="true”/>
¢l— D.7. L. r.3: Continuing #1 ~>
{/observation>
¢/inboundRelationship>
¢/observation>
</component>
{component typeCede="COMP™>
{ohservation classCode="0BS" meodCode="EVN">
¢oode code="D. 7. L.r. 1b" codeSysten="2, 16. 840. 1. 113883, 6. 163" codeSystemVersion="D. 7. 1.r. 1a"/>
¢<l— D.7.1.r. la: HedDRA Version for Medical History #2 —>
*¢J— D.7. 1.1 1b7 Medical history (diseass / surgical pracer]ure / ete.) (MedDRA code) #2 —>
{effectiveTime xsi:type="IVL_TS">
<low walue="20090101"/>
<}=— D.7.1.1.2! Start Date #2 —>
<high value="200901017/>
<!— D.7.1.xr.4: End Date #2 —>
{/effectiveTime>



displayName="comment />

displayName="familyHistory”/>

displayName="continuing”/>

historyAndConcurrentConditionText”/>

event) —>

conconi tantTherapy™/>

/>

displayName="indication”/>

I.8.r.6a"/>

displayName="reaction”/>

p.8.r.72a"/>

CoutboundRelationship? typeCode="COMP™>
{ebservation classCode="0BS” moadCode="EVN"> ]
{code code="10" codeSysten="2. 16.840, 1. 113883. 3. 989, 2. 1. L. 18" codeSystemVersion="1.1"

{value xsitype="ED"PD, 7, L 1. 5<¢/value}>
¢J— 0.7 L1 5 Comments §2 —>
{/observation>
</outbeundRelationship2>
<outboundRelationship? typeCode="EXPL">
{observation classCode="0BS" moodCode="EVN">
{code code="38" codeSystem="2.16. 840, 1, 113883, 3, 989, 2, L. 1. 19" codeSystenVersion="1.1"

¢value xsiitype="BL" value="tyue"/>
{|— D.7.1.r.6: Pamily History #2 —>
{/observation>
</duthoundRelationship2>
<inboundRelatijonship typeCode="REFR™>
<observation classCode="0BS” moodCode="EVN">
{code code="13" codeSysten="2.16.840. 1. 113883.3.989.2. 1. 1. 19" codeSystenVersion="1.1"

{value xsi:type="BL" value="true”/>
<{l— D.7.1.1 3 Continuing #2 —>
</observation>
{/inboundRelationship>
{/observation’
{/conponent>
{component typeCode="COMP™>
{observation clessCode="0B$" moodCode="EVN">
<code code="18" codeSysten="2. 16, 840, 1. 113883, 3, 089. 2, 1. 1. 19" codeSystemVersion="1.1" displayName="

<valua xsiitype="EDT>D, 7. 2¢{/value>
<}— D.7.2: Text for Relevant Madical History and Concurrent Cnndrtmns (not including reaction /

{/observation>
</ component>
{component typeCode="COMP™>
{observation classCode="0BS" mocdCode="EVN">
<code cedex"11" codeSystem="2, 16, 840, 1, 113883, 3,989, 2. 1. 1. 19" codeSystenVersion="1,}" displayName="

¢value xsi:type="BL" value="true”/> .
<J— D.7.3: Concomitent Therapies —>
¢/observation?
{/component>
{/organizer>

{/subject0f2>
<subjectOf2 typeCode="SB]">
{organizer classCode="CATEGORY" moodCode="EVN™>
<eode codes"2” codeSystem="2, 16, 840. 1. 113883, 3,989, 2. 1. 1. 207 codeSystenVersion="1.0" displaylame="drugHistory”

{component typeCoda="COMP™>
{substznceAdninistration classCode=" SB&DM' moodCode="EWN">
<effectiveTime xsiitype="IVL TS">
{low value="20000101"/>
¢!— D.B.r.4: Start Date #l —>
<high velue="20090101"/>
¢}— D.B.r.5: End Date #1 —>
{/uffectiveTime>
{consumeble typeCode="CSM™> ' .
<instance0fKind classCode="INSi">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
{cods code="D. B.1. 2b" codeSysten="TBI-HPID" codaSystemVersion="D.8.r.2a"/>
¢}— D.8.1.2a: MPID Version Date / Number #1 —
¢}— D,8.r,2b: Medicinal Product Identifier (WPID) #1 —>.
<name>D. 8. r. 1</name>
{1—D.8.r.1: Name of Drug as Reported #1 —>
</kind0fProduct>
</instanceQiKind>
</consumable>
<cutboundRelationship2 t:rpeCode— RSON">
{observation classCode="0BS" meodCods="EVN™>
{coda code="19" codeSystenF 2,16, 840, 1. 113883, 3, 989, 2, 1, 1. 19” cedeSystenVersion="1, 17

<value xsi!type="CE" code="D, 8.r.6b" codeSystem='2. 16, 840. 1. 113883. 6. 163" codeSystenVersion="

{i~= D.B.1.Ba: MedDRA Version for Indication #1 ==»
¢{!— D.B,r.6b: Indication (MedDRA code) #1 —>
</observationd
<foutboundRelationship2>
{outboundRelationship2 typeCode="CAUS™>
<ohservaticn classCode="0BS" moodCode="EVN™>
{code codo="29" codeSystem="2, 16. 840, 1. 112883. 3. 980. 2. 1. 1. 19" codeSystemVersion="1.1"

<value x5i:type*"CE” code="D. 8. 1. Tb" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystenVersion="
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displayNeme="indication™/>

D.8. 1. 62"/

displayNeme="reaction”/>

D.8.r. 7e"/>

reportedCause0fDeath”/>

reportedCause0iDeath”/>

causelfDeath”/>

r. 1a">

{l— D.8.r.7a: MedDRA Version for Reaction #1 —>
¢{|— D.8.r.7h: Reaction (MedDRA code) #1 —>
{/observation>
</vutboundRelationship2>
{/substanceAdministration>
</component>
{component typeCode="COMP™>
¢substanceAdministration classCode="SBADM" moodCode="EVN™>
{effectiveTime xsiitype="IVL_TS™>
<low value="200901417/>
<|— D.8.r, 4! Start Date #2 —>
<high value="200001017/>
¢<|— D.B.r.6! End Date #2 -
{/effectiveTime>
<constmable typeCode="CSM">
<instance0fKind classCode="INST™>
<kind0fProduct classCode="MMAT" déterminexCode="KIND™> . .
{code code="D.B,r.3b" codeSystem="TBD-PhPID” codeSystenVersion="D.8.r.3a*/>
{!— D.8.x. 3a: PhPID Version Date / Number —>
¢}— D.8.r.3b: Pharmaceutical Product Identifier {PhPID} #2 —>
<nane>D. 8. r. I</name>
{!— D.8.x.1: Nome of Drug as Reported #2 —->
</kindOfProduct>
</instance0fKind>
{/oconsumable>
<eutbouncRelationship2 typeCode="RSON">
<observaticn classCods="0BS” moodCode="EVN">
<eode code="19" codeSystem="2, 16, B40, 1, 113883. 3. 989 2.1.1. 19" codeSystemVersion="1.1"

<value xsiitype="CE" code="D\.8.r.6b" codeSystem="2. 16.840. L. 113883. 6. 163" codeSystenVersion="

<|— D.8.r.6a: MedDRA Version for Indicatien #2 —>
{|— D.8. r.6b: Indication (MedDRA code) #2 —>
</observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="CAUS™>
<observaticn classCode="0BS” moodCede="EVN">
{code code="29" codeSystem="2, 16, B40. 1. 113883, 3. 689, 2. 1. 1. 19" codeSystemVersion="1.1"

<value xsi:type="CE” cod='i). 8. 1. 7b" codeSystem="2. 16. 840, 1. 113883, 6. 163" codeSystemVersion="

{!— D.8.r. 7a: MedDRA Version for Reaction #2 —>
<= D.8.r. 7b: Reaction (MedDRA code} H#2 —>
</cbservation>
</otttboundRelationship2>
{/substanceAdninistration>
{/component>

</orgenizer>
¢/subject0fz>
{subject0f2 typeCode="SB]">
<observation classCode="0BS” moodCode="EVN">

g

{code code="32" codeSystem="2. 16. 840. 1 113883.3.089.2,1.1.19" codsSystemVarsmn— 1.1 displayName="

{value xs5iitype="CE" cods="0.9.2.1. lb' codeSystam= 2. 16, 840, 1, 113883, 6, 163" codeSystemVersion="D, 9. 2.1. 1a™>

|~ D,9.2.7.1a; MedDRA Version for Reported Cause{s) of Death #1 4

<|— D.9.2.x.1b: Reported Cause(s) of Death (MedDRA code) #1 —>

{originalText>D. 9, 2. r. 2</originalText>

¢l— D.9,2.1.2: Roported Cause{s) of Death (free text) 1 -—'>
</valued

</observation)
/subject0f2>
{subject0f2 typeCode="SBI">
<observation classCode="0BS" moodCode="EVN™>

{cods code="32" codeSystem="2. 16, 840. 1. 113883, 3,989, 2.1, 1. 19" codeSYstamVarsmn— L1 displayName="

{value xsiltype="CE” code="D.9.2.1.1b" codsSystem="2. 16,840, 1, 113883, 6. 163" codeSystemVersion="D.9.2.r. Ia">
<l— D.9.2.r. 1a: MedDRA Version for Reported Causa(s) of Death §2 —>
¢l~= D.9, 2. 1. 1b: Reported Cause(s) of Death (MedDRA code} #2 —>
CoriginalText>D. 9. 2. r. 2{/originalText)
¢|— D.%.2.x.2: Reported Cause(s) of Death (free text) #2 —>

. $fvalued
{/observation>
{/subjectOf2>
{subject0f2 typeCede="SBJ">
{observation classCcde="085" moodCode="EVN">

{code code="5" codeSystem="2, 16, 840. 1, 113883, 3. 589, 2, 1. 1. 19" codeSystemVersion="1. 1" displayName="autopsy”/>
{value xsiltype="BL" value="true”/>
{l— D.%. 3 Was Autepsy Done? —>
<outboundRelationship? typeCode="DRIV"}
{observatien ¢lassCode="0BS™ moodCode="EVN™> . .
<cods code="8" codeSystem="2. 16.840. 1. 113883. 3, 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="

{value xsi!type="CE". code="D. 9.4 1. 1b” codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystemVersion="D. 9.4,



¢l==D.9.4.1. 1a: MedDRA Yersion for Autopsy-determined Cause(s) of Death #1 —)
<{— D.8.4.1. 1b Autopsy-determined Cause(s) of Death’ (ModDRA coda) #1 —>
{eriginalText®D. 9. 4. r, 2¢/original Text>
{1— D.9.4.1.2; Autopsy-determined Cause(s) of Death (free text) #1 —
</valie>
{/observation>
{/outboundRelationship2>
<outboundRelationshipZ typeCode="IRIY">
{observation classCode="0BS” mocdCode="EVN">
<code code="8" codsSysten="2. 16.840. 1. 113883.3.989,2, 1. L. 19" codeSystenVersion="1. 17 displayName="
cause0fDeath”/>
<value xsi:type="CE” cede="D.9.4.r.1b" codeSystem‘ 2 16,840, 1, 112883, 6. 163 codeSystenVersion="p, 9. 4.
r1a"
¢{-—D.9.4.r. 1a: MedDRA Version for Autopsy-determined Causo(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> )
{!— D.9.4.r.2! Autopsy-determined Cause(s) of Death (free text) #2 —>
{/value>
{/observation>
{/outhoundRelationship2>
¢/ebsexvation>
</subject0f2>
{subject0f2 typeCode="SR}">
{observation slassCode="0BS" moodCode="EYN™>
<id root="154¢b880-058b-4512-a02f-42d4d6£465TF" />
{code code="29" codeSystex="2. 16. 840, 1, 113883. 3, 980, 2, 1. 1. 18" codeSystenVersion="1.1" displayName="reaction"/>

<effectiveTime xsi:type="IVL_IS™>
<low value="200901017/>
{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 xsiitype="CE” code="E.i.2. 1b" codeSystem="2. 16. 840. 1. 113883, 6. 163" codeSystemVersion="E. i.2.1a™>
¢|l— B.i.2. la: MedDRA Version for Reaction / Bvent #1 —>
{l-— E.1.2 Ib: Reection / Event (MedDRA code) #1 —>
{originelText language="E.i.l. Ib"JE. i. 1. la{/criginalText>
¢l— B.i.1.1a! Reaction / Event as Reported by the Primary Source in Native Language #1 —>
¢t~ E.i.1.1b: Reaction / Event as Reported by ths Primary Source Languaga #1 ~>
</value>
<location typeCode="LOC™> .
{lecatedBntity classCode="LOCE™>
{locatedPlace classCode="COUNTRY" determinerCode="INSTANCE™>
{code code="E.i.9" codeSystem="1.0. 3166.1.2.2"/> :
<]—— B.i.9: Identification of the Country Where the Reaction / Event Occurred #1 —>
{/locatedPlace>
“{/locatedEntity>
{/lacation>
<outboundRelationship2 typeCode="PERT™>
" <abservation classCode="0BS” moodCode="EVN">
{code cede="30" codeSystem="2. 16, 840, 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
reactionForTranslation”/>
<value xsi:type="ED™E. 1.1 2¢/value>
<|=- E.i, 1, 2: Reaction / Event as Reported by the Primary Source for Translation #1 —>
</observation)
{/outboundRelationship2> 1
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moedCade="EVN™>
<cods code="37" codeSystem="2. 16.840. 1. 113883, 3, 089, 2. 1. 1, 19" codeSystemVersion="1, 1" displayName="
termHighlightedByReporter”/> - )
<value xsi:type="CE" cede="E.i.3.1" codeSystem="2, 16.840. 1. 113882 3.989. 2.1.1. 10" codeSystenVersion="
20"
¢f——E.i.3.1: Term Highlighted by the Reporter #1 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="08S" moodCode="EVN"> .
<code code="34" codeSystem="2. 16.840, 1, 113883, 3,989. 2. 1. 1. 15" ccdeSystemVersion="1.1" displayName="
rasultsInDeath”/> :
<value xsi‘type="8L" value="trus"/>
¢l—— E.i. 9, 2a: Results in Death #1 —>
{/observation>
{/foutboundRelationshin2>
<outboundRelationship2 typeCode="PERT™>
{observation classCede="0BS" moodCode="EVN">
<code code="21" codeSystem="2. 16, 840. 1. 113883. 3.989. 2.1, 1, 19" codeSystemVersion="1.1" displayNeme="
"isLifeThreatening™/> ' .
<value xsi:type="BL" nullPlavor="NI"/>
¢|— E.i.3.2b: Life Th::eatemng 1l —>
{/observation>
{/outboundRelationship2>
{outboundRelationship? typeCode="FERT™>
{observation classCode="0BS" moodCade="EVYN™>
{cods code="33" codeSysten="2. 16.840. 1. 113883.3.989. 2. 1. 1. 19" codeSystemVersien="1. 1" displayName="
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requirssInpatisntHospitalization”/>

{valus-xsi:type="BL" value="true"/>
<|— B.1.3.2¢! Caused / Prolonged Hospitalisation #1 —>
{/observation>

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

resultsInPersistentOrSignificantDisability”/>

congenitalAnopalyBirthDefect™/>

otherMedicallyImportantCondition”/>

outcome™/>

o/

medicalConfirmationByHeal thProfessional”/>

A - BB

codeSystenVersion="1.17/>

<observation classCode="0BS" mocdCode="EVN™>
Seode code="35" codeSystem="2. 16.840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type="BL” nullFlaver="NI"/>
<]— E.i.3.2d: Disabling / Incapacitating #i—>
{/observation>

</otthoindRelaticnship2
{outboundRelatienship? typeCode="PERT">

<chservation classCode="0BS" moodCode="E¥N™>
<codo code="12" codeSysten="2. 16. 840, 1. 113883, 3, 989, 2. 1. 1. 19" codeSystexVersion="1,1" displayName="
Cvalue xitype="BL" nullFlavor="NI"/> '
{l— E.i.3.2e: Congenital Anomaly / Birth Defect #1 —>

{/observation>

</outboundRelationshin2>
{outboundRelationship? typeCode="PERT™>

{observation classCode="0BS" meodCode="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”/>
<]— B.i.3.2f: Other Medically Important Condition #1 —>
</ohservation>

</outboundRelationship2>
{outboundRelationship2 typeCods="] PERT >

{observation classCode="UBS” moodCode= EVN‘)
¢code code="27" codeSysten="2. 16, 840. 1. 113883. 3. 985. 2. 1. 1. 19" sodeSystenVersion="1.1" displayName="

¢valus xsiitype="CE” code="E.i.7" codeSyster="2. 16,840, 1, 113883, 3,989. 2. 1. 1. 11* cedeSystenVersion="2,

¢}— B.i.7: Qutcome of Reaction / Event at the Time of Last Observation #1 —>
¢/observation>

</ovutboundRelaticnship2
<outboundRelationship? typeCede="PERT™>

<observation classCode="0BS” mocdCode="EVN">
{cods coda="24" 'codeSyster="2. 16. 840. 1. 113853 3.989,2,1.1.197 codeSystemVerszon—- 1.1 displayName="

<value x5i: type— "BL” value="true”/>
¢!— B.i.8% Medical Confirmation by Hemltheare Prefessional #1 —>
{/observation>

{/outboundRelationship2>
SouthoundRelationship? typeCode="PERT” >

<observation classCode="0BS" moodCode="EVN™>
{code code="11" codeSystenm="2. 16. 840. 1. 113883, 3. 989.5.1.8. 2. L. 10 codeSystemVersion="1. 07 d:splayName—

Cvalue xgiitype="CE” code="J2. 14.1i" codeSystem="2. 16. 840, 1, 113883.5.989.5. 1. 3.2, 1,8

<1 888J2, 141 X - BB BL —

{/observation®

" {/outboundRelationship2>

{/observation>
+ ¢/subject0f2>
{stbjectOf2 typaCode="SBI™>
{chservation classCode="0B5" mosdCode="EVN™>
{id root="2baalBd6-cPel—1ebc~0360-EbE60b314220" />
¢code code="29" codeSysten="2. 16. 840, 1. 113883, 3, 989, 2, 1, 1, 19" codeSystenVersion="1.1" displayName="reaction”/>

SofféctiveTine xsiitype="IVL_TS">

<low value="200901017/>

¢!—'R.i.4: Date of Start of Reaction / Event #2 —>
<width value="24" unit=".i. 6b7/> .

¢!-- E.i.6a: Duration of Reaction / Event (number) K2 —>
¢}— E.i.6b: Duration of Reaction / Event (unit) #2 —>

{/effectiveTime)

«value zsiitype="CE" code="E.1i.2, 1b* codeSystem="2. 16.840. 1. 113883, 8, 163" codeSystemVersion="E. i.2.1a">

¢|— E.i.2.1a: MedDRA Version for Reaction / Event B2 —>
{}— E.i.2.1b: Reaction / Event MedDRA code) #2 —>
<originaiText language="E.1.1.1b7>E. i. 1 1a¢/originalText>
¢}— E.i.1.la: Reactiocn / Event as Reported by the Primary Source in Native Language #2 —>
<}— E.i.1.1b: Reaction / Event as Repurted by the Primery Source Language #2 —>

</value>
{location typeCode="L0C">

{locatedEntity classCode="LOCE™>
¢locatedPlace classCode="COUNTRY” determinerCode="INSTANCE". >
<code code="E, i,9” codeSystem="1.0.3166.1.2.2%/>
. <l— B.i.9: Identification of the Country Where the Reaction / Event Occurred #2 —>
{/locatedPlace>
</locatedBntity>

</location>
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reactionForTranslation”/>

ternHighlightedByReporter”/>

2075

resultsInDeath”/>

isLifeThreatening”/>

. requiresInpatientHospitalization”/>

resultsInPersistentOrSignificantDisability”/>

congenitalinomalyBirthDefect”/>

otherMedicallyImportantCondition”/>

outcome”/>

o

medicalConfirmationByHealthProfessional”/>

<otitboundRelationship? typeCode="PERT™>
<chservation classCode="085" moodCode="EVN">
{code code="30" codeSystem="2, 16, 840, 1. 113883, 3,989, 2. 1, 1. 18° codeSystemVersion="1.1" displayName="

<value xsi:type="ED"E.i.1.2{/value>
<l— B.1.1.2: Reaction / Event as Reported by the Primary Source for Translation #2 -=>
.{/abservation> ’
{/outboundRelationship2>
<outboundRelationship? typsCode="PERT"> -
{observaticn classCode="0BS" moodCode="EVN">
<eode code="37" codeSystem="2. 16, 840. 1. 113883. 3.989.2. 1. 1. 19" codeSystenVersion="1.1" displayName="

{value xsi:type="CE" code="E.i.3,1” codeSystem="2, 16, 840, 1. 113883, 3.980. 2. 1. 1. 107 codeSystemVersion="

¢1=- B.i,3.1:Term Highlighted by the Reporter #2 —>
{/observation> .
{/vutboundRelationship2>
{outboundRelationship2 typeCoda="PERT">
{obgervation classCode="0BS" moodCode="EYN">
{code code="34" codeSysten="2. 16, 840. 1. 113883, 3, 989, 2, L, 1. 19" codeSystemVersion="L 1" displayName="

<value xsi:type="BL" valus="true"/>
<l E.1i.3,2a! Results in Death #2 —>
{/observation>
</outboundRelaticnship?> .
<outboundRelationship2 typeCode="PERT™>
{observation ¢classCode="0BS" moodCode="EVN™>
Ccods code="21" codeSystem="2. 16. 840. 1. 113883, 3.989.-2.1. 1. 19" cedeSystenVersion="1. 1" displayNeme="

<value xsittype="BL" nullFlavor="NI"/>
-¢I—E.i.3.2b: Lifs Threatening #2 —>
{/observation>
{/outboundRelationshin2>
{outhoundRelationship2 typeCode="PERT">
{observation ¢classCode="0BS" moodCode="EVN">
{code code="33" codeSystex="2. 16, B40. 1. 113883, 3. 980. 2, 1. 1. 19" codeSystemVersion="1,1" displayName="

<value xsi:type="BL” value="true”/>
¢l— B.i.3.2c: Caused / Prolonged Hospitalisation #2 —>
{/observation> .
{/outboundRelationshipZ>
{outboundRelationship2 typeCode="PERT™> -
{chservation classCode="0BS" moodCode="EVN™>
¢cods code="35" codeSysten="2. 16.840. 1, 113883, 3.989,2, 1, 1. 13" codeSystenVersion="1.1" displayName=" _

<value x5i:type="BL" nullFlavor="NI"/>
¢|— E. 1.3, 2d: Disabling / Incapacitating #2 -
{fobservation>
</outbcundRelationship2> . “
<outboundRelationship2 typsCode="PERT™>
{observation slassCode="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" nullFlavar="NI"/>
<l— B.i.3.2e: Congenital Anomaly / Birth Defect #2 —
{/observation®
</outboundRelationshipz>
<outbaundRelationship2 typeCode="PERT">
{cbservation classCode="0BS" moodCode="EVN™> '
<code code="25" codeSystem="2. 16. 840, 1. 113883, 3,980, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<value xsi:type="BL" value="trus"/>
¢!— B.i.3, 2f Other Medicaily Iwportant Condition #2 —>
¢/observation>
</cutboundRelationship2>
CoutboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
<cods code="27" codeSystem="2. 16. 840. 1. 113883. 3,989, 2. 1. 1. 15" codeSystemVersion="1. 1" displayMame="

<value xsi:type="CB” code="E.1i.7" cedeSystem="2, 16.840.1, 113883, 3,989.2. 1. 1. 11" codeSystemVersion="2.

¢i— E.i.7: Outcoms of Reaction / Event at the Time of Last QObservation #2 —>
{/observation> )
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT">
{observaticn classCode="0BS" mocdCode="EVN™>
{code code="24" codeSystem="2, 16, 840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1, 1" displayName="

{value zsiztype="BL" value="true"/>
{l— E.i.8: Medical Confirmation by Healthcare Professional #2 —>
¢/observation>
{/outboundRelationshipZ>
<outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" meodCode="EVN">
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<code code="11" codeSysten="2, 16, 840, 1. 113683. 3. 980. 5. 1. 3. 2. 1. 10" codeSystenVersion="1.0" displayName=
T - R
<value xsi: 'typa— "CE” code="J2. 14. i" codeSystem=" 2 16.840. 1. 113883, 3. 989.5. 1. 3. 2. 1.8
codeSystenVersion="1. 1"/ .
¢l-- 8a72. 14,1 K - o 42 —
* {/obsexvation>
{/outboundRelaticnship2>
. </ohservation>
{/subject0f2> .
<subjectf2 typeCode="SB]">
{ohservation classCode="0BS" moodCods="EVN">
{id root="3a8626cb~9f1b-4caB~8a0f~e0ff34430adE™/>
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 089, 2, 1. 1. 19" codeSystenVersion="L: 1" displayName="reaction”/>
f -

{effectiveTime xsi:type="IVL_TS™>
<width value="24" unit="E.i.6b7/>
{l~= E, i.6a: Duration of Reaction / Event (number) #3 -—>
<l— E.1i.6b: Duration of Reaction / Event (unit) #3 —>
<high value="201012017/>
{}— B.i.5: Date of End of Reaction / Evert #3 —>
</affoctiveTime>
{value xsi:type="CE" code="E. i. 2. 1b" codeSystem="2. 16. 840. L. 113883 B. 163" codsSystemVersion="E. i. 2 1a™>
¢l— E.i.2 la: MedDRA Version for Reaction / Event #3 —>
Cl== E.i.2.1b: Reaction / Bvent (MedDRA code} #3 —>
<originalText language="E.i. 1. 1b">E. i. 1 la¢/originalText>
¢!-- B.i.1 1a: Reaction / Event as Reported by the Prinary Source in Native Language #3 -->
¢1—= B.1i. 1. 1b: Reaction / Event as Reported by the Primary Source Language #3 —>
<fvalue’
¢lecation typeCode="L0C™>
¢locatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNTRY” determinarCods="INSTANCE" >
{code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>
¢|-—= E.i,97 Identification of the Country Where the Reaction / Event Occurred #3 —>
</locatedPlace>
{/locatedEntity>
</location>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS" mocdCode="EVN">
<code code="30" codeSysiem="2. 16, 840. 1. 113883, 3, 989, 2, 1. 1. 19" codeSystemVersion="1. 1" displayName="
reactionforTranslation”/> ‘
<value xsi:type="ED"PE.i.1.2¢/value>
<l—- E.1i.1.2: Reaction / Event as Reported by the anary Source for Translation #3 —p
{/observation>
¢/cuthoundRelaticnship2>
{outboundRelationship? typeCode="PERT">
<{absarvation classCode="0BS" -maodCode="EVN™> _ :
<eode code="37" codeSystem="2. 16. 840, 1. 113883. 3. 980. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
termHighlightedByReporter™/> . .
(value xsiitype="CE" code~"E.1i.3.1" codeSystem="2, 16, 840, 1, 113883, 3,989, 2, 1. L. 10" codaSystemVersion="

2,075 1
. <]— B, i, 3, 1:Term Highlighted by ths Reporter #3 —>
{/observation>
{/outboundRelaticnship2>
<outbeundRelationship? typeCode="PERT">
{ohservation classCode="0BS" moodCode="EVH™> .
' <cods code="34" codeSystem="2, 16, 840, 1. 113983, 3,989, 2,1, 1. 197 codeSysten¥ersion="1, 1” displayNams="
resultsInDeath”/>
<value xsi:type="BL" value="true”/>
¢l— E.1.3.2a: Results in Death #2 —>
¢/observation>
¢/outboundRelationshin2> !
<outboundRelationship? typeCode="PERT™>
<chservetion ¢lassCode="08S" moodCode="EVN"> .
<cods cods="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 #3 —>
{/observation>
<foutboundRelaticnship2>
<outboundRelationship2 typeCode="PERT™>
<chservation classCode="0BS" .mondCods="EVN">
<cods code=*33" codeSystem="2, 16. 840, 1. 113883, 3. 988, 2, 1. 1, 19" codeSystenVersion="1.1" displayNsme=*
requireslnpatieptl{ospitalization'/)
<value xsi:type="BL" value="true”/>
<]— E.i.3.2¢c! Caused / Prolonged Hospitalisation #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship? typeCede="PERT™>
{chservation classCode="0BS" moodCade="BVN">
{cods code="35" codeSystem="2, 16, 840, 1, 113883, 3. 589, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
resultsInPersistentirSignificantDisability”/> .
. <value xsi:type="BL” nullFlavor="NI"/>
¢}— E.i.3.2d" Dissbling / Incapacitating #3 —>
{/ubservation>
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congenitalinomalyBirthDefect”/>

otherMedicallyImportantCondition”/>

o'utcoma,"/ >

o/

nedicalConfirmationByHealthProfessienal”/>

"SR < BEET/>

codeSystenVersion="l, 17/>

</outboundRelationship2>
<outboundRelationship? 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 xzsi:type="BL" nullFlaver="NI"/>
¢l—— B.i.3.2e: Congenital Anomaly / Bitth Defect #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="FERT">
{observation classCode="0BS" moodCode="EVN">
{cade code="26" codeSystew="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 #3 —>
{/observation>
{/outhoundRelationship®>
<outboundRelatiohship2 typeCode="PERT"> .
{observation classCode="0BS" moodCode="EVN"> : .
{eode code="27" codeSystem="2. 16.840. 1. 113883, 3.989. 2. 1. 1. 18* codeSystemVersion="1.1" displayName="

<valus xsi:type="CB" code="E.i.7" codeSystem="2.16.840.1. 113883.3.689.2. 1. 1. 11" codeSystemVersion="2.

¢l E.i.7: Outcome of Reaction / Event at the Time of Last Observation #3 —>
{/observation> ’ '
{fouthoundRelationship2>
{outboundRelaticnship? typeCode="PERT">
' {observation classCode="0BS" meodCode="EVN">
<code code="24" codeSystem="2. 16. B40. 1. 113883, 3. 889. 2. 1. 1. 19" codeSystemVersion="1,1" displayName="

<valte xsiitype="BL" valus="true"/>
<l— B.i.8: Medital Confirmation by Healthcare Professional #3 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{chservation ¢lassCode="0BS" moodCode="EVYN">
{code code="11" codeSystem="2. 16. B40. 1. 113883, 3. 989.5. 1. 3. 2. L. 10" codeSystenVersion="1.0" displayName=

Cvalus xsiitype="CE" code="J2.14. 1" codeSystem="2, 16,840, 1. 113883.3.989.5.1.3. 2. 1.8"
<1-- 88872, 14.1 #4p - EESM #3 —

{/tbservation}
</outboundRelationship2>

{/observation>
{/subject0f2>

reacticnForTranslation™/>

<subjectOf2 typeCode="SBJ"> .
{observation classCode="0BS" moodCode="EVN">

{id root="2e93840f-08b4-499c~80F f-dd8415f4f8a5"/>
{code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2, 1. 1. 19" codeSystenVersion="1, 1" displayNams="reaction”/>

<offectiveTine xsi:type="SHPR.IS">

{comp xsi:type="IVL_IS™>
<low value="20080101"/>
¢I— E.i.4: Date of Start of Reaction / Event #4 —
<high value="20101201"/>
l— B.i.5: Date of End of Reaction / Event #4 ==
<fcomp?
{comp xsiitype="IVL_TS" operator="A">
<width value="24" unit="E. i.6b"/>
¢l E.i.6a: Duration of Reaction / Event {number) f#4 ~—>
¢!— E.4i 6b: Duratich of Reaction / Bvent {unit) #¢ —
{/comp>
{feffectiveTime> ’
<value xsi:type="CE" code="Eri.2.1b" codeSystem="2. 16. 840, 1. 113883, 6. 163" codeSystenVersiesn="E. i.2.1a™>
¢l— E.i.2.1a: MedDRA Version for Reaction / Event #4 —>
¢i— £.1.2.1b! Reaction / Event (MedDRA code} #4 —>
<originalText language="E, i. 1, 1b">E. i. 1, la</originalText>
¢}— E.i. 1 la! Reaction / Event as Reported by the Primary Source in Native Language #4 —>
¢}— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language 4 —>
<fvalue> '
<location typeCode="LOC™>
{locatedBntity classCode="LOCE™>
{locatedPlace classCade="COUNTRY" determinerCode="INSTANCE™>
{code code="E.i.9” codeSystem="1.0. 3165.1.2.2%/>
{|— E.i.9: Identification of the Country Where the Reaction / Event Occurred #4 —>
{/lacatedPlace>
{/locatedEntity>
</locationy
{outboundRelatichship? typeCode="PERT™>
{observation classCeds="0BS" moodCode="EVN™>
{cods code="30" codeSystem="2, [6. B40, 1. 113883, 3. 98%. 2.1, 1. 19" codeSystenVersion="1.1" displayName="

<value xsiitype="ED"YE, i. 1, 2</value>
l—EB.i12: Reaction / Event as Reported by the Primary Source for Translation #4 ——>
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termiighlightedByReporter”™/>

.90

resultsInDaath”/>

isLifeThreatening”/>

requiresInpatientHospitelization”/>

resultsInPersistentOrSignificantDisability”/>

congenitalAnomalyBirthDefect™/>

otherMedicallyImportantCondition”/>

outcome™/>

0"/

medicalConfirmationByHealthProfessional />

"R - BT

codeSystemVersion="1.1"/>

. </observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moadCode="EVN™>
<code code="37" codeSystem="2. 15, B40. 1. 113883. 3. 989 2.1, 1 19" codeSystemVersion="1.1" displayName="

¢value xsiitype="CE” cods="E.i.3.1" codeSystem="2, 16, 840, I, 113883. 3. 989. 2. 1. 1. 10" codeSystenVersion="

}— E.i.3.1:Temn nghhghted by the Raporter 44 —>
</observation>
¢/outboundRelationship2>
{puthoundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
Ceods code="34" codeSystem="2. 16. 840, 1. 113883, 3.985. 2. L. 1. 19" codeSysten¥ersion="1.1° displayName="

<velue xsiitype="BL” value="true”/>
¢|-— E.i.3.2a: Results in Death #4 —>
{/observation>

. ¢/outhoundRelationship2>

-

{outboundRelaticnship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
Soode code="21" codeSysten="2. 16. B40. 1. 113883, 3. 989, 2, L. 1. 19" codeSystenVersion="1,1" displayName="

" <value xsi!type="BL" nullFlaver="NI"/>
<]-~ E.1.3.2bi Life Threatening #4 —>
</obsexrvation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN"> )
{cods code="33" codeSystem="2. 16, 840, 1. 113883. 3,980, 2. 1. 1, 19" codeSystenVersion="1.1" displayName="

<value xsi:type="BL” valus="true”/>
{l— E.i.3.2: Caused / Prolonged Hospitalisation #4 —>
{/observation>
{/outboundRelaticnshipz>
{puthoundRelationship? typeCode="PERT">
<observation classCode~"0BS" moodCode="EVN">
<oode code="35" codeSystem="2. 16. 840, 1. 113883, 3, 985. 2. 1. 1. 197 codeSystemVersion="1.1" displayName="

<value xsiltype="BL” nullFlavor="NI"/>
{l— E.1.3.2d: Disabling / Incapacitating $4 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> :
<cnde code="12" codeSystew="2. 16. 840, 1.113883.3.988. 2. 1. 1 19" codsSystemVersion="1 17 displaylName="

¢value xsiitype="BL" nullFlaver="NI"/>
¢l— E.i.3.2%e: Congenital Ancmaly / Birth Defect #4 —
{/observation>
</outhoundRelationship2>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode=" EVN')
¢code code="26" codeSysten="2. 16. 840, 1. 113883, 2, 989, 2, 1. 1. 19" codeSystemVersion="1.1" displayName="

{valus xsiztype="BL" value="true"/>
* ¢I-—— E. i 3.2f: Other Medically Important Condition #4 —>
{/observation>
</outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
{obssrvation classCode="0BS" moodCade="EVN™>
<code code="27" codeSysten="2. 16. 840, 1. 113883, 3, 989, 2. 1, 1. 13" codeSystemVersion="1.1" displayNamg="

{value xsi:type="CE” code="E.i.7" codeSysten="2, lé. B40, 1. 113863, 3. 989, 2. 1, 1, 11" codeSystemVersion="2

¢}— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 —>
</fobservation>
{/outboundRelationship2>
{outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN™>
¢code coda="24" codeSystem="2, 16. 840. 1. 113883, 5. 989, 2. 1. 1, 19" codeSystemVersion="1. 1" displayName="

<value xsi:type="BL" valus="true"/> .
¢]— E.i.8: Medical Confirmaticn by Hemlthcare Professiohal #4 —>
</observation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN™>
Ccode code="11" codeSystem="2. 16. 840. 1. 113883, 3. 989, 5. 1. 3.2, 1, 107 codeSystemVersmn— 1.0 displayName=

<value xsiitype="CE™ code="J2.14.1" codeSystem="2. 16. 840, 1. 113883, 3.989.5.1.3. 2. 1. 8"

¢l— 88872, 14. 1 A0 - BEAD #4 —
{/observation>
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¢/outboundRelationship2>
{/observation>
</subjectOf2>
<subject0f2 typeCode="SBI" )
RS {observation classCode="0BS" moodCode="BVN">
<id root="1071064c-cf10-4a3b-83c1-34f9ddbTeabd™ />
{code code="28" codeSystem="2, 16.840. 1, 113883, 3.980. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="reaction”/>

<offectiveTime xsi:type="IVL_IS">
<low valus="20090101"/>
¢|— B.1i.4: Date of Start of Reaction / Event #5 —>
{/effectivelins>
¢value xsiitype="CE” code="E,i.2.1b" codeSysten="2.16.840: 1. 113883, 6, 163 codeSystenVersion="E. i. 2. 1a">
¢]== E.1.2, la: MedbRA Version for Reaction / Event #5 —>
<|— E.i.2.1b: Reaction / Event (MedDRA code} #5 —>
{originaiText language="E. i.I.1b">E. 1.1, 1a{/originaiText>
¢{l— B.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #5 —>
{l~= B.i.1,1b: Reaction / Event as Reported by the Primary Source Language #5 —>
{/value> s
{location typeCode="LOC™>
{locatedEntity classCode="LOCE™>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
¢code code="E.i.9” codeSystem="1,0.3166.1,2.2°/>
¢!— E.1,9: Identification of the Country Where the Reaction / Event Occurred #5 —>
</lacatedPlace>
{/locatedEntity>
</location>
<outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EYN™>
{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. i.1.2<{/value>
¢l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #5 --->
{/observation>
</outboundRelationship2>
{outboundRelationship? typeCode="PERT™>
{observation ¢classCode="0BS” moodCode="EVN™>
<eode code="37" codeSysten="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
ternHighlightedByReporter”/> .
{value xsi:type="CE" code="E.i.3.1" codeSystem="2, 16. 840, 1. 1123883, 3.989, 2. 1, L 10" cedeSystemVersion="
2.0"H
¢} £.1.3. 1:Term Highlighted by the Reporter #5 —>
</observation?
{/outboundRelationship2>
{outboundReleticnship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN™>
{code coda="34" codeSystem="2. 16. 840, 1. 113883, 3,989, 2, 1. 1 19" codeSystemVersion="1.1" displayNeme="
resultsInDeath”/> ’
Cvalue xsi:type="BL" value="true”/>
<1-- E. i.3. 2a: Results in Death #6 ~=>
{/observation>
{/outboundRelationship2
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN™>
: {code code="21" codeSystem="2. 16. 840. 1. 113883. 3.989. 2.1. 1. 19" codsSystemVersion="1.1" displayName="
isLifeThreatening”/>
Cvalue xsi:type="BL" nullFlavor="NI"/>
¢l— E.i.3.2b: Life Threatening #5 —>
¢/observation>
</outboundRelaticnship?y
<outboundRelationship2 typeCode="PERT">
{observation ¢lassCode="0BS” moodCode="EVN"> . i ]
<code code="33" codeSysten="2. 16, 840, 1, 113883, 3, 989, 2. L; 1, 19" codeSystemVersion="1. 1" displayName="
requiresInpatientHospitalization”/> ’
<value xsi:type="BL" value="true”/>
¢|== E, i.3.2¢: Caused / Prolonged Hospitalisation #5 —>
{/observation>
{/outboundRelationshin2>
{outbeundRelationship? typeCode="PERT™>
{cbservation classCode="0BS" moodCods="EVN">
<code code="35" codeSystem="2, 16, B40, 1, 113883, 3,989, 2. 1. 1. 19" codeSystenVersion="1.1" displayName="
resultsInPersistentOrSignificantDisability™/> )
<value xsittype="BL" nullFlaver="NI"/>
<l— E.i.3.2d: Disabling / Incapantatmg # —
{/observation>
</outboundRelationship2>
<outboundRelationship? typeCode="PERT">
<obaervation classCods="0BS" moodCode="EVN">
<zode code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
congenitalAnomalyBirthDefect”/>
<value xsittype="BL" nullFlaver="NI"/>
¢l— B.i.3 207 Congenital Anomaly / Birth Defect #5 —>
{/vbservation>
</outboundRelationshipZ>
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otherMedicallyImportantCondition™/>

outcome™/>

0"/

medicalConfirmationByHealthProfessicnal”/>

"shn - BeAT>

codeSystemVersion="1. ],\”/)

<outboundRelationship2 typeCode="PERT™>
{ohservation classCode="0BS" moodCode="EVN">
{code code="26" codeSystem="2, 16, 840, 1. 113883. 3. 089, 2, 1, 1, 19" codeSystemVersion="1.1" displayName="

<value xsi:type="BL" value="true"/>
<l— E.i.3.2f: Other Medically Important Condition #5 ==>
{/observation>
{/outboundkelationship2>

{outhoundRelationship2 ty'peCédF'PER‘[")

{ohservation classCode="0BS" moodCode="EVN™>
{code code="27" codeSystem="2. 16. 840. 1. 113893, 3.980. 2. 1. 1. 18” codeSystemVersion="1.1" displayName="

<yalue xsiitype="CE" code="E.i.7" cedeSystem="2. 16, 840. 1. 113883, 3. 985. 2. 1. 1. 11" codeSystemVersion="2.

<] B.1.7: Outcoms of Reaction / Event at the Time of Last Observation #5 —>
{/observation>
{/outboundRelatlonship2>
{outboundRelationship2 typeCode="PERT™>
{ohservation classCode="0BS" moodCode="EVN">
<code code="24" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

<yalue xsiltype="BL” value="true"/>
¢}—— E.i.8: Medical Confirmation by Healthcare Professional #5 —>
{/abservation>
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT"> |
{observation classCode="0BS" moodCode="EVN">
{code code="11" codeSystem="2, 16, 840, 1. 113833, 3,989, 5. 1. 3.2. 1. 10" codeSystemVersion="1, 07 dzsplayName-

<value xsi:type="CE" code="J2, 14.1" codeSystem="2. 16, 840, 1, 113883, 3,689.5,1.3.2. 1. 8"
<1— @8ejz. 141 4 - BBk #5 —

{/observation>
</outboyndRelationship2>

{/observation>
</subject0rz>
<subject0f2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN™>

reactionForTranslation”/>

termiighlightedByReporter”/>

2.07/>

resultsInDeath”/>

<id root="1£927283-10b6-4334-9d43-e925640fb18E"/> X
<code code="29" codeSystem="2. 16, 840. 1. 113883. 3. 586. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="reaction”/>
<effectiveTime xsi:type="IVL_TS"> ’

<high value="20000101"/>

¢!— E.i.4: Date of Start of Reaction / Event #i —>
{/offactiveTime> .
<value xsi:type="CE” code="E.1i. 2, 1b* codeSystem="2. 16, 840 1. 113883, 6, 163" codeSystemVersion="E. i. 2. 1a"™>

<}— B.1.2.1a: MedDRA Version for Reaction / Event H6 —>

¢}== B i.2.1b: Reaction / Event {MedDRA code) #§ —>

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

<1— B.i.1.1a} Reactien / Event as Reported by the Primary Source in Native Language #6 —>

¢]== B.i.1.1b: Reaction / Event as Reported by the Prmary Source Language #6 -
</valued ' '
{location typeCode="LOC™>

¢locatedEntity classCode="LOCE™>

' {locatedPlace classCode="COUNTRY" determinerCode="INSTANCE™>
<eode cade="R.i.9” codeSysten="1.0.3166.1,2.2"/>
¢|— BE.1i.9: Identification of the Country Where the Reaction / Event Occurred #6 —>
{/locatedPlace?

{/locatedBntity)
{/location®
<cutboundRelationship? typeClode="PERT™>

{observation classCods="0BS" moodCade="EVN">

{code code="30" codeSystem="2. 16, 840, 1. 113883, 3,989, 2, 1, 1, 18" codeSystenVersion="1.1" displayName="

<value xsi:type="ED"E. i, 1, 2{/value’
{}== E.1.1.2: Reaction / Event as Reported by the Primary Source for Translatzoh #6 —>
</abservation>
{/outboundRelationship2>
<guthoundRelationship2 typeCode="PERI">
{observation classCode="0BS” moodCode="EVN". )
{code code="37" codeSystem="2. 16,840, 1. 113883. 3. 589, 2, 1. 1. 18" codeSystenVersion="1,1" displayName="

<value xsi’type="CE" cods="E. 131 codeSystem="2, 16, 840, 1, 113883, 3,989, 2, 1. 1, 10" codeSystemVersion="

{l— E.i.3.1:Term Highlighted by the Reporter #6 —>
{/observaticn>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{cbservation classCode="0BS" moodCode="EVN">
Ccods code="34" codeSystem="2, 16, 840, L, 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

{value xsi:type=’BL" valué=’trua'/>
¢!— E.i.3.2a! Results in Death #6 —>
</observation>
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</outboundRelationship2>
{outboundRelationship? typeCode="PERI">
{ohservation ¢lassCode="0BS" moodCode="EVN™>
<code code="21" codeSyster="2. 16, 840. 1,.113883, 3, 98%. 2. 1. 1. 197 codeSystemVersion="1,1" displayName="
isLifeThreatening™/>
’ <value xsirtype="BL" nullFlavor="NI"/>
¢1— B, i,3.2b: Life Threatoning #5 —>
{/chbservation>
¢/outboundRelationship2>
{outboundRelationship2 typeCede="PERT*>
{observation classCode="0BS" moodCode="EVN">
{code code="33" codeSystem="2. 16. B40. 1. 113883, 3,989, 2. 1. 1. 197 codeSystemVersion="1.1" displayNeme="
requiresInpatientBospitalization”/> )
<value xsittype="BL" value="true"/>
<[— B.i.3.2c: Caused / Prolonged Hospitalisation #6 —>
{fobservation>
{/cutboundRelationship2>
<cutboundRelationship? typeCode="PERT">
<ohservation classCode="0BS" moodCede="EVN™>
{eede code="35" codeSystem="2. 16, 840, 1. 113882, 3.989. 2, 1, 1, 18" ecdeSystemVersion="1.1" displayName="
resulisInPersistentOrSignificantDisability”/>
' <value xsi:type="BL” nullFlavor="NI"/>
<l— B.i.3.2d: Disabling / Incapacitating #§ —>
{/observation)
{/outboundRelationship2>
<outboundRelaticnship? typeCode="PERT">
{ebservation classCode="0BS" moodCode="EVN™>
<code code="12" codeSysten="2, 16, 840. ]. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
congenitalinonalyBirthDefact™/> - .
{valus xsi:type="BL" nullFlavor="NI"/>
¢}— B.i.3. 20! Congenital Anomaly / Birth Defect #6 —>
{/obsetvation>
<foutbounditelat isnship2>
{outboundRelationship? typeCode="PERT™>
{observation classCode="0BS"™ moodCode="EVN"> ’
¢eode code="26" codeSysten="Z. 16. 840, 1. 113883, 3,580, 2, 1, 1. 19" codeSystenVersion="1.1" displayName="
otherMedicallyImportantCondition”/>
<value xsi:type="BL" value="true”/>
{le R, i,3.2f: Other Medically Important Condition H6 ——>
</observaticn> . :
</outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
<code cods="27" codeSystem="2. 16, 840, 1, 113883, 3. 989, 2. 1, 1, 197 codeSysienVersion="1, 1”7 displayName="
outeome™/> . -
Cvalue xsittype="CB” code="E.i.7" codeSyster="2. 16, 840, 1. 113883, 3,989, 2.1, L. 11" codeSystenVersion="2.
0"/ :
¢l— BE.i.7: Qutcome of Reaction / Event at the Time of Last Ohservation #6 —>
{/observation> ’
</outhoundRelationship2>
{outboundRelationship2 typeCode="PERT">
{chservation classCode="0BS" mocdCode="EVN">
<cods 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.1.8: Medical Confirmatien by Healthcare Professional #6 —>
{/observation’ .
¢/outbeundielatienship2
<outboundRelationship? typeCode="PERT"™> )
{observation classCode="0B3” moodCode="EVN">
<code code="11" codeSystem="2, 16. 840. 1. 113883, 3. 989, 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName=
“Hekn - BESDT/
. <value xsiTtypes"CE™ code="J2.14.1i" codeSystem="2. 16. 840. 1. 113883.3.989. 5. 1.3.2. L §8°
cedeSystenVersion="1. 17/
<|— @@8aF2. 14.1 40 - BEFA #6 —>
{/abservation>
{/outboundRelationship2>
{/observation>
</subject0f2>
¢subject0f2 typeCode="SBI™>
{observaticn classCode="0B5" moodCode="EVN">
<id root="e0342969-38be-423f-hEbb-celdbc279d8e™ /> :
<code coda="29" codeSystem="2. 16, 840, 1. 113883 3.989. . 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 / Bvent (unit) #7 —
{/effectivaTined ' .
<value zsiitype="CE" code="E. i, 2. 1b" codeSystem="2.16. 840. 1. 113863. 6. 163" codeSystenVersion="E.i.2. 1a">

*{l—= E.i.2.1a: MedDRA Version for Reaction / Event #7 —>

{l— E.i.2.1b: Reactiocn / Bvent (MedDRA code) H#7 —>

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

¢]— E.i.1. la: Reaction / Bvent as Reported by the Primary Source in Native Language #7 —>
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reactionPorTranslation”/>

tenﬂighlightedByReport‘er'/ >

2.07/>

resultsInDeath”/>

isLifeThreatening”/>

requiresInpatientHospitalization™/>

resultsInPersistentOrSignificantDisability”/>

.

congenitalAnomalyBirthDefect”/>

otherMedicellyImportantCondition®/>

otrtcome”/>

opH

¢l== E.i.1.1b7 Reaction./ Event as Reported by the Primary Source Language #7 —>
<fvalue>
{locaticn typeCode="LOC™>
{locatedEntity classCode="LOCE™>
{locatedPlace classCode="COUNTRY” determinerCods="INSTANCE™>
" <eode code="E.i.9" codeSyster="1.0.3166.1.2.2°/
<l— E.1.9: Identification of the Country Where the Reaction / Bveat Occurred H7 —>
{/locatedPlace>
</locatedEntity>
</location>
<outboundRelationship2 typeCode="PERT">
{observetion classCode="0BS" moodCode="EVN™>
{code code="30" codeSysten="2, 16. 840. 1. 113883, 3,989, 2, 1. 1, 197 codaSystenVersion="1, 1" displayName="

<value xsi:type="ED"E. L I 2<{/value>
{l=- B.i.1.2: Resction / Event as Reported by the Primary Source for Translation #7 —>
{/ohservation)
{/outhoundRelationship2>
<owtbpundRelationship2 typeCods="PERT">
{observation classCode="DBS” moodCode="EVN">
{eode code="37" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. L. 1. 18" codeSystenVersion="1,1" disployName="

<value xsi:type="CE" code="E.i.3, 1" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2, L. 1. 10" codeSystemVersion="

<}— E.i.3.1:Texm Highlighted by the Reporter #7 —>
{/ohservation>
{/outboundRelationshipz> .
{outboundRelationship2 typeCode="PERT">
{observation classCods="0BS" mocdCode="EVN™>
<code code="34" codeSystem="2, 16, 840, 1, 113883, 3,959, 2, 1. 1, 19" codeSystemVersion="1.1" displayName="

<value xsi:type="BL" value="true"/>
<} E.i.3.2a: Restlts in Death #7 —
{fubservaticn>
{/outboundRelationship2>
SoutboundRelaticnshin? typeCoda="PERT ">
{observation classCode="0BS" moedCade="EVN">
{cods cede="21" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. L. 1. 19" codeSystenVersion="1.1" displayNems="

<value xsi:type="BL” nullFlavor="NI"/>
¢}~ E.i.3.2b: Life Threatening #7 —>
{/ochservaticen>
</outhoundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
<code code="33" codeSysten="2, 16, 840. 1. 113683, 3. 989. 2. 1. 1,197 codeSystemVersion— 1 1 displayName="

<value xsiitype="BL" value="true"/>
¢}— E.i.3.2¢: Caused / Prolonged Hospitalisation #7 —
{/obsexrvation>
</outboundRelationship2>
CoutboundRelaticnship? typeCoda—”PERT")
{obsetvation classCode="0BS" moodCode="EVN™>
{cods code="35" codeSyster="2. 16. 840. 1. 113883. 3.989. 2. 1. 1. 15" codeSystenVersion="1,1" displayName="

<velue xsi:type~"BL" nullFlaver="NI"/>
<|— E.i.3.2d: Disabling / Incapacitating #7 —>
{/observation>
</outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="12" codeSystem="2. 16. 840. 1. 113883. 3.589. 2.1, 1. 19" codeSystemVersmn— 1.1" displayName="

<value xsi:type="BL" nullFlaver="NI"/>
{l— E.1i,3.2e: Congenital Anomaly / Birth Defoct #7 —>
</observation
{/nutboundRelaticnship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moadCode="EVN™>
<code code="26" codoSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystenVersion="1.1" displaylame="

<value xsiitype="BL" value="true”/>
(j— E.i.3.2f: Other Medically Important Condition #7 —>
{/observation>
{/eutboundRelationship2>
¢outboundRelationship2 typeCode="PERT™> ,
+{observation classCode="0BS" mocdCode="EVN"> .
<code code="27" codeSystan="2, 186, 840, 1. 113883, 3.989. 2. 1. 1. 19" cedeSystemVersion="1.1" displayName="

<value xsi:type="CE" code="E.i.7" codeSystem="2.16.840. 1. 113883. 3,989, 2, 1. 1. 11" codsSystemVersion="2,
¢[== B, i.7: Outceme of Reaction / Event at the Time of Last Observation #7 —>

"{/obgervation>
{/outboundRelationship2>
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¢outhoundRelationship2 typeCode="PERT"™>
<gbservation classCade="0BS” moodCade="EVN">
{code code="24" codeSysterm="2, 16, 840. 1. 113883, 3.089. 2. 1. 1, 197 codeSystenVersicn="1,1" displayNeme="
medicalConfirmationByHealthProfessional”/>
<value xsi:type="BL" value="true"/>
{]— B, i.8" Medical Cnnflrmatmn by Healthcare Profassmnal #7 —
+ {fubsarvation?
{/outboundRelationship2>
<outboundRelationship? typeCede="PERT™>
{observation classCode="0BS" moodCode="EVN"> )
{cods code="11" codeSysten="2. 16, 840. 1. 113883, 3.989. 5. 1. 3.2. 1. 107 codeSystenVersion="1. 0" displayName=
" - BRaT
{value xsi:type="CE” code="J2, 14 i" codeSystem="2. 16. 840. 1. 1138B3.3,989.5.1.3. 2. 1. 8"
codeSystemVersion="1.17/>
<|— eaeyz. 14.1 & - EEA #7 —
{/observation>
</outbeundRelat1unsh1p2>
</obsexvation®
{/subject0f2>
{subjectDF2 typeCode="5BJ">
<ohservation classCode="0BS" moodCode="EVN">
<id root="alSbe092-8070-426d-af04-6863263443e0" />
{code code="29" codeSystem="2. 16. 840, 1. 113883, 3,980, 2, 1. 1, 19" codeSystemVersion="1.1" displayName="veaction™/>

«SoffoctiveTine xsiitype="SXPR_IS™>
{comp xsiitype="IVL_TS">
<low value="20090101"/>
<|= E.i.4: Date of Start of Reaction / Event #8 -=>
{width value="24" unit="E. i.6b"/>
<l— E.i.6a: Buration of Reaction / Event (number) #8 —>
¢|== E.i,6b: Duretion of Reaction / Event (unit) #8 —
{/comp>
{comp xsi:type="IVL_TS” operater="A">
<high value="20101201"/>
¢}— B.1.5: Date of End of Reaction / Event #8 —
{/eomp>
{/effectiveTime>
{value xsiitypes"CE” code="E.1.2.1b" codeSystem="2. 16. B40. 1, 113883. 6, 163" codeSystemVersion="E. 1. 2.1a™>
{1— B.1i.2.1a: MedDRA Versien for Reactien / Bvent #8 —>
{l— E.i.2.1b: Reaction / Event (MedDRA code) #8 —>
{originalText languege="E.i. 1. Lb"JE. i. 1. la</originalText>
{|— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language #8 —>
{|— E.i.1.1k: Reaction / Event as Reperted by the Primary Source Language #8 —>
</value>
<location typeCode="L0C™>
{locatedBntity classCode="LOCE™>
{locatedPlace classCode="COUNTRY" determinerCode="INSTANCE">
<eede code="E. 1,97 codeSystem="1. 0, 3166, 1.2.2°/>
¢!— B.i.9: Identification of the Country ¥Where the Reaction / Event Oecurred #8 —>
¢/locatedPlace>
</lecatedEntity>
</location>
<outboundRelationship2 typeCode— PERT">
{obhservation classCode="085" mpodCode="EYN"> ' .
{code code="30" codeSystem="Z. 16. 840, 1, 113883, 3, 989, 2. 1,.1. 19" codeSystenVersion="1.1" displayName="
reactionForTranslation”/> .
<value xsiitype="ED")E.i.1.2¢{/value>
¢l— E.i. 1. 2: Reaction / Event as Reported by the Primary Source for Translation §8 —>
{/ebsexvaticn> .
</vutbeundRelationship2>
<putboundRelaticnship? typeCoda="PERT™>
{observation classCode~"0BS” moodCode="EVN">
| {code code="37" codeSysten="2. 16. 840. 1. 113883, 3. 989, 2, [ 1, 19" codeSystemVersion="1.1" displayName="
termHighlightacByReperter”/>

<value xsittype="CB" cc-Jde='E. i.3.17 codeSysten="2. 16. 840. 1. 113883, 3. $86.2.1. 1. 10" codeSystemVersion="

.07,
¢l— B.i.3.1:Tetm Highlighted by the Reporter #8 —>
¢/observationd
</outboundRelationshipZ>
{outboundRelaticnship? typsCede="PERT >
{observation classCode="0BS" moodCode="EVN™>
{code code="34" codeSystew="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 #8 —>
{/abservation>
</outboumdRelationship2>
{outboundRelstionship? typeCode="PERT™>
{observation classCode="0BS" moodCode=" EVN')
<coda code="21" codeSystem="2. 16. 840. 1. 113883, 3. 889. 2. 1, 1. 19" codeSystenVersion="1.1" displayName="
isLifeThreatening”/»

{value xsi:type="BL” nullFlavor="NI"/>
¢t~ E.1,3.2b! Life Threstening #38 —>
<fobzervation>

_19_



{/cutboundRelationship2>
<outhoundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCods="EVN™> . .
<eode code="33" codeSystem="2. 16. B40. 1. 113883. 3. 989, 2 1. 1. 197 codeSystenVersion="1.1" displayName="
requiresInpatientHospitalization”/>
<value xsiitype="BL" value="true"/>
¢]— B.i.8.%: Caused / Prolonged Hospitalisation #8 —>
{/observation>
¢/outboundRelaticnship2> -
{outboundRelationship? typeCode="PERT">
{pbservation classCede="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” nullFlaver="NI"/>
<l— E.1i.8.2d: Disabling / Incapacitating #8 —>
{/chservation>
{/outboundRelationship2>
<outhoundRelationship? typeCode="PERT">
{observation classCode="0BS" meodCode="EVN">
<code cods="12" codeSysten="2, 16. 840. 1, 113883. 3. 989.2. 1. 1. 19" codeSystemVersion="1,1" displayName="
congehitalAnomalyBirthDefect™/>
<value xsi:type="BL” nullFlaver="NI"/>
<I— B.i,3.2e: Congenital J\nomaly / Birth Defect #8 —>
{/chservation>
</outhoundRelationship2>
<outboundRelationship? typeCode="PERT">
{observation c¢lassCode="0BS" mocodCode="EVN™>
{code code="26" codeSystem="2, 16. 840, 1, 113883, 3. 988, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="
otherMedicallyInpertantCondition” /> . ’
<value xsi:type="BL" valus="true’/>
<}== E.i, 3. 2f: Other Medically Enportant Condition #8 —
{/observation>
¢/outboundRelationship2>
<outboundRelaticnship? typeCede="PERT">
<observation classCode="0BS™ moodCode="E¥N™>
<eode code="27" codeSystem="2. 16,840, 1. 113883, 3, 989, 2. 1. 1. 197 codeSystemVersion="1, 17 displayName="
outcome” /> .
<valus xsiitype="CE" code="E.i. 7" codeSysten="2, 16, 840, 1, 113883, 3. 889, 2. 1. L. 11" codeSystemVersion="2
0"/ ’
<l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #8 —>
¢/observation®
<foutboundRelationship2>
<outboundRelaticnship: typeCode-— PERT">
{chservation classCode="0BS” moodCode="EYN">
(oode code="24" codeSystem="2. 16, 840, 1, 113883, 3. 989, 2. 1. 1. 19" codeSystenVersion="1 1" displayName="
pedicalConfirmationByHealthProfessional”/> .
<value xsi:type="BL" velue="true"/>
¢l— F.i.8: Medical Confirmation by Healthoare Professlonai B —
¢fobservation®
{/outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation ciassCode="0BS" moodCode="EVN™>
<code code="11" codeSysten="2. 16. 840, 1. 113883, 3,989.5.1.3.2. 1, 10" codeSystemVersion="L 0" displayName=
“Hsn - BERTH
{value xsitype="CE” sode="J2, 14 i" codeSystem="2.16.840. 1. 113883. 3,989, 5.1,3.2. 1. 8"
codeSystenVersion="1, 1°/>
<I— @ear2. 14. i K - BER 48 —>
{/abservation>
¢/eutboundRelationship®>
¢/observation>
{/subject0f2>
{subject0f2 typeCede="SBJ™>
{organizer classCode="CATEGORY” moodCode="EVN">
{code code="3" codeSysten="2.16, B40. 1. 1138B3. 3. 989. 2. 1. 1. 20" codeSystemVersion="1.0" displayName="
testsAndProceduresRelevantToThelnvestigation™/>
{cemponent 1ypeCode="COMP™>
{observation classCode="0BS" moodCode="EVN">
' <code code="F.r, 2. 2b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystenVersion="F.r.2.2a">
¢!— F.r.2. %s: MedDRA Version for Test Name #I —>
{!— R.1.2.2b: Test Name (MedDRA code) #i -
<originalText>F. r. 2. 1{/original Text>
A— FE.r.2. 1! Test Name {free text) ﬁl —
{/code>
<effectiveTime value="20090101"/>
{}— F.r.1: Test Date #1 —>
Cvalue xsittype="IVL PQ™>
<center value="10" unit="mg/dl"/>
¢!— F.r.3.2! Test Result (value / qualifier} #1 —>
¢ ¢l F.r, 3,3 Test.Result (unit) #I —>
: {valued> ‘
* <interpretationCede code="F. T, 3.17 codeSyster="2. 16. 840. 1. 113883. 3. 989 2.1.1.12" codeSystenVersion="2
0"
<l— B.1.3.1: Test Result (code) #1 —>
{referenceRange typeCods="REFV">
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{observationRange classCode="0BS" moodCods="EVN.CRT">
Cvalue xsiitype="PQ" value="40" mnit= mg/dl'/)
{l— F.r. 4: Normal Low Valus #1 —>
{interpretationCods code="L* todeSystem="2.16.840. 1. 113883. 5. BS"/)
{/vbservationRange’>
{/referenceRange>
<{roferenceRange typeCode="REFV™>
<observationRangs classCode="0BS" meodCode="BVN.CRI">
<value xsi:type="PQ" value="110" unit="mg/dl"/>
¢l— F.r.5: Normal High Valus #1—>
{interpretationCode code="H" codeSystem="2, 16, 840, 1, 113883. 5, 83"/>
{fobservationRange>
{/referenceRange>
¢outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moadCode="EVN">
. {code code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersien="1.1"
displayNeames comment /> . '
{value xsi:type="ED">F.r.G</value>
{l-- F.r.6: Comments (free text) #1 —>
{/obzervation’
{/outboundRelationship2>
<putbeundRelationship2 typeCode="REFR™>
Cohservation classCode="0BS™ moodCode="EVN™> :
<cods code="25" codeSysten="2. 16,840, 1. 113883, 3, 989, 2, 1. 1. 19" codeSystenVersion="1. 1"
displayName="moreInformatienAvailable”/>
{value xsi:type="BL" value="true"/>
{—F.r.7: Wore Information Available #1 —>
{/observation>
<foutboundRelationship2>
{/observation>
</cozponent? . )
{eomponent typeCode="COMP™> -
<observation classCode="0BS" mocdCode="EVN">
<cods code="F.r.2.2b" codeSystem="2, 16. 840. 1, 113883. 6. 163" codeSystenVersion="F.r.2.2a">
! <{1— F.r.2.2a! MadDRA Version for Test Name #2 —
¢l— F.1.2.2b: Test Neme {HedDRA code) #2 —>
<originalText>F.r. 2. !.(/original'l'ext)
¢l— F.r.2.1: Test Name (free text) #2 —>
¢/code>
(effectiveTime value="20090101"/>
<]— B.r.1: Test Date #2 —>
{value xsiitype="IVL_PQ™>
Clow nullFlavor="NINE"/>
<high value="10" unit="wg/d1" inclusive="false"/>
</value>
{l— F.r.3.2: Test Result (value / qualifier) #2 -
¢]— F.r.3,3! Test Result (unit) #2 —
<I— LT 10 ng/dl #2 —>
{/chservationy
{/component>
{component typeCode="COMP™>
{observation classCode="0B3" moodCode="EVN">
<code code="F. 1. 2. 2b" codeSystem="2, 18, 840, . 113883, 6, 163" codaSystenVersion="F.r. 2.2a™>
¢{]— F.r.2.2a! MedDRA Yersion for Test Name H#3 —>
<l F.r 2.2b: Test Name (MedDRA code) #3 —>
{originalText>F. r. 2. 1{/eriginalText>
¢|== F.1.2.1: Test Name (free text) #3 —>
. &/code>
{effectiveTime value="20050101"/>
¢l— F.1.1: Test Date #3 —>
<value xsi:type="IVL_PQ"> .
¢lew nullFlaver="NINF"/>
<high value="10" unit="mg/d1" inclusive="true”/>
{fvalue>
— F,£.3.2¢ Test Result (value / qualifier) #3 —>
{l-- F.1.3.3: Test Result (unit) #3 —
{I— 1E 10 mg/dl #3—
</observation>
</component>
<component typeCode="COMP™>
{ohservation classCode="0BS™ moodCode="EVYN™>
<code code="F.1.2.2b" codeSystem="2.16. 840, 1. 113883, 6. 163" cedeSystenVersion="F.r. 2. 2a">
<— F.r.2.2a! MadDRA Version for Test Name #4 —>
<|— P.r.2.2b: Test Name (MedDRA cods) #4 —>
CoriginalText>F. r. 2. 1{/originalText>
Kl— F.1r.2.1: Test Name (free text) #4 —>
</eoded>
{effectiveTime value="20080101"/>
¢]— F.r.1: Test Date #4 —>
<value xsiltype="IVL_PQ">
<low value="10" unit="mg/dl” inclusive="false”/>
<high nullFlaver="PINF"/>
{/valued
{]— F.r.3.2: Test Result {value / qualifier} #4 —>
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{!— F.r.3.3: Test Result (unit) #& —>
¢l— GT 10 mg/dl #4 —>
{/observation>
</compapent>
{component typeCode="COMP"> :
{observation classCode="0BS" moodCode="EVN">
<code code="F.r.2.2h" codeSystem="2, 16, 840, L. 113883, 6. 163" codeSystenVersion="F.r.2.2a">
<!— F.r.2 2a: MedDRA Version for Test Name #5 —>
{l— F.r.2.2b: Test Name (MedDRA code) #5 —>
<originalText>F. r. 2. 1</criginalText>
=~ F.r.2.1: Test Neme (free text) #5 —>
<{/code>
<effectiveTime value="20090101"/>
<l— P.r.1: Test Date #5 —>
<value xsiitype="IVL_PQ™>
{leow value="10" unit="mg/dl” inclugive="true"/>
<high nullFlavor="PINE"/>
{fvalue? |
¢l F.r.3.2: Test Result (valus / gqualifier) #5 —>
¢l— B.r.3.3: Test Result (unit) #5 —>
l— GE 10 mg/dl #6 —
</observation>
</compohent> .
{component typeCode="COMP™> : .
{observaticn classCode="0BS” moodGodes"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 #5 —>
{}—=~ F.1.2.2b: Test Name (MedDRA code) #6 —>
<originalText>B. r. 2. 1{/originalText>
¢|— B.r.2.1: Test Name (free text) #6 —>
¢/fcoded
CoffectiveTime value="20090101"/>
{]— B.r.1: Test Date #5 —>
Cvalue xsi:type="ED">F.r. 3. 4<{/value>
<l-- F:1. 3.4 Result Unstructured Data (free text) Ht —>
¢/observation)
{/component>
</urganizer>
{/subject0f2> -
¢subject0f? typaCode="SB]">
<organizer classCode="CATEGORY” mocdCode="EVN™>
: <cede code="4" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. . 1. 20" codeSystemVarsmn‘ 1. 0" displayNamwe="
drugInfornation”/>
{!— G.k Drug(s) Information (repeat as necessary) H1 —>
{component typeCode="COMP™>
{substanceAdninistration classCode="SBADM" moodCode="EVN™>
<id root="3¢91b4d5-e035-4aTa-9c30-67671b0et9ed” />
<consumeble typeCode="CSWM™>
<instance0fKind classCode="INST*>
<kindOfProduct classCods="MMAT" determinerCode="KIND">
{code code="G. k. 2. 1. 15" codeSystem="TBD-MPID" codeSystemVersion="G. k. 2. 1. 1a"/>
<!— G.k.2.1.1a: MPID Version Date / Number #1 —>
<!=— G.k 2.1, Ib: Medicinel Product Identifier (MPID} #1 —>
<name>G. k. 2. 2{/name>
£l== G.k, 2.2: Medicinal Product Name as Reported by the Primary Source #1 —>
SasManufacturedProduct ¢lassCode="MANU">
{subject0f typeCods="SB]">
<approval classCode="CNTRCT” mecdCode="EVN™>
<id extension="G.k. 3.1” roct="2.16.840.1. 113883.3.089.2.1.3.4"/>
¢{l— 6.k 3.1: Authorisation / Application Number #1 —>
<holder typeCode="HLD™>
<rele classCode="HLD">
<{playingOrganization classCoda="DRG" determinerCode="INSTANCE">
<name>G. k. 3. 3{/name>
— G. % 8.3! Name of Holder / Applicent #1 —>
¢/playingOrganization>
{/role>
</helder>
<author typeCode="AUT">
{territorialduthority classCode="TERR">
Cterritory classCode="NAT" determinerCode="INSTANCE™>
<cods codex"G, k. 3. 27 codeSystein="1, 0. 3166. 1.2, 27/>
I— 6.k 3.2: Country of Authcnsatlon / Application #1 —>
</territoery>
{/territorialAuthority>
</euthor>
{pertinentInformation typeCode="PERT">
<policy classCode="POLICY" moodCode="EVN">
{cods code=" _]'2 5.k" codeSysten="2. 16. 840. 1. 113883, 3.989. 5. 1. 3. 2, 1.4
codeSystenVersion="1.1"/>
' <l 888)2.5. k: —RAEREEOY XX EZSE #L —
£/policy>
</pertinentInformation®
{/approval>
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{/subject0>
<subject0f typeCode="SB]"> .
{characteristic. classCode="0BS" mocdCode="EVN">
<code cade="1" codeSystem="2, 16, B40, 1, 113883, 3,989,5,1.3, 2, 1. 10"

codeSystenVersion="1 0" displayNeme="3$7EESEDHIRES"/,>

2.1.8” codeSystemVersion="1.17/>

22"/

-1 —>

22"/

#1-2 —

displayName="retailSupply”/>

Obtained #1 —>

0" displayName="—RE A ERRBDAFRE"/,

codeSystenVersion="1.17/>

<value xsi:type="CE" cede="]J2.4.k" codeSysten="2.15. 840, 1. 113883, 3. 980.5. 1. &,

<|— 868)z. 4. k' FEXKEORAED #1 —>
</charagteristic>
¢/subjectOf>
{/esManufacturedProduct>
{asSpecializedKind classCode="GEN">
<generalizedfaterialKind classCode="MAT" determinerCode="KIND">
{code>
CoriginalText>J2. 12¢/originalText>
<1— 0]z 12! TAMREESEEE —
{/coday
</generalizedaterinlKind>
{/asSpecializedind>
{ingredient classCode="ACTI>
. <quantity>
<numerator value="10" unit="G.k 2.3.T.3b"/>
¢l— ¢k 2.3.x. 32> Strength -(nunber) #1-1 —
¢l— G.k 2.3.x. 3b: Strength (unit) #1-1 —>
{denominator valus="1"/>
</quantity>
<ingredientSubstance classCode="WMAT" detexrminerCode="KIND"> .
{code code="G.k. 2.3, r.2b" codeSystem="TBD-Substance” codeSystemVersion="G.k.2.3.r,

{}— G.k 2.3.r.2a Substence / Specified Substance TermID Version Date / Number

¢1— G.k 2.3.r.2b: Substance / Specified Substance TermID #1-1 —> .
<name>G. k. 2, 3. x, 1</ nama>
¢|— 6.k 2.3.r.1: Substance / Specified Substance Name #1-1 ==
</ingredientSubstance>
{/ingrodient)>
<ingredient classCode="ACTI">
<guantity> .
<numerator value="10" unit="G.k 2.3.r.3b"/>
¢|— 6.k 2.3.r.3a Strength (number) #1-2 —>
{l— 6.k 2.3 1. 3b: Strength (unit) #1-2 —>
{denominator value="1"/>
{/quantity>
{ingredientSubstance classCode="MMAT” determinerCode="KIND">
{code code="G. k. 2. 3.1, 2b" codeSystem="TBD-Substance” cedeSystemVersion="G.%.2, 3.1,

{]— 6.k 2.3.r.2a: Substance / Specified Substance TermID Version Date / Number

¢l— 6.k 2.3.1.2b: Substance / Specified Substance TermID 81-2 —>
<name>G. k. 2. 3, ¥, 1¢/nama>
¢!— G,k 2.3.r.1: Substance / Specified Substance Name #1-3 —>
</ingredientSubstance)
</ingredient>
</kind0fProduct>
{subjectOf typeCode="SB]">
{productBvent classCode="ACT” moodCode="EYN™>
{cade code="1" codeSyster="2, 16. 840. 1. 113883, 3, 989, 2, 1. 1. 18" codeSystemVersion="1, 0*

<performer typeCode="PRF™>
{assignedEntity classCodex"ASSIGNED"> . .
{representedOrganization elassCode="0RG" determinerCode="INSTANCE™>
{addr>
{country>G. k. 2. 4</country>
¢l G.k.2.4: Identificetion of the Country Where the Drug Was

</addr>
{/representedOrganization>
</assignedEntity>
</performer>
</productEvent>
</subject0f>
(subjectCf typeCode="SBJ™>
{observationBvent classCode="0BS” moodCode="EVN™>
{code code="2" codeSystem="2.16.840. 1. 113883.3.989.5.1.3. 2.1, 19" codeSystemVersion="1.

nlue xsiitype="CE” code="J2.6.k” codeSystem="2. 16, B4C. 1. 113883.3.989.5.1.3.2. 1. 5"

<1— geeJz.6.k: —MBERROCAFER 1 —
{/observationEvent>
{/subject0f>
</instanceDfKind>
¢/consumabled
{outboundRelationshipl typeCode="SAS™>
<pzuseQuantity velue="10" unit="G.k.9.1i.3. [b"/>
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¢l— .k 9.4.3, la: Time Interval between Beginning of Drug Administretion and Start of Reaction /
Event {number) Drug #1, Reaction #1 —> .
¢}=- 6.k 9. 1.3. 1b: Time Interval betwsen Beginning of Drug Administration and Start of Reaction /
Bvent (unit) Drug #1, Resction #1 —> :
<actReferance classCode="0BS” moodCode="EVN™>
<id root="154eb889-058b-45F2-a02f-42d4d6£4657 />
{/actReference’ |
{/outboundRelationshipl>
<cutboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k.5. 1.3.2b6"/>
- ¢l— G.k 9.1, 3.2a: Time Interval between Last Duse of Drug and Start of Resction / Event (number)
Drug #1, Reaction #1 —> i
¢l— 6,k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #1 —> '
<actReference classCode="0BS™ moodCode="EYN">
<id root="1564ebB889-058b—45f2-a02f-42d4dBF4657E />
</sctReference>
<{/outboundRelationshipl>
{outhoundRelationshipl typeCede="SAS">
(pauseQuantity value="10" unit="G.k 9,1, 3.1b"/>
. <¢}— 6.k 0.i.3. 1a! Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number) Drug #1, Reaction #2 —>
. ¢}~ G.k.9.i,3.1b! Time Interval between Beginning of Drug Administration and Start of Reaction /
Byent (unit) Drug #1, Reaction #2 —>
{actReference classCode="0BS” moodCode="EVN™>
<id root='2baa28dﬁ-c938-4Ec‘—93e9—5h860b314220'/ >
{/actReference>
{/outboundRelationshipl> }
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="1¢" unit="G.k 9.1i.3.2b"/>
. <l= G.k 9.3 3. 2a: Time Intervel betwsen Last Dose of Drug and Start of Reaction / Event (ntmber)
Drug #1, Reaction #2 —>
¢l-- G.k.9.3.3,2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #2 —>
{actReference classCode="0BS” moodCode="EVN™>
{id root="2baa?8d6~cOeB-4ehic-93e9-5b8GNDI142207 />
{/actReferencs>
</outboundRelaticnshipl>
{putboundRelationshipl 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 /
Bvent (number) Drug #1, Reaction #3 —> :
) . ¢I=— 3,k 9.1, 3. 1b: Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit) Drug #1, Reaction #3 —> ‘
<actReference classCode="0BS" moodCoda="EVN™>
<id root="3a8626cb-0f1b-deak-Ba0f-e0ff34430adf"/>
</actReference>
</outboundRe}ationshipl>
<outboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k.9.1.3.2b"/>
¢]— 6.k 9.1, 3.%2a! Time Interval between Last Dose of Drug and Start of Reaction / Bvent (number)
Drug #1, Reaction #3 -~ ' .
<l— 6.k 9.4,3 2b! Tima Interval betwsen Last Bose of Drug and Start of Reaction / Bvent {unit)
Drug #1, Reacticn 3 —>
{actReference classCode="0BS" moodCode="EVN™>
<id root="3a8626ch-9f1b—deal-8a0f-e0f£54430adf"/>
¢/actReference>
{/outboundRelationshipl>
<outboundRelatienshipl typeCode="SAS">
CpanseQuantity value="10" unit="G.k. 9.1.3.1b"/>
. <|=- 6.k 9.1.3.1a! Time Interval between Beginning of Drug Admnistratian and Start of Reaction /
~ Event (mumber) Drug #1, Reaction #4 —> .
¢l— G.k 8.4.3.1b: Time Interval betwsen Beginning of Drug Administration and Start of Reection /
Event (unit) Drug #1, Reaction #4 —> '
' {actReference classCode="0BS™ moodCode="EVN">
<id root="2e99840f—08b4-409c-B0LT-dd8415F4f8a5" />
£/actReference>
{/outboundRelationshipl>
ZoutboundRelatienshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.31.3.2b"/>
{|— 6.k 9.4.3. 2a: Time Interval between Last Dose of Drug and Start of Resction / Event (number)
Drug #1, Reaction #4 —>
’ <!— G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
Drug #1, Reaction #4 —> '
{actReference c¢lassCode="0BS" moodCode="EVN">
¢id root="2e99840f-0Bb4-499c-BOfF-ddB415F 418257 />
{/actReference> .
</outboundRelationshipl> . N
{outboundRelaticnshipl typeCode="SAS™>
{pauseQuantity value="10" urit="G.k.9.i.3.1b"/> \
¢l— G.k.9.1.3.1a: Time Interval betwesen Beginning of Drug Administretion and Start of Reaction /
Event (mumber) Drug #1, Reastion #5 —— .
. {l— G.k 8.i.3.Ib! Time Intervel between Beginning of Drug Administration end Start of Reaction /
Event {unit) Drug #1, Reaction #5 —> '
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Drug #1, Reaction #5 —>

Drug #1, Reaction #5 —>

Event (number) Drug #1, Reaction #6 —>

Event (unit) Drug #1, Reaction #6 —

Drug #1, Reaction #6 —>

Prug #1, Reaction #5 —>

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

Event (unit) Drug #1, Reaction #7 —>

Drug #1, Reaction H#T —=>

Drug #1, Reaction #7 —>

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

Bvent (unit) Drug #1, Reaction #8 —>

Drug #1, Reaction 8 —>

Prug #1, Reaction B —>

displayName="blinded”/>

<actReference classCode="0BS" moodCode="EVN">
<id root="1071064c-cf10-4a3h~83c1-34f3ddbTeabd”/>
<{/actReference>
{/outboundRelationshipl>
{outboundRelationshipl typeCode="SAE">
. {pauseQuantity velue="10" unit="G, k. 9. i.3.2b"/>
¢I— 6.k 9.1.3.2a3 Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

{fe 5.k 9.1, 3. 2b; Time Interval between Laast Dose of Drug and Staxrt of Reaction / Bvent (unit)

{actReference classCode="0BS" moodCode="BVN">
¢id root="1071064c~cf10-4a3b-83c1-34f9ddbTeabd”/>
{/actReference>
{foutboundRelationshipl>
{outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k 9.i.3.1"/>
{l=- 6.k.9.1.3. la: Time Interval between Begianing of Drug Administration and Start of Reaction /

{l== G.k. 9. 1.3 1b: Time Interval betwsen Beginning of Drug Administration end Start of Reaction /

{actReference classCoda="0BS" moodCode="EVN">
(id root="1f927283-10b6-4334-9d43-e925640fb1BE" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typaCode="SAE™
{pavseQuantity value="10" unit="5.k 9.4.5.2b"/>
<l— G.k.9.4.8.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

¢I— G. k. 9.4.3.2b: Tine Interval between Last Dose of Drug and Start of Reaction / Event (unit)

<actReference classCode="0BS” moodCode="EVN">
<id root="1f927283-10bE~4334-9d43~e925640fb18F" />
{/factRaference>
</outboundRelationship>
<otrtboundRelatianshipl typeCode="545">
{pauseQuantity value="10" unit="6.k. 9.i.3.1b"/>
<1— G.k9.i.3.1a! Time Interval between Beginning of Drug Administration and Start of Reaction /

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

{actReference classCode="0BS" moodCode="EVN")>
{id root="e0342963-38be-423f~b5bb=calibc2Tod8a"/>
{/actReference?
{/outboundRelationshipl}®
CoutbeundRelationshipl typaCode="SAE™>
<pauseQuantity value="10" unit="G¢.k. 6.i.3.20"/>
-Gk 9.1, 3.22: Time Interval between Last Dose of Drug and Start of Reaction /- Event (number)

<|— 6.k 9.i.3.2b! Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)
<actReference classCode="0BS” moodCode="EVN">

<id root="e0342969-38be~423f-b6bb—col14bc270d8e™/>
</actReference’

-¢/outboundRelationshipl>

{outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" vnit="G.k. 9, i,3.1b"/>
<l== G.k.9.i.3. la: Time Interval between Beginning of Drug Administration and Start of Reaction /

=~ 6.%. 2.4, 3. 1b! Time Interval between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS" moodCode="BWN">
¢id root="al5be092-80T0-426d-af04-6863263443e07/>
{/actReference>
{/outboundRelationshipl?
{cutboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" unit="G.k 9.i.3.2b"/>
<|— 6.k 9.1. 3. 2a: Time Interval betwsen Last Dose of Drug and Start of Reaction / Event (nugher)

<l— G.k.9.1.3.2b¢ Time Interval hetween Last Dose of Drug and Start of Reaction / Event (unit}

<actReference classCode="0BS" moodCode="EVN™>
{id root="al5be0y2-B070-426d-af04-6863263443e0"/>
{/actReferencad
</outboundRelaticnshipl?
{outboundRelationship? typeCode="PERT™>
' {observation classCode="0BS” moodCode="R¥N™>
{eode cods="6" codeSystem="2. 16. 840. 1. 113883. 3.989. 2. 1, 1, 19" codeSystenVersion="1.1"

{value zsi:type="BL" value="true”/>
<|— G.k.2,5: Investigetional Product Blinded #1 -->
{/chservation) -
</outboundRelationship2>
CoutboundRelationship2 typeCode="CONP">
<l— 6.k 4.xr: Desage and Relevant Information (repeat as necessary) #l-1 —>
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{substanceAdministration clessCode="SBADM" moodCode="EVN™>
Ctext)G. k. 4. 1. B text> .
{J— G.k.4.r.8: Dosage Text #1-1 —>
{effectiveTine xsi:type="SXPR_TS™>
{comp xsi:type="PIVL_TS™>
<period value="10" unit="G.k 4.r.3"/>
¢]— 6.k 4. 1.2 Number of Units in the Interval #1-1 —>
¢l G.k.4.r.3: Definition of the Time Interval Unit #1-1 —>
¢/comp>
{comp xsi’type="IVL_TS" cperator="A">
. <low valus="20090101"/> .
{|— G.k 4 r.4: Date and Time of Stert of Drug #1-1 —
<high valus="200901017/>
¢|— G.k 4.r.5: Date and Time of Last Administration #1-1 —>
{/comp>
{comp x5i: typa— *IVL_TS" operator="A">
<width value="4" unit="G.k.4.r.6b"/>
¢l=— G.k.4.x. 6a: Duration of Drug Administration (number) #i-1 —>
<l— G.k 4.1.6b: Duration of Drug Administratien (unit) #1-1 —>
</camp>
{/effectiveTime> .
CrouteCede code=' Lk 4.1, 10, 267 codéSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 14"
codeSystemVersion="G. k. 4. r. 10. 2a”> .
. <l— G. k 4,1.10,2a Route of Administration TermID Versicn Pate / Number #1-— —>
¢|— G.k.4.r.10.2b: Route of Administration TermID #1-1 —>
{eriginalText>G. k. 4. 1. 10, 1{/originalText>
<I— 6.k 4.r.10.1: Route of Administration (free text) #1-1 —>
{/routeCode>
- ¢doseQuantity value="10" unit="G.k.4r.1b"/>
{l— G. k.41 la Doss (number) #1-1 —>
¢|== G.k.4.1.1b: Dase (unit} #1-1 —>
{consumzble typeCode="CSH">
{instance0fKind classCodes"INST™>
<preductIngtancelnstance classCode="MMAT" detemlnerCode— INSTANCE™>
<lotNumberText>G. k. 4. v, 7{/1otNunberText>
{l— G.k 4.r.7: Batch / Lot Number #1-1 —>
¢/productInstancelnstance>
<kindOfProduct classCode="MYAT" determinerCode="KIND™>

' <formCode code="G. k. 4.1.9, 2b" codeSystem="TBD-DoseForn”. codeSysterVersion="6. k. 4.
r.9.2a">
¢}— 6.k 4.7.9.2a: Pharmaceutical Dose Form TermlID Versich Date / Numbser #1-1
—>
¢l— 6.k 4.7.9.2b! Pharnaceutical Doge Form TeznID #1-1 —>
{originalText?G. k. 4. r. 9. 1¢/originalText>
<l— G.k 4.1.9.1: Pharmaceutice]l Dose Form (free text) #1-1 —>
{/formCode>
</kind0fProduct>
</instance0fKind>

{/consumable)>
<inboundRelationship typeCods="REFR"> -
{observation classCode="CBS" moodCode="EVN">
¢code code="28" codeSystem="2. 16, 840, 1, 1138B3. 3.989. 2. L. 1. 19" codeSystenVersion="1.1"
displayName="parentRouteOfAdministration”/>
! ¢value xsiitype="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"> .
¢!— G.k 4.1.11. 2a: Parent Route of Administration TexmID Version Date / Number
f1-1 —> .
<}— 6.k 4.r 11.2b: Parent Route of Administration TemmID BI-1 —>
<ocriginalText?G. k. 4. 1. 11 1{/originalText>
¢]~= G,k 4.7, 1L, 1 Parent Route of Aduinistraticn (free text) #i-1 —>
</valua>
{/vbservationd
{/inboundRelationship>
</substanceAdministration>
</outboundRelationship2>
{cutboundRelationship2 typeCode="COMP™>
<!— G.k'4 r: Dosage and Relevant Information (repeat as necessary) #1-2 —>
{substanceAdministration classCods="SBADM" moodCode="EVN">
<textdG. k. 4. r. 8</text>
¢!~ G.k 4.1.8: Dosage Text #1-2 >
<offectiveTime xsi:type="SYPR_TS™>
{comp xsi!type="PIVL_T5">
{period value="10" unit="6. k. 4.r.37/>
<]— G.k 4.r. 27 Nupber of Units in the Interval #1-2 —>
¢]== G,k 4.r.3: Definition of the Time Interval Unit #1-2 —>
</comp> .
{comp xsiitype="IVL_T3" operator="A">
<low value="20090101"/>
¢l— G,k 4.r.4: Date and Time of Start of Drug #1-2 —>
<high value="20000101"/> f
<I— G.k 4.7.5: Date and Time of Last Administration #1-2 —
</conp>
{/effectiveTime>
(routeCode cade="G. k 4.r. 10, 2b" codeSystem="2. 16,840, 1. 113883, 3,989, 2. L. l ity
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cedeSystenY¥ersion="G. k. 4. 1. 10. 2a">

r.9.2a">

displayNeme="parentRoute0fAdninistration”/>

14" codeSystenVersion="G. k. 4.x. 11, 2a™>

#1-2 =

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

r.9.2a7>

-2

{l— 6.k. 4 r.10. 2a! Route of Administration TermID Version Date / Number #1-2 —>
{l— G.k.4.r.10. 2b: Route of Adwinistration TermID #1-2 —>
{originalText>G. k. 4. x. 10. 1<{/originalText>
<l— G.k 4.1, 10. 1: Route of Administration (free text) #1-2 ==
</routeCodss
{doseQuantity value="10" unit="G.k. 4. zr. Ib"/>
{I— G.k 4.r. 1a Dose (number) #1-2 ~>
= G,k 4.r.1b: Dose (unit) #1-2 —>
<consumable typeCode="CSH"> ’
{instance0fKind classCode="INST” >
<productInstanceInstance classCode="MMAT" determinerCode=" INSTANCE >
<lotNumberText>G. k. 4. 1. 7</lotNunberText>
¢|— G.k 4.r. 7! Batch / Lot Number §1-2 —>
</productInstancelnstance>
<kindOfPreduct classCode="MMAT™ determinerCode="KIND">
<fornCode code="G.k.4.1.9.2b" codeSysten="TBD-DoseForm” codsSystemVersion="G. k. 4.

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

<l G.k.4,x.9. 2b: Pharmacentical Dose Form TermID $1-2 —>
{originalTextsG. k 4. r. 6. 1</originalText>
{I— G.k.4.r.9. 1! Pharmaceutical Dose Ferm (free text) #¥1-2 —
{/formCode>
</ kinddfPraduct>
¢/instanceOfKind>
{/consumable>
<inboundRelationship typeCode="REFR™> |
{observation classCode="0BS” moodCade="EVN™>
{code code="28" codeSystem="2, 16.840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1, 1"

<value xsiitype="CE" code="G.k.4.r.11.2b" codeSystem="2. 16.840, 1. 113883, 3,980, 2. 1. 1.
{!— G.k.4.r.11. 2a: Parent Route of Administration TermlD Version Date / Number

<!~ G.k 4.x.11. 2b: Parent Route of Administration TermID #1-2 —>
<originalTexi>G. k. 4.r. 11. 1{/originalText>
¢l== G.k 4.1.11.1: Parent Route of Administratien (free text) #1-2 —>
{/valusy
¢/observation>
</inboundRelationship>
{/stbstahceAdministrationd
{/eutboundRelationship2>
<outboundRelationship2 typeCode="COMP">
¢l— G.k.4,r: Dosage and Relevant Information (ropeat as necessary) BI-3 —>
{substanceAdministration classCode="SBADM" moodCods="EVN">
{textoG. k 4. r. BS/text>
<— Gk 4.r.8: Dosege Text #1-3 ——>
CeffectiveTime xsi:type="SXPR_TS">
{comp xsiitype="PIVL_TS™>
<period value="10" unit="G.k.4.r.3"/>
<l— G.k4.x. 2: Number of Units in the Interval #1-3 —>
<I-— G.k. 4. r. 3: Definition of the Time Interval Unit #1-3 —>
</comp> .
{comp xsiitype="IVL_TS" operator="A">
<low value="20090101"/>
{1-- G. k. 4.r.4: Date and Time of Start of Drug #1-3 —>
<width value="4" unit="G.k 4.r.86"/>
{|= G.k.4.r,6a: Duration of Drug Administration (number) #1-3 —
{|— G.k 4.1.6h: Du.rat:lon of Drug Administration (unit) #1-3 —>
</comp)
{/effoctiveTime>
{routeCode code="G. k. 4. r. 10. 2b” codeSystem="2, 16, 840, 1, 113883, 3,989, 2, L. 1. 14"

¢l— G.k. 4,1, 10. 2a° Route of Administration TernID Version Dats / Number #1-3 —>
{l=— G.k. 41 10,2b: Route of Administration TermID #1-3 —»
CoriginalText>G. k. 4. r. 10, I</original Text>
¢l— G.k.4.r.10. 1: Route of Adninistration {fres text) #1-3 —>
{/routeCode>
<doseQuantity value="10" unit="G.k. 4.r.1b"/>
¢!— G,k 4. 1. 1a Dose (number) #1-3 —>
<{— 6.k.4.r.1b: Dose (unit) #1-3 —>
Cconsumable typeCode="CSH™>
{instance0fKind classCode="INST">
{productinstancelnstance classGode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7/ lotNumberText>
¢l-- G.k.4.1.7: Batch / Lot Number $1-3 —
{/producinstancelnstanced
<kind0fProduct elassCode="MMAT". determinerCode="KIND">
{fornCode code="G, k.4.r.9.2b" codeSystem"TBD-DoseForm”™ codeSystemVersion="G.k. 4,

¢!— 6.k 4.1.9. 2a: Pharmaceutical Dose Form TexmID Version Date / Number H#1-3

<1— G.k 4.1.9.2b: Pharmaceutical Dose Form TermID #1-3 —>
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displayName="parentReuteOfadministretion”/>
14" codeSystemVersion="G. k. 4. 1. 11. 2a">

#1-3 —

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

r.9.2a"™>

displayName="parentRoute0fAdninistration”/>
14" codeSystemVersion="G. k. 4 r. 11. 2a™>

#1-4 —>

<originalText>6. k. 4. r. 9. 1¢/originalTaxt>
¢]— G.k. 4.1.9. 1 Pharmaceutical Dose Form (free text) #1-3 —>
</formCode>
{/kind0fPreduct>
</instance0fKind>
{/consumable>
{inboundRelationship typsCode="REFR™>
{observation classCode="0BS™ moodCode="EVN"> ‘
{code code="28" codeSystem="2.16. 840. 1. 113883. 3,989, 2. 1. L. 19" codeSystemYersion="1.1"

<value xsi:type="CE" code="G.k, 4.7, 11.2b" codeSystem="2. 16,840 1. 113883, 3.98%. 2, L. L
<l— G.k 4.7x 11, 2a% Parent Route of Administration TermID Version Date / Number

<l-= 6.k 4.1. 11, 2h: Parent Route of Administration TermID #1-3 —.
SoriginalText>G. k. 4. r. 11, 1{/originalTextd>
¢l== G.k 4.7.11.1: Parent Route of Administration (free text} #1-3 -->
{/value>
{/chservation>
¢/inbotndRelationship>
</substanceAdministration>

</outboundRelationship2>
<cutboundRelationship2 typeCode="COMP™>

¢l— G.k 4.r: Desage and Relevant Information (repest as necessary) #l-4 —->

. <substanceAdministration classCods="SBADM" moodCode="EVN™>

{textiG. k. 4. 1. 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"/>
<{]— G. k. 4r 2: Number of Units in the Intervel #1-4 —>
¢l— G.k 4.1. 3: Definition of the Time Intetrval Unit #1-4 —>
</comp> '
{comp xsiltype="IVL_TS" operator="A">
<width value="4" unit="G.k 4.x.6b"/>
{l== G k. 4.r.6at Duration of Drug Aduinistration (number} #1-4 —>
¢|— G.k.4.r.6b: Duration of Drug Adwinistration (unit) #1-4 —>
<high value="20090101"/>
{[=~ G, k.4.r.5' Date and Time of Last Administration #1-4¢ —>
{/cop> .
</effectiveTine> .
{routeCode code="G. k. 4.1, 10, 2b” codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 14"

¢l— G.k 4. 10, 2a: Route of Administration TermID Version Dats / Number #I-4 —->
<l— G. k. 4r.10.2b: Route of Administration TermID #1-4 —>
LoriginalText>G, k. 4. r. 10, 1</originalText>
¢!— G.k 4.r.10.1: Route of Administration (free text) #1-4 —>
{/routeCode> i
{doseQuantity value="10" unit="G.k 4.r.1b°/>
{J— G.Lk.4.r. la Dose (number} #1-4 —>
¢<l— G, I 4. r, 1b: Dose (unit) #1-4 —>
{consumeble typeCode="CSH">
{{nstanceCfKind ¢lassCode="INST™>
{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
{lotNumberText>G. k. 4. 1. 7</lotNumbexText>
{l== G,k 4,r, 7: Batch / Lot Number #1-4 -
{/productInstanceInstance’
<kind0fProduct classCode="MMAT” determinerCode="KIND™> .
<formCode code="G,k 4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

¢l— G.k.4.r. 9. 28 Pharmaceutical Dose Form TermID Version Date / Nuber #1-4

<|— G.k. 4.x.8.2b: Pharmaceutical Dose Porm TermID #1-4 —>
<originalText)G. k 4. 1. 9. 1{/originalText>
¢l== G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #1-4 —>
</fornCode>
</kind0fProduct>
¢/instance0fKind>

{/consumable>
{inboundRelationship typeCode="REFR">
{observation c¢lassCods="0BS" mocdCode="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. 1l 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 #1-4 —>
<originalText>G. k. 4, x. 11. 1{/originalText>
<l— G.k 4.1.11.1: Parent Route of Administration (free text) Hl-4 —>
</valued
{/observationd
{/inboundRelationship>
</substanceAdministration>
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codeSystenVersion="6. k. 4. r. 10. 2a">

1.9.2a">

—>

displayName="parentRouteQfAdninistration™/>
14" codeSystenVersion="6. k. 4.1.11. 2a">

#1-5 —>

</outboundRelationship2>
<outboundRelationship? typeCode="COMP™>
{|— G.k.4.r: Dosage and Relevant Information {repeat as necessary) #1-5 —>
<substanceAdministration classCode="SBADM” moodCode="EVN">
{text>G.k. 4. r. 8</text>
¢(l— G.k. 4.1 8: Dosage Text #1-§ —>
<affectiveTime xsi:itype="SXPR_TS™>
Ccomp xsi’type="IVL_TS™>
<low value="20060101"/>
¢|— G.k4.r.4: Date and Tims of Start of Drug #1-5 —>
<high velue="20090101"/>
{l=~ G.k. 4.r.5: Date and Time of Last Administration #1—5 —
</comp> ’
Ceonp xsittype="IVL_TS" operator="A">
' ¢width value="¢" wnit="G.k.4.r.66"/>
{I=~ G, k.4.r,6a: Duration of Drug Administration (number) #1-5 —>
<l— G.k 4.r.6b: Duration of Drug Administratien (unit) #1-5 —
</comp>
{/effoctiveTime>
{routeCade code="G. k 4.r. 10. 2b” codeSystem="2. 16. 840. 1. 113883.3.989.2. 1. 1. 147

,¢— G.k.4.r.10.2a: Route of Administration TermID Version Date / Numher #1-5 —>
{— G¢.k.4.1.10.2b: Route of Administration TermID #1-5 —>
<originalText>G. k: 4. r. 10. 1</original Text>
{l— 6.k 4.1.10.1% Route of Adeinistration (free text) #1-5 —>
{/routeCode>
{doseQuantity value="10" unit="G, k. 4.x. 1b"/>
{}— G.k 4.1 la Dose (number) #1-5 —>
{|— G.k.4.r. 1b: Dose (unit) #1-5 —>
Ceonstmable typeCode="CSM™>
{instanceOfKind ¢lassCede="INST">
¢productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">
<letNumberText>G, k. 4. 1. 7</lotNunberText>
<l— G.k 4.r. 7 Batch / Lot Number $1-5 —>
</productInstancelnstance’
{kind0fProduct classCode="MMAT” determinerCode="KIND™>
<formCode code="G.k.4.r. 9. 2b" codeSystem="TBD-DoseForm”™ :odeSystamVersmn- G. k. 4.

{!— G.k. 4.x.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-5
{}— 6.k 4.r.9.2b: Pharmaceutical Dose Form TermID 1-§ —
{originalText>G. k 4.r. 9. 1{/criginalText>
¢l=— G,k 4.1.9, 1! Pharmaceutical Dose Form (free text) #1-5 —>
¢/formCode?
</kind0fProduct>
{/instance0fKind>

/consumable>
{inboundRelationship typeCode="REFR">
{observation ¢lassCode="0B5S" moodCode="E¥N™>
<code code="28” codeSystem="2. 16, 840, 1, 113883, 3,989, 2, 1. 1. 19” codeSystenVersicn="1.1"

Cvalue xsi:type="CE” code="G.k. 4.x.11.2b" codeSystem="2.16.840, 1, 113883, 3,989.2. 1. 1.
¢l— G.k 4.1.11. 2a* Parent Route of Administration TermID Version Date / Number

<l— 6.k 4.1. 11, 2b: Parent Route of Administration TermID #1-5 —>
CoriginalTextdG, k. 4.1, 11 1{/originaiText>
{!— G.k 4.r.11.1: Parent Route of Administration (free text) #1-5 =->
{/value>
_{/observation>
¢/inboundRelationship>
¢/substanceAdministration®
{/outboundRelationship2>
<eutbeundRelationship2 typeCede="COMP” >
<l— G.k.4.7: Dosage and Relevant Informatxan (repeat as nenessary) #1-6 -
{substanceAdministration classCode="SBAIM" moodCode="EVN">
{text?G. k 4. 1. 8</text>
¢l G. k. 4.1.8: Dosage Text #1-6 —=>
{effectiveTime xsi:type="SXFR_TS™>
{comp xsi:type="PIVL_TS™>
{period value="10" unit="G.k.4.x.3"/>
¢t— G.k. 4.1.2: Nowber of Units in the Interval #1-6 —
<4 Gk 4.1. 3! Definition of the Time Interval Unit #1-6 —>
</comp>
Leomp xsiitype="IVL_TS" operator="A">
<low value="20090101"/>
€l== G.k 4. x.4' Date and Time of Start of Drug #1-6 -->
<width value="4" unit="G.k. 4.r.65"/>
<l— G.k 4.1, 627 Duration of Drug Administration (number) #1-6 —>
{}— G.k 4.r. &b Duration of Drug Administration (unit) ”1—6 -
Seomp>
* comp xsiltype="IVL_TS" operator="A">
<high value="200901017/> )
¢l— G.k.4.7.5: Date end Time of Last Administration #1-6 —>
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codeSystenVersion="G. k. £ r. 10, 2a">

1.9.2a" .

'l

displayName="parentRouteOfAdministration™/>
14" codeSystemVersion="6.k.4.1r. 11.2a">

#1-6 —>

codsSystenVersion="G. k. 4. 1. 10. 2a”>

r.9. 227>

</comp>
{feffectiveTime>
{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 #1-6 —>
<l— G.k. 4.1, 10. 2b: Route of Adwinistration TermID #1-6 —>
<originalText>G. k. 4 r. 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"/> .
{l— G.k.4.r.1a Doss {(number) #I-1 —>
{l= 6.k 4r 1b: Dose (mit) #1-1 —>
{consumable typeCode="CSH">
{instanceOfKind classCode="INST">
<productInstancelnstance classCodes"MWAT™ determinerCode=" INSTANCE >
{otNumberText>G, k. 4. 1, 7</lotNunbexText>
<{— G.k 4.1.7: Batch / Lot Number #1-1 —>
</preductInstancelnstance
<kindOfProduct classCode="MMAT". deteriinerCode="KIND">
{formCode code="C. k. 4. r. 9. 2b" codsSysten="TBD-DoseForm” codeSystemVersion— Gk 4.

¢|— G.k.4.1.9. 2a: Pharmaceutical Dose Porm TermID Yorsion Date / Number #1-8

<{l— G.k.4.1r.9.2b: Pharmaceutical Dose Rorn TernlD #1-6 —

{originalText>G. k. 4. r. 9. 1{/originalText>
<|== G.k.4.1.9.1: Phermaceutical Dose Form (free text) #1-6 -=>
{/TormCode>
</kind0fProduct>
</instanceOfKind>

</constmzble>
<inboundRelatienship typeCode="REFR™>
{observaticn classCode="0BS" moodCode="EVN™>
<code code="28" codeSystem="2, I, 840, 1, 113883, 3,989. 2,1, 1, 19" codeSystemVersion="1.1"

<value xsiitype="CE” code="G.k 4.1, 11. 2b" codeSystem="2. 16. 840. 1, 113883, 3.989. 2. 1. 1.
<l— G.k 4.1.11. 2a: Parent Route of Administration TermID} Version Date / Number

{l~~ G.k.4.7.11. 2b: Parent Route of Administration TermID #1-6 —>
{originaiText>6. k. 4. £ 11. 1<{/originalTextd
¢l— G.k. 4.r. 1L 1: Parent Route of Adwinistration (free text) §1-6 —>
{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<eutboundRelationship? typeCode="COMP*>
{l— G.k 4.r: Dosage and Relevant Information {repeat as necessary} #1-7 —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
{text>G. k. 4. r. 8/ taxt>
¢!— G.k.4.r.8: Dosage Text #1-7 —>
{effectiveTlime xsi:type="SXPR.T5">
{comp xsi:type="IVL_T5">
<low value="20090101°/>
{!— G. k. 4.r.4: Date and Time of Start of Drug #-7 —
<width value="4" unit="G. % 4:1.6b"/>
¢}— Gk 4.r. 62 Duration of Drug Administraticn (numher} #1-7 —>
<— G k.4.r.6b: Duration of Drug Administration {unit) #1-7 —>
</ comp>
{comp xsi:type="IVL_TS" uperator— "A">
<high value="20080101"/>
{l~ 6.k 4.r.5: Date and Time of Last Administration #1-7 —>
</comp>
¢/effoctiveTimed
{routeCode code="G.k 4.r. 10.2b" codeSystem="2. 16. 840. 1. 113583. 3.089. 2. 1. 1. 14"

<{|— G.k 4.r.10.2a: Route of Administration TermID Versich Date / Number #1-7 —>
¢l— 6.k 4. 1. 10, 2b: Route of Administretion TermID #1-7 —>
{originalText>G. k. 4, r. 10. 1{/originalText)>
<{— Gk 4.r.10.1: Route of Administration (free text) #1"7 -
{/routeCode>
{doseQuantity value="10" unit="G.k 4.z, 1b"/>
¢}— G k.4.1r.1a Dose (number) #1-7 —>
= Gk 4.1 1b: Dose (unit) #1-7 —>
{consumable typeCode="CSH">
{instanceOfKind classCode="INST"> )
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE™> '
(otNumberText>G, k. 4. 7. T</1otNumberText>
{!— 6.k 4. 1.7 Bateh / Lot Numher 1-7 —>
. ¢/productInstanceInstance>
<kindOfProduct classCode="MMAT" determinerCods="KIND">
{FormCede code="G. k. 4, ., 9, 2b” codeSystem="TBD-DoseForm™ codeSystemVersion="0. k. 4.

{}— G.k.4.r.9.2a: Pharmaceutical Dose Form TexmID Version Date / Number #1-7
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—>

displayﬂam#'parentﬂouteOfAclministraticn'/>
14" codeSystenVersion="6. k. 4.1. 11, 22™>

-1 —

displayName="cumulativeDoseToReaction™ />

displayName="gestationPeried”/>

displayName="recurrance0fReaction” />

codeSystenVersion="2, 0"/>

displayName="recurrance0fReaction”/>

codeSystenVersicn="2. 07/>

displayName="codedDrugInformation”/>

codeSystenVersion="2.0"/> -

displayName="codedDrugInformetion”/>

<!— G.k 4.1.9.2b: Pharmaceutical Dose Porm TermID #1-7 —>
<originalText?G. k 4. 1. 9, 1</original Text>
<|— 6.k 4.1r.9.1; Pharmaceutical Dose Form (free text) #1-7 —>
</formCode>
</kind0fProduct)
</instance0fKind>

{/consumable>
(inboundRelationship typeCede="REFR™>
{observation classCode="0BS" moodCode="EVN">
<code code="28" codeSystem="2. 16, 840, 1. 113883, 3,989, 2. 1. 1. 19" cocdeSystemVersion="1.1"

<valus xsi‘type="CE" code="G.% 4. 1. 11,2b" codeSystem="2, 16.840, 1, 113883, 3,989,2, 1. L.
¢l— G.k 4.1 1L 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. ik 4 r. 11 1</original Text>
I~ G.k 4.r 11 1: Parent Route of Administration (free text) 1-7 —>
{/veiue>
</observationd
¢/inboundRelaticnshipd
{/substanceAdministration>
</outbeundRelationship2>
<outboundRelationship? typeCode="SMM">
Cobservation clessCode="0BS” moodCode="EVN™>
{cods code=:'14' codeSystem="2, 16, 840, 1. 113683, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

¢value xsiitype="P¢" valus="10" unit="G.k. 5b"/>
¢{I— G. k. 5a: Cumulative-Dose to Pirst Reaction (number) #1 —>
¢l= G.k.5b! Cumulative Dose to First Reaction (unit) #1 -
{/observation>
{/outboundRelationship2>
<putbeundRelaticnship? typeCode="FERT™>
{ohservation classCode="0BS” moodCode="EVN">
{code code="16" codeSystew="2. 16, 840, 1. 113883 3, 989. 2, 1. 1. 19" codeSystenVersion="1.1"

{value xsistype="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>
¢/cutboundRelationship2>
<outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
{code code="31" codeSystem="2, L6.840. 1. 113883, 3, 989, 2. 1. 1, 197 codeSystem\fersmn— .17

<value xsiiiype="CE" code="G.k. 9.i.4" codeSystem="2. 16. 840, 1. 113853, 3. 989. 2.1, 1. 16"

¢l— 6.k 9.4 4: Did Reaction Rscur ot Re-administration? Drug #1, Reaction #1 —>
{outboundRelationshipl typeCode="REFR">
CactReference classCode="0BS" moodCede="EVN"> .
<id root="154ebBB9-968b-46f2-a02f-42d4d6F4657E7 />
{factRefarence>
</outboundRelationshipl>
{/observation>
{/outboundRelatisnship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0B3" moodCode="E¥YN">
<ecode code="31" codeSystewn="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 19”7 codeSystemVersion="1.1"

<value xsiitype="CE" code="G.k.9.1i.4” codeSystem="2. 16. B40. 1 113883, 3.989.2.1. L. 16"

£l— 6.%.9.1.4¢ Did Reaction Recur on Re-ndministration? Drug #I, Reaction #2 —»
{outboundRelationshipl typeCods="REFR™>
" <actReference classCode="0BS" moodCode="EVN">
<id root="2baa?8d6-c9e8-4e6c-93e9-5b3600h314220" />
{/actReference>
{/outboundRelationshipl>
¢/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="REFR™>
{observatich classCode="0BS" moodCode="EVN">
{code code="9" codeSystem="2. 16.840. 1. 113883, 3. 989. 2. 1. 1. 197 codeSystemVersion="1.1"

{value xsi!type="CE" oode="G.k. 10.r" codeSystem="2.16.840. 1, 113683,3,089,2,1. 1, 17"

{1— G.k 10.r: Additional Information on Drug (coded) (repeat es necessary} #1-1 —>
</observation>
</outboundRelationship2>
<putboundRelationship? typeCode="REFR">
<ohservation classCode="0BS™ moodCode="EVN">
{code code="9" codeSysten="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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codeSystenVersion="2.0"/> .
{l— 6.k 10.1: Additionsl Information on Drug {(caded) (repeat as necessary) #1-2 —>
</cbservation®
{/outboundRelationship2>
<outboundRelationship2 typeCode— REFR"™>
<observation classCode="0BS™ moodCode="EVN™>
Ceode code="2" codeSystem="2, 1&. B40. 1. 113883, 3. 980. 2. 1. 1. 19" codeSystemVersion="1,1"
displayName="edditionalInformation”/>
' <value xsi:type="SI">G. k. 11</value> ,
<l== G.k 11: Additional Information on Drug (free text) #1 —>

<{/cbsarvation>
. </outboundRelationship2>
. <{inboundRelationship typsCode="RSCN™>
. <{observation classCods="0BS” maodCode="EVN">

{cods code="1%" codeSystem="2. 16, 840, 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="indication”/> .
% <value xsi:type="CE” code="G.k.7.7,2b" codeSystem="2Z, 16. B40. 1. I13883. 6. 163" "codeSystenVersion=
"Gk 7.x.2a">
{l— 6.k 7.r.2a: HedDRA Version for Indication #1-1 —>
{}— 6.k 7.1.2b:- Indication (MedDRA code) #1-1 —>
CoriginalText?B. k. 7. 1. 1¢/originalText>
— Gk T.rl: Indmatmn as Reported by the Primary Source #1-1 —>
{/value>
{performer typeCode="PRF">
{assignedBntity classCode="ASSIGNED">
<cods code="3" codeSysten="2. 16, 840. 1, 113883. 3. 989, 2, 1. L 21" codeSystenVersion="1.0"
displayName="saurceReporter/> '
{/essignedEntity>
{/performer>
</observation>
</inboundRelatienship>
<inboundRelationship typeCode="RSON">
<observation classCode="0BS" moodCode="BVN">
o <cods code="19" codeSystem="2, 16, 840, 1. 112883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displuyName="indication”/> }
<value xzsiitype="CE” code="G.l.7.r.2b" codeSystem="2. 16. 840, 1, 113883. 6. 163" codeSystemVersion=
“6. k. 7.1.22">
¢l~= G.k.7.x.2a: MedDRA Version for Indicatien $1-2 —>
¢|— G. k. 7.r.2b: Indication {MedDRA code) #1-2 —>
{originalText>G. k. 7. 1. 1</originalText>
¢l== G. k. 7.r.1; Indication as Reported by the Primary Seurce #1-2 —>
{/value> .
<parformer typeCode="PRF">
{assignedEntity classCode="ASSIGNED™>
<code code="3" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 21" codeSystenVersion="1.0"
displayNeme="sourceReporter”/> ' \
</assignedEntity>
{/performer>
{fehservation>
</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. 167 codeSystemVsrslon— 2,.0%/
¢!— Gk 8 Action(s) Teken with Drug #1 ~->
¢{fact>
</inboundRelationship>
{/substanceAdministration>
</component>
<l— 6.k Drug(s) Information {repeat as necessary) #2 —>
{component typeCode="COMP"™>
{substanceAdministretion classCode="SBADM” moodCode="EVN™>
<id root= 68d6f5cs—3b3b-45c?—92dd—69&06730c3a9”/>
{consumable typeCode="CSM™>
{instance0fKind classCode="INST™>
<kindOfProdust classCode="MMAT" determinerCode="KIND">
<code code="G, k. 2. 1. 2b" codeSystem="TBD-PhPID" cedeSystenVersion="G.k.2.1.2a"/>
¢l— G.k.2.1.2a: PhPID Version Date / Mumber #2 -->
¢l— G.k.2.1.2b; Pharmaceutical Product Identifier (PHPID) #2 —>
. <name’G. k. 2. 2{/hame>
{l— 6.k 2.2: Medicinal Product Name as Reported by the Primary Source #2 —>
{asManufacturedProduct classCode="MANU™>
<subjectOf typeCode="SB}">
<approval clagsCode="CNTRCT" moodCode="EVN">
<id extension="G.k 3.1 rcot="2.16.840.1. 113883.3.989.2. 1.3.4"/>
¢l== G.k 2.1: Authorisaticn / Application Mumber #2 —>
<holder typeCode="HLD">
<role classCode="HLD">
<playingOrganization classCode="OR6" determinerCode=" INSTANCE b
<name>G. k. 3, 3¢/name>
<!— G,k 3.3: Name of Holder / Applicant #2 —>
- {/playingOrgenization>
</role>
</helder>
<author typeCode="AUT">
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CterriterialAutherity classCode="TERR"> )
{texritory classCode="NAT" determinerCode="INSTANCE™>
<code code="G.k 3.2" codeSystem="1,0. 3166, L. 2, 27/>
¢I— G.l.3.2: Country of Autherisation / Application §2 —>
¢/territory> ’ '
{/territorialtutharity>
{/auther>
{pertinentInformation typeCode="PERT™>
<policy classCode="PQLICY" moodCode="EVN™> |
Cooda code="J2:5, k" codeSysten="2, 16, B840, 1. 113883, 3,989, 5. 1.3.2. L. 4°
codeSystenVersien="1. 1"/> .
1— 888126 k: —BAERMED) RIESE R —
</poliey>
</pertinentInformationd
</approval>
¢/subject0E>
{subjectQf typeCode="SBJ™>
{characteristic classCode="0BS" toodCode="EVN">
{code code="1" codeSysten="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10"
codeSystemVersion="1, 0" displayNeme="#EEREORRES" /> '
. {value xsiitype="CE” code="J2.4.k" codeSystem="2. 16. B40. 1. 113883.3.989. 5. 1.3,
2.1.3" codeSystenVersion="1.1"/> .
I— ey 4.k HEEKGOREES #2 —
{/characteristic)
</subject0f>
{/asManufacturedProduct>
{ingredient classCode="ACTI™>
{quantity>
<numerator value="10" unit="G.k 2.3.r.3b"/>
¢!— G.k 2.3.r.3a: Strength (number} #2-1 —>
<!— 6.k.2.3,1.3b: Strength (unit) #2-1 —>
{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° Substence / Specified Substance TermID Version Date / Number
fi2=l —> :
¢1—- G.k.2.2.1r.2b Substance / Specified Substance TermID #2-] —>
<name>G. k. 2. 3. 1. 1{/name> .
<l-- 6.k.2.3.x.1: Substance / Specified Substance Name #2-1 —>
{/ingredientSubstance>
</ingredient>
<ingredient classCode="ACTI™>
{guantity>
{numerator velue="10" unit="G.k 2.3.x.3b"/>
<l— 6.k 2.3.1.3a: Strength (number} #2-2 —>
¢— 6. k.2.3.r.3b: Strength (unit) #2-2 —>
{denominator value="17/>
¢/quantity’>
<ingredientSubstance clessCode="MMAT™ determinerCode="KIND">
{code code="G. k. 2.3.1.2b" codeSystew="TBD-Substance” codeSystemVersion="G.k.2.3.r.
2a"/> .
¢!— G.k.2.3.1.2a: Substance / Specified Substance TermID Version Date/Number #2-
2-=>

{l— G.k. 2.3 r.2b Substance / Specified ‘Substance TermID #2-2 —>
<name>G. k. 2. 3. 7. 1</name>
{l== Gk 2.3, 1.1 Substance / Specified Substance Name #2-2 —>
{/ingredientSubstance>
</ingredient>
</kind0fProduct>
{subject0f typeCode="SBI]"> .
<productBvent classCode="ACT” moodCode="EVN"
{code code="1" codeSystem="2. 16. B40. 1. 113883. 3. 989. 2. 1. 1. 18" codeSystemVersion="1.0"
displayName="retailSupply”/>
{performer typeCode="PRF™>
<assignedBntity classCode="ASSIGNED">
{rapresented0rganization classCode="0RG" determinerCode="INSTANCE™>
<addr>
<country?G, k. 2. 4</country>
¢!— G,k 2.4 Identification of the Country Where the Drug Was
Obtained H2 —> .
</addr>
</representedOrganization)
</ussignedEntity>
</performer>
. </productBvent>
</subject0f>
{subjectOf typeCode="SB]">
<observationBvent classCode="0BS" moodCode="EVN">
' <cods code="2" codeSysten="2.16. 840, 1. 113883. 3,989.5.1. 3. 2. 1. 10" codeSystenVersion="],
07 displayName="—AtAERKHDAFER"/,>
<value xsiitype="CE” code="J2.6.k" codeSystow="2. 16.840.1.113883.3,989.5.1.3.2. 1.5"
codeSystenVersion="1. 1"/>
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Event (number) Drug #2, Reaction #1—>

Event (unit) Drug #2, Reaction ft —>

Drug {2, Reaction #1 —>

Drug #2, Reaction £1 —>

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

Event (unit) Drug #2, Resction #2 —>

Drug #2, Reaction #2 —>

Drug #2, Reaction #2 —>

Event {number} Drug #2, Reaction #3 ——>

Event (unit) Drug #2, Reaction #3 —

Drug #2, Resction #3 —>

Drug #2, Resction #3 ~=>

Evant (number) Drug #2, Reaction #4 —>

Event (unit) Drug #2, Reaction #4 —>

Drug #2, Reaction #4 —>

Drug #2, Reaction #4 —>

<1-- 88€12.6. k: —MAEXRLOAFERE # —
{/observationEvent?
</subject0f>

{/instance0fKind>
</consumabled
<outboundRelationshipl typeCode="SAS™>

<pauseQuantity value="10" unit="G. k.9, i.3. 16"/

<{l— 6.k 9.i.3. la: Time Intervel between Beginning of Drug Aduinistration and Start of Reaction !

<I— G.k.9.i,3.1b: Time Intervel between Beginning of Drug Administration and Start of Reaction /

<actReference classCode="0BS" moodCode="EVN">
<id toot="154eb88S-058b-45F2-a02f-42d4d6L465TE"/. )
</actReference’
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" unit="G.k.9.i. 3 25"/>
¢l— 6.k 9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (numbex)

¢l=— G.}.5.4.3.2b: Time Interval hetween Last Dose of Drug and Start of Reection / Event (unit)

<actReference classCode="0BS" moodCods="EVN">
<id root="1540b889-958b-4552-a02f-42d4d6F46E7E"/>
</actReference>
</outboundRelationshipl>
SoutboundRelationshipl typeCode="SAS™>
<pauseQuantity value="10" unit="G.k.9.1i.3. 16"/ .
<l 6.k 9.1,3. 1a: Time Intervel between Beginning of Drug Administration and Start of Reaction /

¢!=- 6. %.9.1,3. 1b" Time Interval betwsen Begifning of Drug Administration and Start of Reaction /
<actReference classCode="0B5" moodCode="EVN">

{id root="2baa28d6-c9e8-4ebc-93e9-5b860b3142207/>
¢/actReferenca)>

“¢/outboundRelationshipl>

¢outboundRelationshipl typeCode="SAE™>
{pavseQuantity value="10" unit="G.k. 9.1i.3.2b"/>
<}— 6.k 9.1.3.2a; Time Interval between Last Dose of Drug and Start of Reaction / Event (mumber)

<}— 6.k 9.1.3.2h: Time Interval between Last Doss of Drug and Start of Reection / Event (unit)

¢actReference elassGode="0BS" moodCode="BYN">
<id Ioot='2b3528d5—cg3814562-9339—51385013314220'/ >
{/actRefersnce>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k. 9.i.3.1b"/>
{l— 6.k 9.1, 3. la: Time Intsrval between Beginning of Drug Administration and Start of Reaction /

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

<actReference classCods="0BS" moodCode="EVN™>
<id root="328626cb—9f1b-4eaB-8a0f—o0ff34430ads”/>
{/actReference>
¢/outboundRelationshipl>
{outboundRelationshinl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k. 9.1.3.2b"/>
<l— G.k 9.1, 3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Bvent (number)

¢l— G.k.9.4.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Bvent (unit)

{actReference classCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4ea8—-8a0f-e0f£34430adf"/>
{/ectReference>
{/outboundRelationshipl>
{outboundRelationshipl typeCode="SAS™>
{peuseQuantity value="10" unit="G.k.9.1i.3.1b"/>
<l 6.k 9.1, 3. la: Time Interval between Beginning of Drug’ Aduinistration and Start of Reaction !

{l-= G.k. 9.1, 3, 1! Time Interval betwoen Beginning of Drug Administration and Start of Reaction /
<actReference classCode="0BS" moodCode="EVN">

<id root="299840£-08b4-499c~-80Ff~dd8415f4£8ab" />
{/ectReference’

¢/outboundRslationshipl>

¢outboundRelationshipl typeCode="SAE™>
¢pauseQuantity value="E0" unit#"G.k 9.i.3.20"/>
{l— 6.k. 9.1, 3, 2a! Time Interval betwsen Last Dose of Drug and Stert of Reaction / Event (number)

<J-- G.k. 9.1, 3.2b: Time Interval batween Last Dose of Drug and Start of Reaction / BEvent {unit)
<actReferance classCode="0BS" moodCode="EVYN">

<id Ioot='2999840f-08b4—499c-80ff-d68415f4f855”'/ >
{/actReference®
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Event (number) Drug #2, Reaction #5 —>

Event {unit) DPrug #2, Reaction #5 —>

Drug #2, Reaction #5 —>

Drug #2, Reaction #5 —>

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

Bvent (unit) Drug #2, Reaction H6 —>

Drug #2, Reaction #6 -

brug #2, Reaction U6 —>

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

Event (unit) Drug #2,” Reaction #7 —>

Drug #2, Reaction #7 —>

Drug #2, Reaction 7 —>

Event {number) Drug #2, Reaction H#8 —>

Event (unit) Drug #2, Reaction #3 —>

Drug #2, Reaction 8 —>

Drug #2, Reaction #B —>

</outboundRelatienshipl>

{outboundRelationshipl typeCede="SAS"> *
{pauseQuantity value="10" unit="6.k.0.i.3. 15"/ .
<l— 6.k 9.i.3.1a: Time Intervel between Beginning of Drug Administration and Start of Reaction /

{|— 6.k §.1i.3.1b* Time Interval between Beginning of Drug Adminisiration snd Start of Reaction /

<actReference classCode="0BS" moodCode="EVN">
¢id root="1071064c-cf10—4a3b-83¢c1-34£9ddbTeabd”/>
</actleference’
{/outboundRelationshipl>
{outboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="6.k 0.i.3.2b"/">
<l— 6.k 9.1, 3. 2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

<l— G.% 9.1.3.2b: Time Interval beiwsen Last Dose of Drug and Start of Reaction / Bvent (unit)

{actReference classCode="0BS” mocdCode="EVN">
{id root="1071064c-cf10-4a3b~83c1-34f9ddb7eabd" />
{/actRéference>
</outboundRelationshipi>
<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k. 9.1.3.10"/>
{l== 6.% 9.1, 3,1a! Time Interval between Beginning of Drug Admmlstratmn and Start of Reaction /

¢!— G.k.9.i.3.1b: Time Interval betwaen Beginning of Drug Administration and Start of Reacticn /

{actReference classCode="0BS" moodCode="EVYN">
<id root="1f927283-10b6-4334-9d43-e925640f018"/>
{/actReference>
</outhoundRelationshipl>
<outboundRelatienshipl typeCode="SAE™>
<pauseQuantity value="10" unit="G. k. 9.1,3;2b"/>
¢l~ G.k 9.i.3 2a! Time Interval between Last Dose of Drug and Start of Reaction / BEvent (number)

¢l=— G.% 9.1 3.2b! Time Interval between Last Dose of Drug and Start of Reaction / Event (unit)

. <actReference classCode="0BS" moodCode="EVN">
¢id root="1£927283~10b6-4334-9d43-e925640fb18£" />
{/actReference>
{/outhoundRelationshipl>
<eutboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" vnit="G.k. 9.1, 3, 1b"/>
¢lu= G, k 9.1, 3, 1a: Time Interval between Beginhing of Drug Administration and Start of Reaction /

¢l—- 6.k.9,i.3.1b: Time Interval betwesn Beginning of Drug Adwinistretion and Start of Reaction /

{actReference classCode="0BS" meodCode="EVN">
<id roet="e0342069-38be-423f-b6bb-cel4bc27948:" />
¢/actReference>
</eutboundRelationshipl>
CoutboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k. 9.1.3.2b"/>
<Il— 6.k 9.1i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event (number)

¢]— 6.k 8.4.8.2b: Time Interval betwsen Last Dose of Drug and Start of Reaction / Event (unit)

CactReference classCode="CBS" moodCode="BVN"> .
{id root="e0342660~38he~-4237-b6bb-celdbc279d8e” />
</actReference’
¢/outboundRelationshipl> A
{outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" upit="G.k. 9.1.3.1b7/> )
¢l G.k.9.1.3.1a: Time Interval betwoen Beginning of Drug Administration end Start of Reaction /

<l— 6.k.9,i,3,1b: Time Interval between Beginning of Drug Administratien and Start of Reaction /
<actReference classCode="0BS” moodCode="EVN">
<id root="al5be092-8070-426d-af04-6863263443e0" />
</actReforence>
</outboundRelationshipl> .
¢outboundRelationshipl typeCode="SAE™>
{pauseQuantity valus="10" unit="G.k.9.i.3.25"/>
¢lew G,k 9,4, 3 2a: Time Interval between Last Dese of Drug and Start of Reaction / Event {number)

{— 6.k 9.1, 3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Bvent (unit)

{actReference classCode="0BS™ moodCode="EVN">
¢id root="a15he092-8070-426d-af04-6663263443e07 />
{fastReference’
</outboundRelationshipl?
<outboundRelationship2 typeCode="PERT"> ..
<chservation classCode="0BS" moodCods="EVN™>
<code code="6" codeSystew="2, 16. 840.1. 113883, 3. 989. 2. 1, 1. 19" codeSystemVersion="1. 1
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displayName="hlinded"/> )
‘ ¢value xsiitype="BL" value="true"/»
¢}= 6.k 2.5: Investigetional Product Blinded #2 -
{/observation>
</outbeundRelationship2>
<outboundRelationship2 typeCode="COMP™>
<l=- G.k.4.1 : Dosage 4nd Relgvant Information (repeat as necessary) #2-1 —>
<{substanceAdministration classCode="SBADM" mundCode— EVN">
<textdG. k. 4. . B</text>
¢!— G.k 4, r.8: Dosage Text #2-1 —>
{effectivelime xsiitype="IVI_TS™>
{low value="20050101"/>

¢!— G. k. 4.r.4: Date and Time of Start of Drug #2-1 —>
<high value="200901017/>
¢} G.k.4,1r.6: Date and Time of Last Administration #2-1 —>
{feffectiveTimed

. (routeCode .code="G. k. 4. r. 10. 2b codeSysten="2, 16. 840, 1. 113883, 3. 985. 2. 1, 1. 14"
codeSystemVersion="6.k 4.r.10.2a™> . .
{l— G.k.4.r.10.2a: Route of Administration TermID Version Date / Number #2-] —=
¢|=— G. k. 4.1r.10.2h: Route of Administration TermID #2-1 —
{originalText>G. k 4.x. 10. 1</originalText>
<l— G.k. 4.r.10. 1: Route of Administration (free text) #2-1 ——>
¢/routeCode>
. <doseQuantity value="10" unit="G.k. 4.r.1b"/>
P : ¢l=- G.k. 4.1, 1a Dose (number) #2-1 —->
¢{— .k 4 r. 1b: Dose (unit) #2-1 —>
{consumable typeCode="CSM">
<instance0fKind clessCode="INST™>
{productInstancelnstance classCode="MMAT" determihexCode="INSTANCE™>
{lotNumberText>G. k. 4. r. 7</lotNumbsrText>
¢!— 6.k 4.1.7: Batch / Lot Number #2-1 —
</productinstancelnstance)
<kind0fPreduct classCode="MMAT” datermlnarCode— KIND">
- ¢formCode code="G.k. 4. r,9.2h" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.
r.8.2a"
{|— G.%.4.1.9. 22 Pharmaceutical Dose Form Term!D Version Date / Number #2-1

{l— G.k.4.1r.9.2b: Pharmaceutical Dose Form TermID #2-1 —
<originalText>G. k 4.r. 9. 1{/originalText>
{1— G.k 4r.9.1: Pharmaceutical Dose Form (free text) #2-1 —>
{/formCode>
£/kind0fProduct>
{/instance0fKind>
</consumable>
{inboundRelationship typeCode="REFR™>
<observatioh classCode="0BS” moodCode="EVN">
<cods code="28" codeSysten="2. 16, 840, 1. 113883, 3, 98%. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="parentRoute0fAdministration”/>
<value xsi!type="CE" code="G.k.4.r.1l.2b" codeSystem="2, 16. 840, 1. 113883, 3,989.2. 1. 1.

14" codeSystemVersion="G.k.4.r. £1, 2a">
¢l— G.k 4.1. 1L 2a! Parent Route of Administration TermID Version Date / Number
#2-1 —>
{=— G.k 4.1, 11. 2b: Parent Route of Administratien TeraID H2-1 —>
{originalText>G. k. 4. r. 11 1</or1gmalText>
<l== G.k 4.7 11. 1; Parent Route of Administration (free text) #2-1 —>
</valued
{/observation>
</inboundRelationship> .
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship? typeCode="COMP">
&l— G.k 4.r: Dosage and Relevant Information (repeat as necessary) H2-2 —>
{substanceAdministration classCode="SBADM" moodCods="EVN">
{text>G. k. 4. 1. 8¢/text>
" ¢l G.k 4.1.8: Dosage Text #2=2 =->
. Ceffectivelime xsi:type="IVL_TS">
' ’ <low valus="20080101"/>
€|— G.k.4.1.4: Date and Time of Start of Drug #2-2 —>
<width value="4" unit="G, k.4.r.6b"/> )
<|]— 6.k 4.r.6a Duration of Drug Advinistraticn (number) #2-2 —> ‘.
*¢{l— G.k 4.r.6b: Duration of Drug Adwinistration (unit) #2-2 —>
{/effectiveTime>
. <routeCode code="G. k. 4.1.10.2b™ codeSystem="2, 16. 840, 1. 113883, 3.989.2. L. 1. 14"
codeSystenVersion="G. k. 4.1, 10, 22>
{1— G.k.4.r.10,%a: Route of Adwinistration TernmID Version Date / Number #2-2 —>
{J— G.k.4.r. 10.2b: Route of Administration TermID #2-2 —>
<originalText>G. k. 4. t, 10, I</originalText)
¢{— G.k 4.r.10.1: Route of Administration (fres text) #2-2 —>
{/routeCode>
{doseQuantity value="10" unit="G.k. 4.r. 1b"/>
<= G,k 4.r la Dose (numhez) #2-2 —>
<l— G k. 4.r. 1b: Dose {unit) #2-2 —>
{consumable typeCode="CSH">
{instanceOfKind classCode="INST">
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r.9.2a">

displayNeme="parentRoute0fAdministration”/>
14" coleSystemVersion="G. k. 4. 1. 11, 2a™>

f2-2 —>

codeSystenVersion="G. k. 4. 1. 10. 2a™>

1.8.2a">

-

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

#2-3 —>

<{productInstancelnstance tlassCode="MMAT" determinerCode="INSTANCE™>-
{lotNumberText>G. k. 4. r. 7¢/1lotNumberText>
{!— .k 4.r.7: Batch / Lot Number #2-2 —>

{fproductInstancelnstance?

<kind0fProduct classCode="MMAT" determinerCode="KIND">
{formCode code="G.k. 4.1.9.2b" codeSystem="TBD-DoseFoim” codeSystemVersion="G. k. 4.

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

¢t— G.k 4.r. 9. 2b: Pharmaceutical Dose Form TernlD #2-2 —-)
SoriginalText>G. k. 4. 1. 9, I</original Text>
{!— G.k. 4.r.0. 1: Pharmaceutical Dose Form (free text} #2-2 -
{/fornCade>
</kindOfProduct>
{/instanze0fKind>
¢/consumab)e>
¢inboundRelationship typeCode="REFR">
{obsexrvation classCode="0BS" moodCode="EVN™>
<eode code= 28" codeSystem="2, 16. 840. 1, 113883, 3, 989, 2. 1, 1, 19" codeSystemVersion="1, 1"

<value xsi:type="CE" code="C.k 4.r.1L 2b" codeSystem="2.16.840.1. 113883.3.989.2.1. 1.
(—~ Gk 4.1.11. 22’ Parent Route of Administration TermID Version Date / Number

{!— Gk 41 1L 2b: Parent Route of Administration TermID #2-2 —>
{originalText>G. k. 4. x. 11, 1</originalText>
¢{l— G.k 4.1 11.1: Parent Route of Administration (frae toxt) #2-2 —>
</value>
{/observation>
{/inboundRelationship>
</substanceAdninistration>
</outboundRelationship2>

. €outboundRelationship2 typeCode="COMP™>

<!— G.k 4, r! Dosage and Relevant Information (repeat as necessary) $2-3 -—-)
{substanceAdninistration ¢lassCode="SBADM" moodCode="EVN">
Ctext>G. k. 4.1, 8¢/ textd
¢|=~ G.k. 4.1.8: Dosage Text #2-3 —>
<effeativelime xsi:type="IVL_TS™>
{width value="4" unit="G. k. 4.7.6b"/>
{{~= G,k 4.r.6a: Duration of Drug Administration (number) #2-3 -—>
{}— G.k 4.r.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 —>
{/effectiveTine)
<routeCode code="G. k. 4.1, 10, 2b" codeSysten="2, 16 B840.1,113883.3.985.2. 1. 1. 147

I- G.k.4.r.10. 2a: Route of Administration TermID Yersion Date / Number #2-3 —>
¢}— G.k.4.r.10.2b: Route of Administration TermID #2-3 —>
{originalText>G. k. 4 r. 10. 1{/original Text>
{1~ G, k. 4.1.10. 1 Route of Administretion (free text) #2-3 —>
</raouteCode>
{doseQuantity value="10" unit="G.k 4 r. 1b"/>
<l— G.k. 4.r.1a Dose (number) #2-3 -=>
¢l== G.k 4.7, 1b: Dose (unit) #2-3 —>
{consunable typeCade="CSM">
<instance0fKind classCode="INSI">
¢productInstanceInstance classCode="WMAT” determinerCode="INSTANCE™>
" (lotNumberTextdG. k. 4. r. 7¢/lotNumberText>
¢}~ G.k 4.r.7: Batch / Lot Number #2-3 —>
</productInstancelnstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND™>
{formCode code="G.k. 4.x. 9. 2b" codeSystem="TBD-DoseForm™ codeSystemVersion="G. k. 4.

“ Gk 4.1. 9 2a: Pharmaceutical Dose Form TerzID Version Date / Number #2-3
{1~ G.k.4.1,9.2b: Pharmaceutical Dose Form TermID #2-3 —>
{originalText>G. k. 4. r. 8. 1</originalText>
¢!~ G.k.4.1.9. 1: Pharmaceutical Dose Form (free text) #2-3 ——>
¢/formCade>
</kind0fProduct>
{finstanceOfKind>

{/ccnsumable>
¢inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="BYN"> .
{code code="28" codeSystew="2. 16, 840, 1, 113883. 3. 988. 2. 1. 1. 19" codeSystenVersion="1, 1”7

{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.4.1. 11, 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>

{|~- Gk 4.r. 11, 1: Parent Route of Administration {free text) #2-3 —>
</value? .
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{/observation’
{/inboundRelationship>
<{/substanceAdministration>
</outhoundRelationship2>
<autboundRelationship? typeCode="COMP">
¢!— G,k 4.r: Dosage and Relevant Information (repeat as necessary) #2-4 —>
! {sibstanceAdministration clessCode="SBADM™ meodCode="EVN™>
{toxtdG, k. 4. 1. B/ text)
{l— G.k.4.71.8: Dosage Text #2-4 —>
<effectiveTime xsi:type="SXPR_T5">
{comp xsiitype=s"PIVL_TS™>
<pericd value="10" unit="G.k.4.r.3"/>
{|— G.k 4. 1.2 Nunbar of Units in the Interval fi2—4 —
]— G.k.4.r.3: Definition of the Time Interval Unit #2-4 —>
feomp> . ¢
{comp xsiitype="IVL_TS" operator="A">
<low value="20050101"/>
¢{]— G.k.4.1.4: Date and Tims of Start of Drug #2-4 —>
{/cotp>
{feffectiveTine>
<zouteCode code="G. k. 4.r. 10, 2b" codeSystem="2. 16 B40. 1. 113883, 3. 989, 2, 1. 1. 14"
codeSystenVersion="G k. 4 r.10. 2a™>
¢!— 6.k 4.x.10. 2a: Route of Administration TermID Version Date / Number #2-4 —>
{!— G.k.4.1,10. 2b: Route of Administration TermID #2-4 —>
CoriginalText>G. k. 4. 1. 10. 1{/originalText>
gl Gk 4 r. 10.1: Route of Administration (free text) #2— 4 —
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r. 1b"/>
Kl== G,k 4.1.1a Dose (number) #2-4 —>
l— 6.k 4.1.1b: Dose (unit) #2-4 —>
{consumable typeCode="CSM™>
<instanceDfKind classCode="INST">
¢preductInstancelnstance classCode="MMAT" detsrminerCode="INSTANCE">
{lotNumberText>G. k. 4. r. 7¢/lotNurberText>
<l=- G.% 4.1.7: Batch / Lot Kumher #2-4 —>
{/productinstancelnstance>
<kind0fProduct classCode="MMAT" determinexCode="KIND">
<formCode cede="G.k. 4.7.9. 20" codeSystem="TBD-DoseForn” codeSystemVersion="G.k. 4.
r.9.2s">
{!— G.k 4.1.9.2a: Pharmaceutical Dose Form TermID Yersion Date / Number #2-4

{l== G.k.4.r.9.2b: Pharmaceutical Dose Form TernID #2-4 —=>
CoriginalText>G. k. 4. r. 9. 1</originalText>
¢{!— G.k 4.r.9.1: Pharmaceutical Dose Form (free text) #2—4 —>
</fornCode>
</kind0fProduct>
</instance0fKind> ,
</consumable>
<inbotndRelationship typeCode="REFR™>
{ebservation classCode="0BS" moodCode="E¥YN">
Ccode code="28" codeSystem="2. 16. 840. 1. 113883. 5. 988. 2, 1. 1, 18" codeSystemVersion="1,1"
displayNams="parentRoute0fAdnini straticn”/> '
<value xsi:type="CE” code="G.k.4.r. 1L 2b" codeSystem="2. 16,840, 1, 115883. 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
#2-4 —>
<l-- G,k 4.1.11.2b: Parent Route of Administration TermID #2-4 —>
<originalTextG. k. 4.r. 11. 1<{/original Text?
<= G,k 4.7, 1L 1; Parent Route of Administration (free text) #2-4 —>
<fvaluad>
{/ocbservation>
{/inbeundRelationship>
</substanceAdministration>
{/outboundRelationship2>
<putboundRelationship2 typeCode="COMP">
<!— G.k.4.r: Dosage and Relevant Information (repeat as necessary} #2-5 —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
. {text>G.k, 4. r, 8</text>
{l=— 6.k 4.1.8: Dosage Text #2-5 —>
<effectiveTime xsi:type="SXPR_TS™>
{comp xsiitype="PIVL_TS">
<period value="10" unit="G.k 4.r. 37/>
¢l== G k. 4.r.2: Number of Units in the Intervel #2-§ -=>
l— G.k. 4.r.3: Definition of tha Time Interval thit #2-5 —>
</comp)
Ccomp Xsiitype="IVL_TS" operator="A">
<high value="20090101"/>
{l— G.k 4.r.5: Date and Time of Last Administration #2-§ —
&/eomp>
. feffectiveTime>
- <routsCode code="G.k. 4.r.10.2b" codeSysten="2. 16. 840, 1. 113883.3.980.2. 1. 1. 14"
codeSystemVersion="6.k. 4. r. 10, 2a™>
¢(— Gk 4.r. 10, 28! 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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r.9,2a7>

-

displayName="parentRouteOfAdninistration”/>
14" codeSystenVersion="6.k. 4.r. 11. 2a">

#2-5 —

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

r.9.2a™

-

{originalText?G. k. 4 r. 10. i</criginalText>
¢}— G.k.4.1.10. 1: Route of Administration (free text) #2-5 —>
{/routeCodo>
{doseQuantity value="10" unit="G.k 4.r.1b />
<— G.k 4.r.1a Dose (numher) #2-5 —>
{|— G.k. 4. 1. ib: Dose {unit) #2-5 —
{consumable typeCode="CSM™>
{instanceOfKind ¢lassCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">
{iotNumberText>G. k. 4. r. 7</lotNumberText>
{d— Gk 4. x. 7 Batch / Lot Number #2-5 ==
{/productInstancelnstance?
<kind0fProduct classCode="MMAT" determinerCode="KIND">
{formCode code="G.%. 4.1.9.2b" codeSysten="TBD-DoseForm” codeSystemVersion="G. k. 4.

<{l— G.k.4.x.5. 2a: Pharmaceutical Dose Fexrm TermID Version Date / Number #2-5

{!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-5 —>
{originalTeyt>G. k. 4. r. 9. 1¢/originalText>
¢{J— Gk 419 1! Pharmaceutical Dose Form (free text) #2-5 >
</FornCode>
</kind0fProducty
¢/instance0fKind>
</consumable> .
{inboundRelationship typeCode="REFR"»
{observation classCode="0BS" mocdCodes"EVN™>
{code tode="28" codsSyster="2. 16. 840. 1. 113883. 3, 989, 2, 1. 1. 19" codeSystemVersion="1.1"

<value xsiitype="CE” code="G.k.4.r,11.2b" codeSysten="2.'16.B840.1.113883.3.989.2. 1. 1. ~
{1— G,k 4.1.11.2a Pavent Route of Administration TermID Version Date / Number

{l— 6,k 4.r.11. 2b: Parent Roufe of Administration TermID #2-5 —>
<originalTextdG. k. 4 r. 11, 1</eriginalText)
¢|— Gk 4.1.11 1: Parent Route.of Administration (free text) #2-5 —>
</valued
{/observation> °
{/inhoundRelationship>
{/substanceAdministrationd
</outboundRelationship2>
<outboundRelationship? typeCode="COMP™>
¢|— 6.k 4.1: Dosage and Relevant Information (repeat as necessary) #2-6 —=>
<stbstanceAdministration classCode="SBADM" moodCoda="EVN">
{textyG.k 4. 1. 8</text>
¢!— G.k.4.1.8: Dosage Text #2-6 —>
{effectivelime xsittype="SXPR_TS™>
{comp xsi:type="PIVL_TS">
<period value="10" unit="G.k 4.1.3"/>
{lw= G k. 4,1, 2: Numher of Units in the Interval #2-6 —
{l— G.k.4.x. 3: Definition of the Time Interval Unit #2-6 —>
{/econpd
Scomp xsiitype="IVL_TS" operator="A">
<width valve="4" unit="G.k. 4.1.6b"/>
{}— G. k. 4.r. 6a: Duration of Drug Administration (number) #2-6 —>
¢!— G.k.4.r.6b: Duration of Drug Administration (unit) #2-6 —
</eomp> ’
{feffectivelime>
<routeCode code="G.k 4.1, 10, 2b" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2.1, 1, 14"

— G k.47 10.2a! Route of Administration TermID Version Date / Number #2-6 —>
{l— G.k.4.x.10.2b: Route of Administration TermID #2-6 ~->
<originalTextdG. k. 4. 1. 10. 1</originalText>
{l=- G.k.4.1.10. 1: Route of Administration (free text) #2-6 —>
{/routeCode’
¢doseQuantity value="10" unit="G. k. 4.r.1b"/>
{!— G.k 4.1 1a Dose (number) #2-6 —>
{t— 6.k 4.1.1b: Dose (unit) #2-6 —
{consumable typeCode="CSW™>
{instance0fKind classCoede="INSI">
<productInstanceInstance classCode="MMAT" determinerCode="INSTANCE" >
{lotNumberText>G. k. 4. r. 7¢/lotNumbez Text>
<l— Gl 4.x.7: Batch / Lot Number #2-6 —>
{/productInstanceInstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND">
{fornCode code™"G. k. 4.1. 9. 2b” codeSysten="TBI-DoseForn” codaSystemVersmn— G.k 4.

¢!— G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-6

¢!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2—5 —>
<originalText>G, k. 4.1, 9. 1{/originalText>
¢|— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-6 —>
</fornCode>
{/kind0fProduct>
</instance0fKind>
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displayNeme="patrentRoute0fAdninistration”/>
14" codeSystemVersion="G.k. 4.r.11.2a">

#2-6 —=>

codeSystenVersion="G. k. 4, 1. 10, 2a™>

r.9.2a">

—

displayName="parentRouteOfAdministration”/>
14" codeSystenVersion="6G. k4.1 1L 28"

#2-7 —>

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

{/consumable’
<inbowndRelationship 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"

{value xsi'type="CE” tode="G.k.4.r.11.2b" codeSysten="2.16, 840, 1. 113883. 3.985.2. 1. L,
<]— G.k 4.7r. 1L 28: Parent Route of Administration TermID Version Date / Number

¢|— G.k 4.r. 1L . 2b: Parent Route of Administration TermID #2-6 —>
<originalText>G, k. 4. r. 11, 1¢/ariginalText>
<l— G.k 4.r. 1L 1: Parent Route of Administration (free text) #2-6 —>
<fvaluer
</observationd
¢/ inboundRelationship>
{/substenceAdministration>
{/outboundRelationship2>
<outbeundRelationshipZ typeCode="COMP">
{]— 6.k 4.r: Dosage and Relevent Information (repeat as necessery) #2-7 —>
<substanceAdninistration classCode="SBADM” moodCode="EVN">
{toxt)G. k. 4. 1. B/ text>
{l— Gk 4.1.8: Dosaga Text #2~7 —>
CeffectiveTime xsi!type="PIVL_TS">
{period value="10" unit="6¢.k 4.1.3"/>
¢— 6.k 4.r.2! Number of Units in the Interval #2-7 —
¢{l— G.k.4.r.3: Definition of the Time Interval Unit #2~7 —>
{/effectiveTime>
<routeCode cade="G. k 4.r.10.2b" codeSystem="2, 16. 840, 1. 113883, 3, 589, 2. 1. 1. 14"

{l— 6.k . 4.1.10. 2a: Route of Administration TermID Version Date / Number #2-7 —
{|— G.k.4.r.10. 2b: Reuts of Adninistration TermID #2-7 —>
<originalText>G. k. 4 r. 10. 1¢/originalText>
<l— 6.k.4.1.10.1: Route of Adninistration (free text) #2-7 —>
{frouteCade>
<doseQuantity value="10" unit="G.k.4.r. 1b"/>
{1— G.k.4.r. la Dose (number) #2-7 —>
¢{l— G.k.4.1. 1b: Dose (unit) #2-7 —>
{consumabls typeCade="CSM">
{instance0fKind classCode="YNST"> .
{productInstenceInstance classCode="MMAT” determinerCode="INSTANCE">
{lotNumberText>G. k. 4. r. 7¢/LotHunberText> i
{l— G,k 4.x.7: Batch / Lot Nuwber #2-7 —>
</productInstanceInstance>
<kind0fProduct classCode="MMAT” determinerCode=" KIND >
<formCode code="G.k. 4. 1. 8. 2b" codaSystem— TBD-DoseForn”™ codeSystemVersion="G.k. 4.

<!— 6.k 4.1.9,2a: Pharmaceutical Dose Form TermID Version Date / Number #2-7

¢!— G.k 4.1.9.2b: Pharmaceutical Dose Form TermID #2-7 —>
<originalText>G. k. 4. 1.9, 1<{/originaltext>
<!— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-7 —>
</formCode>
</kind0fProduct>
</instance0fKind>
{/consumable>
¢inboundRelationship typeCode="REFR™>
, {ehservation classCode="0BS" moodCode="EVN™>
<ceds code="28" codeSystem="2.16.840.1, 113883, 3,989.2. 1.1, 19" codaSystemVersmn— .17

<value xsi:type="CE" cede="G.k.4.r. 11 2b" codeSystem="2.16. 540. 1. 113883, 3. 989. 2. 1. L.
{l— G.k 4.r. 11 22! Parent Route of Administration TexmID Version Date / Number

¢|— 6.k 4.x. 11.2b! Parent Route of Administration TernlD #2-7 —>
<originalText>@ k. 4. 1. 11, 1</original Text?
{l— G.k.4.r.11.1: Parent Routs of Administration {free text) #2-7 —>
</valus>
{fobservation’
</ inboundRelationship?
{/substanceAdministration)
</outbeundRelationship2>
<outboundRelationship2 typeCode="CCMP"> '
¢|— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-8 —>
{substanceAdministration classCode="SBADM" mocdCode="EVN™>
(textdG k. 4. 1. B</text>
(= 6.k 4.1.8: Dosage Text #2-8 —>
{effectiveTime xsitype="IVL_TS™> '
<low valus="20090101"/>
{l== G,k 4. r.4:-Date and Time of Start of Drug §2-8 ~->
. {feffectiveTime> )
<routeCods code="G.k 4.r.10,2b" codeSystem*"2, 16. 840, 1, 113883, 3.980. 2. 1. 1. 14"

<l=— G.k.4.1r.10, 2a: Route of Administration TermID Version Date / Number #2-8 —>
<l— G.k.4.r.10.2b: Reuts of Administration TermID #2-8 —>
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r.9.2a">

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

#2-8 —

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

1.9.2e">

displayNane="parentRoute0fAdninistration”/>.

14" codeSystenVersion="6. k. 4.r. 11.2a™>

<originalText>G. k. 4 x. 10, 1{/originalText>
{— Gk4r101: Route of Administration (free text) #2-8 —
\/routeCode>
(doseQuantlty value="10" unit="G.k 4. x. 1b*/>
<{l— G.k 4.r.18 Dose (number) #2-8 —
¢l— G.k.4.1,1b: Pose {unit) #2-8 —
<constmable typeCode="CSH">
{instanceOfKind classCode="INST™>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE™>
" <lotNumberText>G. k. 4.1, 7</lotNumberText>
{— G.k 4.1.7: Batch / Lot Number #2-§8 —>
{/preductInstancelnstence>
<kind0fProduct classCode="MMAT™ determinexCode="KIND™>
<formCode code="G. k. 4. 1. 9. 2b" codeSystem="TBD-DoseForm” codeSystemVersion="G.k. 4.

{l—Gk4r.n 23'1 Pharmaceutical Dose Form TermID Version Date / Number #2-8

¢I— G.k 4.1.9.2b: Pharmaceutical Dose Form TermID #2-8 —>
CoriginalText>6. k. 4. r. 9, 1<¢/originalText)
<I— Gk 4.1 9. 1 Pharmaceutical Dose Form (free text) #2-8 —>
</ZornCode> .
</kind0fProduct>
{/instance0fKind>
{/consumable>
<inboundRelaticnship typeCode="REFR™>
{chsexvation classCode="0BS” moodCode="EVN™>
{eods code="28" codeSystem="2.16. 840. 1. 113883. 3, 989, 2. 1. 1. 19" codeSystemVersion="1,1"

{value ¥siitype="CE” code="G.k.4.r. 11.2b" codeSystem="2. 16. 840, 1. 113883. 3. 980. 2, 1. 1.
¢!— G.k 4.r. 11 2a: Parent Route of Administration TermID Version Date / Number

¢|— G.le d.r. 11. 25! Parent Route of Administration TermID #2-8 -->
<{eriginalText>G. k4. r. 11, 1¢/originalText>
€l— G.k.’4.1,11.1: Parent Route of Administration (free taxt) #2-8 —
{/value>
{/chservation>
¢/inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outhoundRelationship? typeCode="COMP">
¢{!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-9 —>
¢substanceAdministration classCode="SBADM” moodCode="EVN™>
{text?G k. 4. 1. 8</toxt>
{l— G.k-4.r.8: Dosage Text #2-9 —>
{effectiveTine xsi:type="IVL_IS™>
<high value="20080101"/>
¢{I— G.k.4.r.5: Date and Time of Last Administration #2-9 —>
(JotfectivaTime)
{routeCode code="G.k. 4.r. 10. 2b" codeSysten="2. 16, 840, 1, 113883, 3,989,2, 1. 1, 14"

{1— G.k.4.1.10. 2a: Route of Administration TermiD Version Date / Numbher #2-8 —>
{l— G, k. 4.x,10, 2b* Route of Administration TernID #2-9 -->
{originalText>G. k 4 1. 10. 1{/originalText>
{l— G.% 4.r.10.1: Route of Adeinistration (free text) #2-9 —
{/routeCede? .
{doseQuantity value="10" unit="G.k.4.r.1b"/>
{l=- G.k 4.1 la Dose (number) #2-9 —>
¢!— 6.k 4.1.1b: Dose (unit) H2-9 —>
<consumable typeCode="CSM">
{instanceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT" detarmmerCode— INSTANCE™>
{lotNumberText>G. k. 4. r. 7</lotNumber Text>
Kl &, k. 4.r.7: Batch / Lot Number #2-9 —>
</productInstancelnstance’
<kind0fProduct classCode="MMAT" determinerCode="KIND">
<fornCode cods="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” codeSystemYersion="G.k.4,

{!— G.k. 4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-9

{l— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #2-9 —>
{originaiText>G. k. 4. r. 9. I</originalText>
{}— G.k.4.r.9 1: Pharmaceutical Dose Form (free text) #2-9 —>
{fformCode>
</kind0fProduct>
{/instanceOfKind>
</consumahled
{inboundRelationship typeCode=" REFR >
<observation classCode="0BS" moodCode="EVN">
{code code="28" codeSystem="2. 16. 840. 1. 113B83. 3.989. 2. 1. 1. 18" codeSystenVersion="1, 1"

Cvalue x=iitype="CE” code="G.k 4. r. 11.2b" codeSysten="2. 16. B40, 1, 113882, 3. 989, 2. 1. L.
¢l~= G,k 4.r. 11, 2a; Parent Route of Administration TermID Version Date / Number

_41_



#2-9 —>

codeSystenVersion="G. k. 4.1, 10, 2a™>

r.9.2">

10 —>

displayNeme="parentRouteOfAdninistration”/>
14” codeSystemVersion="6. k. 4.r. 11.2a™>

#2-10 —> "

displayName="cumulativeDoseToReaction”/>

displayName="gestationPeriad”/>

{l— G. k. 4.1, 11. 2b: Parent Route of Administration TemmID #2-9 —>
{originalText>G. k. 4. r. 11 1{/original Text>
{1— G.k 4.r.11.1: Pazent Route of Adninistration (fres text) H2-8 —.
</value>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship? typeCode="COMP™>
" ¢!— G.k 4.7 Dosage and Relevant Information (repeat as necessary) #2-10 -->
<substanceAdministration clessCode="SBADM™ moodCode="EVN™>
{textdG. k. 4. r. B{/text>
<l— 6.k 4.r.8: Dosage Text #2-10 —>
<effectiveTime xsi:type="IVL_TS™>
{width value="4" unit="G.k 4.r. 6b"/>
¢(I— G.k.4.r. 62 Duration of Drug Administration (numbar) #2-10 —>
{!— G.k.4.r.6b: Duration of Drug Administration (unit) #2-10 —
{/effectiveTime>
{routeCode code="G. k. 4. r. 10. 2b* codeSystew="2. 16. §40. 1. 113883. 3. 989. 2. L. L. 147

<}— G.k 4.r.10. 2a: Route of Administration TermID Version Date / Number #2-10 —>
<!— G.k.4.r. 10, 2b: Route of Administration TermID #2-10 —
<originalText>6. k. 4. 1. 10 1</originalText>
¢I— G.k.4.r.10.1: Route of Administration (free text) #2-10 —>
</routeCode> ’
<doseQuantity value="10" unit="G.k 4.r.1b""
{l— G.k 4.1 la Dosa (number) #2-10 —
¢l— G.k. 4.1.1b: Dose (unit) #2-10 -
Seonsumeble typeCode="CSK"™>
+ {instanceOfKind classCode="INSI™>
<{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
QotMimberText>G, k. 4. 1, 7</lotNumbexText>
¢l— G.k 4.r.7: Batch / Lot Numher #2~10 —>
¢/productInstenceInstance>
<kind0fProduct classCode="MMAT" determinerCode="KIND">
<formCode code="G.k. £4.1.9.2b" cedeSysten="TBD-DoseForm” codeSystemVersion="G.k. 4.

{l== G.k, 4.1, 9. 2a; Pharmacentical Dose Form TermID Versicn Date / Number #2-
{l— G.k.4,1r.9. 2b: Phavmaceutical Dose Form TermID #2-10 —>
<originalText>G. k. 4. 1. 9. 1</originalText>
{|— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-10 —>
</fornCode> .
</kindOfProduct>
</instance0OfKind>

</consumabled
{inboundRelationship typeCode="REFR">
{observation ¢lassCode="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. ki 4.r. 11, 2b" codeSyster="2. 16.840. 1. 113883. 3.989.2. 1. L.
<!~ G.k 4.r. 11. 2a: Parent Route of Administratien TermID Version Date / Number

(t== Gk 4.x. 11 2b: Parent Route of Administraticn TermID #2=-10 —>
{originalText>G. k. 4. r. 11. 1</originalText>
= G.k 4.1.11.1: Parent Route of Administiration (free text) #2-1¢ —>
{/value>
¢/chservation>
{/inboundRelationship>
¢/substanceAdministrationd
{/vutboundRelationship2>
CoutboundRelationship? typeCode="SUkM">
{observation classCode="0BS" moodCode="EVN">
{code code="14" codeSyster="2, 16, 840, 1, 113883, 3. 989, 2. 1, 1. 19" codeSystenVersion="1.1"

{value xsi:type="PQ" value="10" unit="G.k 5b"/>
€I— G.k. 5a: Gumulative Dose to First Reaction (number) #2 —>
¢|— G.k.5b: Cumulative Dose to First Reactien (unit) #2 ~=>
{/vhservation>
<foutboundRelationship2>
<outboundRelationship? typeCode="PERT™>
{observetion classCode="CBS” moodCode="EVN"> *
{code code="16" codeSystem="2, 16, 840. 1. 113683.3. 580.2. 1. L. 18" codeSystem’v’ersmn— .17

¢value xsi:type="PQ” velue¥”10” unit="G.k. 6b"/>
<!-- G,k 6a: Gostation Period at Time of Exposure (number) #2 —>
¢{1— 6.k 6b: Gestation Periad at Time of Exposure (unit) #2 —>
{/observation>
</outboundRelationship2>
CoutboundRelationshin? 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"
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displayNeme="recurranceCfReaction”/>

codeSystemVersion="2, 0" />

displayName="recurranceOfReaction”/>

codeSystenVersion="2.0"/>

displayName="codedDrugInformation”/>

codeSystenVersion="2, 0"/>

displayName="codedDruginformation”/>

codeSystenVersion="2. 0" />

displayName="additionalInformation”/>

displayName="indication”/>

"G,k 7.1 22"

displayName="sourceReporter”/>

displayNeme="indication”/>

“6.kT.r. 22"

<valus xsiitype="CE" code="G. k. 9.1.4" codeSystan="2. 16. 840. 1. 113883.3,989.2. 1. L 16°

¢l— 6.k 9.1i. 4 Pid Reaction Recur on Re-administration? Drug #2, Reaction #1 —>
{outboundRelationshipl typeCode="REFR™>
{actReference classCode="035" moodCode="EVN™>
<id root="154eb885-958b-45f2-a02f-42d4d6F465TE" />
{/actReference>
</eutboundRelationshipl>
{/observation>
{/outboundRelationship2>
<owtboundRelationship2 typeCode="PERT"> .
<{observation classCode="0B%" moodCode="EVN">
<code code="31" codeSystem="2. 16.840. 1. 113883, 3,989, 2, 1. 1, 19" codeSystenVersion="1.1"

<value x5i:type="CE" cede="G, k. 0.i.4" codeSystem="2, 16,840. 1, 113883.3.989.2.1. 1. 16"

© ¢l— 6.k 9.i.4: Did Reaction Recur on Re-administration? Drug #2, Reaction #2 —>
<outboundRelationshipl typeCode="REFR™>
{actReference classCade="0B5" moodCode="EVN">
<id reot="2baa28d6~c9e8-4e6c-93e9-5b860bIL42207 />
{/actReference>
</outboundRelationshipl>
</observation>
{foutboundRelationship2>
<outhoundRelationship2 typeCode="REFR™>
<observation classCode="0BS" moodCode="EVN">
<cods code="9" codeSystew="2, 16, 840. L. 113883, 3.989. 2. 1. 1. 18" codeSystemVersion="1.1"

¢value xsiitype="CE” code="G. k. 10.r" codeSysten="2. 16, 840, 1, 113883, 3.989. 2. 1. 1. 17"

"¢l— G,k 10.r: Additicnal Information on Drug (coded) (repeat as necessary) #2-1 —>
</observation> .
</putboundRelationship2>
{eutboundRelationship? typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN™>
{code code="%" codeSystem="2. 16.840,.1, 113883, 3,989, 2, 1, 1, 19" codeSystenVersion="1.1"

{value xsi:type="CE" code="G.k 10.r" codeSystem="2.16. B40. 1.113883.3.989.2. 1. 1. 17"

{!— 6.k 10.r: Additional Information on Drug (coded) (repeat as necessary) #2-2 —>
¢/observation®
</outboundRelationship2>
<outboundRelaticnship? typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN">
(code code="2" codeSystem="2. 16. 840, L. 113883. 3.989. 2, 1. 1. 19" codeSystemVersion="1, 1%

<value xsiitype="ST">G. k. 11<{/value>
¢!— G.k. 11: Additional Information on Drug (free text) #2 —>
</observation>
</outboundRelationship2>
{inboundRelatienship typeCode="RSON™>
<chbservation classCode="0BS” moodCede="EVN™>
<code code="19" codeSyster="2, 16, 840, ], 113883, 3, 989, 2. 1. 1, 19" codeSystemVersion="1.1"

{value xsiitype="CE" code="G.k.7.1.2b" codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion=

¢l— 6.k 7.r.2a: MedDRA Version for Indication #2-1 ==
{}— G.k.7.r.2b: Indication {MedDRA cods) #2-1 —>
{originalText?G. k. 7. 1. 1<{/criginalText?
¢<l— G.k. T.r.1: Indication as Reported by fthe Primary Source #2-1 —>
¢/value> . ' :
{performer typeCode="PRF">
{assignedEntity classCode="ASSIGNED">
<code code="3" codeSystem~"2, 16, 840, 1. 113883, 3. 989. 2. 1. 1. 21" codeSysten¥ersion="1.0"

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

{value xsiitype="CE" code="G. k. 7 r.2b" codeSystem="2. 16. B40. 1. 113883. 6. 163" codeSystenVersion=

{l— G.k.7.1.2a: MedDRA Yersion for Indication #2-2 —>
¢|== Gk 7.r.2b: Indication (MedDRA code) #2-2 ~—>
<originalText>6. k 7. r. 1¢/originaiText>
¢{}— 6.k 7.r. 1: Indication as Reported by the Primary Seurce #2-2 —>
</value
{performer typeCode="FPRF">
<assignedEntity classCode="ASSIGNED™>
{code code="3" codeSystem="2.16. 840, 1. 113883, 2, 986. 2. 1. 1. 21* codeSystenVersion="1.0"
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displayName="scurceReporter”/>
¢/assignedButity>
{/performer>
{/observation>
</inboundRelationship>
<inboundRelatienship typeCede="CAUS™>
<act classCode="ACT" moodCode="EVN"> ) )
<code code="G.k. 8" codeSystem="2, 16, 840, 1, 113883. 3,989, 2, 1, 1. 15" codeSystenVYersion="2.0"/>
<]— 6.k 8 Action(s) Taken with Drug #2 —> ’
{fact>
¢/inboundRelationship>
</substanceAdministration>
{/component>
</organizer>
</subject0f2>
{subjectDfZ typeCode="58]">
<organizer clessCade="CATBGORY” moodCode="EVN™>
{code cods="1" codeSystem="2, 16. B40, 1. 113883, 3.989.5. 1. 3. 2. 1. 11" codeSystemVersion="1. 0" displayName="{&EEDIE
B .
{component typeCode="COMP™> .
<chservation ¢lassCode="0BS" moodCode="EVN"> .
. <code code="T" cedeSystem="2. 16, 840. 1. 113883, 3, 989. 5.1, 3, 2.1, 107 codeSystenVersion="1, 07 d].splayNama—
TR HE"/ .
<value xsi:type="INI" value="1"/>
<}— @8eJ2. 13.r.1: BHEM #1 —
{/observation>
</component>
{component typeCode="COMP™>
<observation classCods="0BS" moodCode="EVN"> .
{code code="B” codeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" cedeSystenVersion="1. 0" displayName="
FHERR/> ’ :
<value xsi!type="BD">J2.13.1. 2¢/value>
(== @@8J2. 13. 1, 2! MUK #1 —
</observation>
{/compenent?
<component typeCode="COMP™>
: {ohservation’ classCode="0BS" moedCode=<"EVN">
! Seods code="9" codeSystem="2. 16. B40. 1. 113883, 3, 989.6. 1. 3. 2. L. 107 codaSystemVersmn—- 1.0" displayName—
=k
Cvalue xsiitype="CE” code="J2.13.r.3" codeSystem="2.16.840. 1. 113883, 3.680.5.1.3.2.1,7°
cedeSystenVersion="1, 17/
{!— @@aJ2. 13. 1. 3: H%*ﬁ #1 —'-'>
{/observation>
</component’
{ecomponent typeCode="COMP">
{observetion classCode="0BS" moodCode="EVN™>
. <eode code="10" cedeSystem="2. 16, 840. 1, 113883, 3,989, 5, 1. 3. 2, L. 10" codeSystenVersion="1.0" displayName=
TR DEPIDER
{value xsi:type="BL" value="true”/>
<i— €8072. 13, r. 4: BEPOEROHE #1 —
<fubservation>
{/component>
{/organizer>
¢/subject0f2>
<subjectOf2 typeCode="SBJ™>
{organizer classCode="CATEGORY” moodCode="EVN™>
{eode cade="1" codeSystem="2.16. 840, 1. 113883. 3. 989, 5. 1. 3. 2. 1. 11" codeSystenVersion="1. 0" displayName="{RER D%
BN
<component typeCods="CHP"> f *
{observation classCode="0BS" moocdCode="EVN™>
{code cods="7" codeSystem="2. 16, B40. 1. 113883, 3, 985.5. 1. 3. 2, L. 10" ccdeSystenVersion="1,0" displayName="
BHER"/> ) i .
<value xsiitype="INT" value="1%/>
<|— @8a72. 13.r. 1: BHEY 42 —>
{/observation>
</component>
{component typeCode="COMP*>
<ehservation classCode="0BS" mocdCode="EVN™>
<code code="8" codeSystem="2. 16,840, 1, 113883, 3. 989,.5. 1.3, 2. 1. 10" codeSystenmVersion="1. 0" displayName="
REER/ .
¢value xsi:type="ED">J2.13.r. 2¢/valued
<|— @88T2.13.x.2: MM 82 — ¢
{/observation>
¢/compenent>
{component typeCode="COMP™>
{observetion 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="
BRFEAE"/>
: {value xsi:type="CE” code="]J2. 13.r. 3" codeSystem="2. 16. 840. 1, 113683.3.989.5.1.3. 2. L. 7°
codeSystenVersion="1.17/> . ' :
¢l— 8e@y2. 13.1.3: BESEAR #2 —
</observaticn>
<{/component>
{component typeCode="COMP™>



<observation classCode="CBS” mondCode=" EVN™>
{code code="10" codeSystem="2. 16. 840, 1, 113883, 3. 989. 5. 1. 3. 2, L. 10" codeSystenVersion="1. 0" dlsplayNamaw
"REPOER TR />
<value xsittype="BL" value="false”/>
<l 8paJ2, 13. 1. 4* REPOEFIOFE #2 —
¢/observation>
</component>
{/organizer>
{/subject0f2>
{/primaryRole>
{/subjectl>
{eomponent typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCods="EVN">
<code zode="20" codeSystem="2. 16.840. 1. 113883, 3, 989, 2. 1. 1. 18" codeSystemVersion="1,1" displayName="
interventionCharacterization”/>
<value xsi:type="CE" code="G.k.1" codeS?stem" 2. 16, 840, 1, 113883, 3, 989, 2, 1, 1, 137 codeSystemVersion="2.0 /)
<l— G.k. 1: Cheracterisation of Drug Role Drug f1 —>
<subject2 typsCode="5UBI">
{productUseReference classCode="SBADM" moodCode="EVN™>
<id root= 3c911:465-&039-4a73~9s30—67671b03f934 />
{/productlUseReference>
¢/subject2>
{/causalityAssessment?
{/component?
{component typeCode="COMP">
{causalityAssessment classCode="0BS" mocdCode="EVN™>
<cods code="20" codeSystem="2, 16. 840, 1, 113883, 3, 989, 2. 1.}, 18" codeSystenVarsion="1, 1 displayName="
interventionCharacterization™/> ‘
’ ' Cvalue xsi:type="CE" code="G.k. 1”7 codeSystem="2. 16. B40, 1, 113883, 3. 589. 2. L. 1. 13" codeSystemVersion="2,0"/>
¢l-- G.k 1 Characterisation of Drug Role Drug 2 —>
{subject? typeCodes"SUBI™
{productUseReference classCode="SBADM" moodCode="EVN">
<id root='58d5f5c9-3b3b-'*_15c7—92dd‘69505?30c3a9'/ >
¢/producttUseReference>
{/subject2>
{/causalityAssessment>
</component?
{component typeSode="COMP™)
{oausalityAssessment ¢lassCode="0BS" mocdCode="EVN™>
{cods code="39" codeSystem="2. 16. 840, 1. 113882, 3, 989, 2 1 1,19" codeSystenVersion="1, 1" displayName="causality”/>
<yalue xsi:itype="ST™)G.k 9. i. 2. r. 3</value>
{l== G, k. 9.i.2.r.3: Result of Assessment Drug H1, Reaction 1, Assessment #1 —>
{methodCode>
CoriginalText?G. k. 9. i. 2, r, 2¢/originalText>
J==G.k. 9 i,2.1.2: Hethod of Assessment Drug #1, Reaction #I, Assessment #1 —>
</methodCode’
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED™>
{code?
{originalText>G. k. 9.1, 2. 1. 1</originalText>
l~= G,k 9,1, 2.1, 1* Scurce of Assessment Drug #1, Reaction #1, Assessment il —>
</code>
</assignedErtity>
{/author>
{subjectl typeCode="SUB]™>
{adverseBffectReference classCode="08S" moodCode="EVN™>
<id root="154ebBBS-058b-46F2-a02f-42d4d6F465TE" />
{/adverseEffectReference?
</subjectl>
{subject? typeCade="SUBJ™>
<productliseReference classCode="SBADK” moodCode="FVN">
{id root="3ec01b4d5-e039-4a7a~9c30-67671b0efded”/. >
</productUseReference>
{/subjectZ
{/causalityAssessment>
</component>
<component typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCods="EVN™>
<code code="39" codeSystem="2. 16, 540, 1. 113883, 3.988. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="causality”/>
<value xsirtype="STG. k9, i.2.r. 3¢/value>

4

¢!==G, k. 9.1.2.x. 3¢ Result of Assessment Drug #1, Reaction #2, Assessment #1 —>
<methodCode> ’

<originalText>G. k. 9. 1. 2. 1. 2¢/originalText>

<I—G. %, 9.1.2.7. 2 Method of Assessment Drug #1, Reaction #2, Assessment #1 —>
</methodCode>

<author typeCode="AUT">
{assignedBntity classCode="ASSIGNED™>

{code>
CoriginalText>G. k. 9. 1. 2. r. 1{/originalText>
<}— 6.k.9.1. 2.2 1: Source of Assessment Drug $1, Reaction #2, Assessment #l—>
<feoded>
¢/assignedEntity>
</author>

<subjectl typsCode="SUBJ">
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<adverseEffectReference classCode="0BS™ mocdCode="EVN™>
<id root="2baa28d6-cOeB—4ebc—93e9-5L8E0hI14220%/>
{/adverseEffectReference’
</subjectl> .
¢subject? typeCode="SUBJ">
<productlUseReference classCode="SBADK" moodCode="EVN™>
<id root="3c81b4d5-¢039-4aTa-9c30-67671b0f9ed" />
</productUseReference>
</subject2>
{fcausalityAssessment>
{/component>
{component typeCode="COMP™>
{causalityAssessment classCode="0BS" moodCode="EVN™>
<code code="33" codeSystem="2. 16.840. 1. 113883. 3. 989, 2.1, 1. 19" codeSystemVersion="1.1" displayName="causality”/>
+ <value xsi:type="ST">G.k. 9.1, 2. r. 3(/value>
¢l==G.k. 9.3, 2.1, 3: Result of Assessment Drug #2, Reaction #2, Assessment §1 —>
<methodCode
<originalTextDG. k. 9. i. 2. 1. 2</originalText>
¢l—G.%. 9.1, 2.1.2: Method of Assessment Drug #2, Reaction #2, Assessment #1 —
</methodCode>
<zuthor typeCode="AUT">
<zssignedBntity classCode="ASSIGNED">

{code>
{originaiText>G. k 9.1i. 2. 1. 1{/originalText>
{l— G.k.9.i.2.1.1: Source of Assessment Drug #2, Reaction #2, Assessment #1 —>
{feode> ' : .
{/assignedEntity> . N .
{/author>

<subjectl typeCode="SUBT">
{adverseBffoctReference classCode="0BS" moodCode="EVN™>
¢id roct="2ban28d6-c9eB-4e6c-93e9-5b860L314220"/>
{/adverseEffectReference)
¢/subject]>
<subject? typeCode="SUB]™>
{productUseReforence classCode="SBADN" mocdCode="EVN">
{id root="6Bd6f5ce-3b3b—45c7-92dd-69e06730c3a9"/>
{/productUseReference>
{/subject2>
¢/causalityAssessment>
{/component> )
{component typeCode="COMP™>
{causalityAssessment clessCode="0BS” moodCode="EVN">
<code code="39" codeSystem="2. 18, 840, 1. 113883, 3, 989, 2. 1, 1. 19" codeSystenVersion="1.1" displayNeme="causality”/>
<value xsiitype="ST">G.k 9.1 2.x.3</value>

<l—6.k.9.1. 2. 1. 3: Result of Assessment Drug #2, Reaction #2, Assessment #2 —>
<mathodCode’
<originalText>G. k. 9. 1, 2.1, 2¢/original Text>
¢1—G. k. 0.1, 2.1. 21 Wethod of Assessment Drug #2, Reaction {2, Assessment #2 —>
</methodCode> .
<author typeCode="AUT"> . |
<assignedBntity classCode="ASSIGNED">
{code>
<eriginalText>G. k, 8. i. 2. r. 1</originalText>
{]—- 6.k.9.1,2.xr.1: Source of Assessment Drug #2, Reaction #2, Assessment #2 —>
<feode> )
{/assignedEntity>
</author>

<subjectl typeCode="SUBJ™>
<edverseEffectReference classCode="0BS" moodCods="EVN">
<id reot="2baa28d6~c9e8~4efic-03e5-5bBE0LIL42207 />
¢/adverseEffectReference?
</subjectl>
<subject? typeCode="SUBJ">
<productlUsaReference classCode="SBADM™ moodCode="EVN™>
" <id root="68d6f5ce~3b3b—45c7-92dd-69e06730c3a8" />
{/productUseReference> i
{/subject2> '
{/causalityAssessment>
</component>
{compenent] typeCode="COMP™>
{observationEvent classCode="0BS” moodCode="EVN">
<eode code="10" codeSystem="2, I6. 840, 1, 113883, 3,989, 2, 1, 1, 19" codeSystenVersion="1.1" displayName="comment”/>
' <Cvalue xsiitype="EDTH. 2¢/valued
¢!-~ H,2! Reporter’ s Comments —3 -
Cauthor typeCode="AUT">
<assignedEntity classCode="ASSIGNED™> - \
{code code="3" codeSystem="2.16. 840. 1. 113883. 3. 680, 2. 1. 1. 21" codeSystemVersion="1. 0" displayNeme="
sourceResporter”/>
{/assignedBntity> -
¢/auther>
{/observationEvent>
</componentl>
<componentl typeCods="COMP™>
{observationEvent classCode="0BS” moodCode="EVN">
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¢code code="16" codeSystem="2. 16,840, 1, 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayNeme="diagneosis”/>
¢value xsiitype="CE” code="H.3.r.1b” codeSysten="2, 16.840. 1. 113883. 6. 163" codeSystemVersion="H.3.x. 1a"/>
¢|— H.3.1. 12: MedDR4 Yersion for Sender's Diegnosis / Syndrome and / or Reclassification of Reaction / Event #1 —.
¢|— K 8.r. 1b: Sender's Diagnesis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code) #1 —>
Cauthor typeCode="AUT">
¢assignedEntity classCode="ASSIGNED">
{code code="1" codeSysten="2. 16. 840, 1. 113883, 3, 989, 2. 1. 1. 21" codeSystecVersion="1. 0" displayllame="sender"/>
{/assignedEntity>
¢/author>
{/observationEvent>
{/compenentl>
{component] typeCede="COMP">
{observationEvent classCodex"0BS” moodCods="EVN*>
¢code code="15" codeSystem="2, 16. 840, 1. 113883, 3. 989. 2. 1. 1. 18" codeSystemVersion="F. 1" displaYNBmE- diagnesis”/>
Cvaltle xsiitype="CE" code="H.3.r.1b" codaSystem="2, 16. 840, 1. 113883. 6. 163" codeSystenVersion="H. 3.r. 1a"/>
¢l— H.3.r. la: MedDRA Version for Sender's Diaghosis / Syndrome and / or Reclassification of Reaction / Event #2 -->
¢l H.3.r. 1b: Sender's Piagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA code) #2 —>
{author typeCode="AUT™>
{assignedBntity ¢lassCode="ASSIGNED™>
{code code="1" codeSystem="2. 16. 840. 1. 113883. 3. 980, 2. 1. 1. 21" codeSystenVersion="1.0" displayName="sender” /
</assignedEntity>
</author>
{fobservationEvents
</fesmponentl1>
{component] typeCode="COMP™>
(observatmnEVent classCode="0BS" moodCode="EVN™>
<code code="10" codeSystem="2. 16. 840, 1. 113883, 3. 980. 2. 1. L. 18" todeSystemVersion="1.1" displayName="comment”/>
{value xs5i:type="ED">H. 4¢/value>
{J— H. 4: Sender's Comments —>
Cauthor typeCoda="AUT™>
<assignedEntity classCode="ASSIGNED™>
{code ¢ode="1" codeSystem="2. 16, 840. 1 113883. 3,989, 2, 1. 1, 21" codeSystenVersion="1.0" displayName="sender”/>
</assignedEntity>
</auther>
{/observationEvent>
{/componentl>
Ccomponentl typeCode="COMP™>
{observationEvent classCode="0BS™ moadCode="EVN">
Ccode code="3" codeSyster="2. 16. 840, 1. 113883, 3. 989. 5. 1. 3. 2. 1. 107 codeSystemVersion="1,0" displayName="3R%ET T332
A EH .
<value xsi:itype="ED">J2.7. 2¢/valuad
<1 @B8J2.7.2: RETIATIAVF —
{/observationEvent>
{/componentl> .
{component]l typeCode="COMP™>
{observationfvent classCode="0BS" moodCode="EVN"™>
<code code="4" codaSystem="2. 16, 840, 1. 113883, 3. 989. 5. 1. 3, 2. 1. 10" codeSystemVersion="1.0" displayName="/SHufE ¥ M
e
<value xsiitype="ED”>J2.9¢/value>
<|— @spl2.5: BIEOMERE —
{/observationEvent>
</component1>
{componentl typeCode="COMP">
{chservationEvent ¢lassCode="0BS” meodCode— EVN™>
¢code code="6" codeSystem="2, 16.840. 1. 113883, 3. 989,5. 1. 3. 2. 1. 10" codeSystenVersion="1.0" displeyNeme="41% ORIE"/>
<value xsi:type="ED">J2.10</valusd '
<=~ @80J2.10: SEoRE —
¢/ohservationBvent?
{/compenent1> .
{componentl typeCode="COMP">
{observationBvent classCode="0BS” moodCode="EVN"> :
Seods code="6" codeSystem="2, 16.B40. 1. 113883, 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0" displayName="F D{1EEEREF
hH
<value xsi:type="ED">J2.11</value>
<I— @pej2.11: TOEBEwRS —
{/obsarvationEvent>
</component1>
{componentl typeCode="COMP™>
{observationEvent ¢lassCode="0BS” mocdCode="EVN™>
<code code="12" codeSystem="2. 16, 840, 1. 113883, 3, 959.5, 1. 3. 2. 1, 10" codeSystenVersion="1.0" displayName="$REHENEL"
ol
<value xsistype="ED">J2. 16</value>
<l— geayz. 16: HEABTDER —
</observationEvent?
{/componentl?
{componentl typeCods="COMP™>
{observationBvent classCode="0BS" moodCode="EVN™>
<code cods="13" codeSystem="2. 16, 840, 1, 113683. 3. 965. 5. L. 3. 2. 1. 10" codeSystenVersion="1,0" d13p1ayName—'ﬁﬁ¥'l'/>
<value xsiitype="ED">J2, 18</value>
<!— 88872, 19: {K¥EL —
</observaticnEvent>
{/component1>
{componentl typeCode="COMP™>
{observationEvent classCode="0BS" moodCode="EVN™>
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{code code="14" todeSyster="2. 16. 840. 1. 113883. 3. 985.5.1.3. 2. 1. 10" codeSystemVersion="1.0" displayName="{W&2"/>
<value xsi:type="ED"»J2.20¢/value>
<!— @gayz, 20: WE2 -->
{/ubservationEvent>
{/component 1>
<compenent]l typeCode="CONMP">
{observationfvant classCode="0BS™ moodCode="EVN™>
<code code="15" codeSyster="2. 16, 840, 1. 113883, 3,989, 5. 1. 3. 2. 1. 10" codeSystenVersion="1,0" displayName="{§&3"/>
<value xsi:type="ED">J2,21<{/value>
<l-- g@aje. 21: W= —>
</obsarvat1cmEvent>
{/component1>
{component] typeCode="COMP™>
{observationEvent classCode="0B5" moodCode="EVN">
<cods code="16" codeSystem="2. 16, 840, 1. 113882, 3,989, 5. 1, 3. 2. 1. 10" codeSystemVersion="1.0" displayName="{f:#4"/>
<value xei:type="ED">J2. 22</value>
<|— 8887222 WEL —
¢/ohservationBvent)
{/component1>
{/adverseEventAssessment)>
{/component>
{component typeCode="COMP"> ;
{observationEvent classCode="0BS" moodCode="EVN">
{code code="1" codeSystew="2. 16. 840, 1, 113883, 3,989, 2, 1. 1. 19" codsSystemVersion="1. 1" displayNape="
additionalDocumentsAvailable”/> . :
{value zsi:type="BL" value="trus"/>
{l— €. 1.6.1: Are Additional Documents Available? —>
{/observationBvent>
</component?
{component typeCode="COMP™>
<observationEvent classCodes"0BS” moodCode="EVN">
{code code="23" codeSysten="2, I6, B40, 1. 113883, 3. 989, 2. 1. L. 19" codeSystemVersion="1.1" displayName="locelCriteriaForExpedited”/

<value xsi:type="BL” value="true"/>
¢{l— €. 1.7: Does This Case Fulfil the Local Criteria for an Expedited Report? —>
{/observationEvent>
{/compenent>
{component typeCode="COMP">
{observaticnBvent classCods="085" moodCode="EVN™> .
{code code="36" codeSystem="2. 16.840, 1. 113883. 3. 989, 2. 1. 1. 19" nudeSystemVersionf'l. 17 displayName="summaryAndComment”/>
{value xsi:type="ED” language="H.S5.r. 1b">H. 5.1, 1ad/valued
¢!— H 5.r.la: Case Summary and Reporter’' s Comments Text #I —>
¢I— H.5. 1 1b: Case Summary and Reporter’' s Comments Language #1 —>
{author typeCode="AUT">
¢assignedfntity classCode="ASSIGNED™> :
{code code="2" codeSystem="2. 16. 840, 1. 113883 3.989,2.1.1, 21" codeSystemVersion="1.0" displayName="reporter”/>
</assignedEntity>
</author>
{/ubservationBvent>
</componenty
<compeneat typeCode="COHP™>
<observat!.onEvent classCode="0BS" moodCode="EVN">
<coda code="36" codeSystew="2. 16, 540. 1. 113883, 3. 989.2. 1. 1. 19" cedeSystemVersion="1. 17 displayName="summaryAndComment”/>
{value xsi:type="ED" language="H.5.r. 1b">W 5, r, ta{/values>
¢|— K 5.r. 12! Case Summary and Reporter' s Comments Text #2 —>
{!— H: 5. 1. 1b: Case Summary znd Reporter’' s Comments Language #2 —> '
{author typeCode="AUT™> -
<assignedEntity classCode="ASSIGNED™>
{code tode="2" .codeSystem="2. 16, B40. 1. 113883, 3,989, 2, 1. L. 21" codeSystemVersion="1. 0" displayName="reporter”/>
{/assignedEntity> .
{/author> N
{/ehsorvationEvent> . .
</compcnent> .
<outboundRelat1onsh1p typeCode="SPRT">
<{relatedInvestigation classCode="INVSTG” moodCode="EVN™>
{code code="1" codeSystem="2.16.840. 1. 113883, 3. 989. 2, 1. 1. 22" codeSystemVersmn- 1.0" displeyName="initialReport™/>
<subject0f2 typeCode="SUBJ">
{controlActEvent classCode="CACT” moodCode="EVN™>
<author typeGode="AUT">
{assignedEntity classCode="ASSIGNED">
{code code="C.1,8.2" codeSystem="2, 16. 840, 1. 113883. 3. 989. 2, 1. 1, 3" codeSystenVersion="2.0"/>
¢}== .1.8.2; Pirst Sender of This Case —>
</assignedEntity>
</author>
{/controlActEvent>
</subject0f2>
{/relatedInvestigation>
{/outhoundRelationship>
<outboundRelationship typeCode="SPRT">
{relatedInvestigation classCode="INVSIG" moodCoda="EVN™>
{cods nullFlavor="NA"/>
{subject0f2 typeCode="SRI">
{controlActEvent classCode="CACT” moodCode="EVN™>
<id extension="C,1.10.1" roct="2. 16. 840. 1. 113883.3.980. 2. 1. 3. 2" />
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¢}— C.1.10.r: Identification Number of the. Report Which Is Linked to This Repert (repeat as necessary) #1 —>
{/controlictEvent? - .
<{/subject0fZ>
{/relatedInvestigation>
{/cutboundRelationship>
{outboundRelationship typeCode="SPRT™>
. {relatedInvestigation classCode="INVSTG" meodCode="EVN™>
{code nullFlaver="NA"/>
{subject0f2 typeCode="SLUBI">
{controlActBvent classCode="CACT” moodCode="EVN™>
<id extension="C. L. 10.r" root="2, 165,840, 1. 113883. 3. 689.2.1,3.2"/>
¢}— G.1.10.1: Identificetion Number of the Repert Which Is Linked to this Report (repeat as nacessar}') #2 —~>
{/controlActEvent>
{/subject0iz>
</relatedInvestigation>
{/outboundRelationship>
<outboundRelationship typeCode="SPRT">
{prioxityNumber value="1"/>
<l— C.2.r. 5 Primary Source for Regulatory Purposes #1 —>
{relatedInvesiigation classCode="INVSTG" moodCode="EVN™>
{code code="2" codeSystem="Z. 16. 840, 1, 113883, 3. 989. 2. 1. 1 22" codeSysterVersion="1.0" displayName="sourceReport” />
<stbject0f2 typeCode="SUBT">
<controlActEvent classCode="CACT” moodCode="EVN">
Couther typeCade="AUT">
{assignedBntity classCode="ASSIGNED™>
<addr>
(streethddressline>C. 2. r, 2. 3¢/stroetAddresslined
{l— €.2.1.2.3: Reporter's Street #1 -=>
<citydC. 2. . 2. 4</city>
{}== C.2.1.2. 4 Reporter's City #1 —>
{statedC. 2. 1. 2. 5<¢/state>
{|— C.2,r.2.5! Reporter’s State or Province #l —>
<pestalCodedC. 2. 1. 2, 6¢/postalCode>
{|=~ C,2.1r.2.6: Reperter's Postcode #I —>

<faddr>
{telecom value="tel:C.2.1.2.7°/>
{l— C.2,1.2.7: Reporter’s Telsphone #1 —->
. <assignedPersen classCode="PSN” determinerCode="INSTANCE™>
{named

<prefix>C. 2. r. 1. 1</prefix)
<I— C.2.1.1.1: Reporter's Title #1 —>
{givendC. 2. 1. 1. 2{/given>
¢]— C.2.1.1.2: Reporter’ s Given Name #1 —>
<given®C. 2.x. 1. 3¢/ givend .
<|— C.2.x,1.3: Reporter’s Middle Name #1 el
<{family>C. 2. 1, 1, 4</family>
<l== C.2.1.1.4: Reporter’s Family Nawe #1 —>
<fhamed
<asQualifiedEntity classCode="QUAL">
<code code="C. 2.1.4" cedeSysten="2. 16. 840. 1, 113883, 3, 989, 2. L. 1. 6" codeSystemVersion="2.0"/>
<l— C.2.1.4: Qualification #1 —>
¢/asQualifiedEntity>
<asLocatedEntity classCode="LOCE™>
{lecation classCode="COUNTRY" determinerCode="INSTANCE™>
{code code="C.2.7.3" codeSystem="1.0,3166,1.2.27/>
<l— (. 2.r.3: Reperter’ s Country Code #1 —>
</location> ;
</aslocatedEntity>
¢/assipnedPerson>
¢representeddrganization classCode="ORG” determinerCode="INSTANCE™>
¢name>C. 2. 1. 2, 2¢/name>
{4— C.2.r.2.2: Reporter' s Department #$1 —>
CassignedBntity classCode="ASSIGNED">
<representedOrganization classCode="0ORG" determinerCode="INSTANCE™>
<name>C, 2. 1. 2. 1{/nama>
¢}= (. 2.7.2. 1! Reporter’ s Organisation #1 -=>
</reprssentedOrganization>
{/assignedEntity>
{/representedrganization>
{/assignedintity>
<fauthor>
</fcontrolActEvent>
{/subjectCf2>
{/rvelatedInvestigation>
</outboundRelationship>
CoutboundRelationship typeCode="SPRT™>
¢relatedInvestigation elassCode="INVSTG™ moodCode="EVN">.
Ccoda code="2" codeSysten="2. 16. B40. 1. 113883. 3. 989, 2, 1. 1. 22" codeSystemVersion="1.0" displayNams="sourceReport”/>
{subjectOf2 typeCode="SUBJ">
{controlActBvent classCode="CACT” moodCode="EVN™>
<author typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
{addr>
¢streetAddressLine>C. 2, r. 2. 3¢/streetAddressLine>
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"¢l— C.2.1.23: Reporter’ s Strest #2 —>
{eityC. 2.1, 2. 4</city>
<]— C.2.1.2.4: Reporter's City #2 —>
{statedC. 2. 1. 2, 5</stated
{l== C.2.1.2.5: Reporter’s State or Pravince #2 —>
{postalCode>C. 2. 1. 2. 6¢/postalCode>
<l— €.2.1.2.6° Reporter's Fostcoda H2 —>
{/addr>
{telecom value="tel:C.2.x.2.7°/>
(— C.2.x.2,7: Reporter's Telephone #2 —>
{essignedPerson classCode=" PSN" determinexCode=" INSTANCE >
Cname>
<prefixdC. 2.r. L. 1¢/prefiz>
<{l— C.2.r.1.1: Reporter’s Title #2 —>
<given>C. 2. r. L. 2¢/given>
{l— C.2.r. L2 Reporter's Given Name #2 —>
{givendC, 2, 1. L. 3¢/given) i
¢]— C.2.1.1.3: Reportsr’s Middle Neme #2 —>
<family>C. 2. v, 1. 4{/Fanily>
¢}~ C.2.1.1.4: Reporter' s Family Neme #2 —>
</name>
<asQuelifiedEntity classCode="QUAL™>
<code code="C.2.1.4" codoSystem="2.16.840. 1. 113883. 3.988. 2, 1. 1, 6" codeSystenVersion="2.0"/>
A C.2.x 4 Quelification #2 —>
{/asQualifiedEntity>
<asLocatedEntity ciassCode="LOCE*>
<location classCode="COUNTRY” determinerCode="INSTANCE">
{code code="C,2,1,2" codeSystem="1.0.3166.1.2.2"/>
{l— C.2.r.3: Reporter's Country Cods #2 -->
</lecation>
{/asLocatedBntity>
{/assignedPerson> .
{representedOrganizaticn classCode="CRG" determinerCode="INSTANCE™>
<name>C. 2, r. 2. 2¢/name>
¢l— C.2.1.2.2: Reporter’ s Department §2 —>
{assignedntity classCode="ASSIGNED">
<representedOrganization classCode="ORG" determinerCode="INSTANCE™>
<nhame>C, 2. r. 2. 1</name>
{|— C.2.r.%1: Reporter'= Organisation #2 —>
{/representedQrganization>
{/assighedBntity>
{/represented0rganization>
</assignedEntity>
{/author>
{/controlActEvent>
</subjectDf2)
{/relatedInvestigation>
{/outboundRelationship)>
Csubject0fl typeCode="SUBI">
CcentrolfctBvent classCode="CACT” moodCode="EVN">
{author typeCode="AUT™>
{essignedBntity classCode="ASSIGNED™>
<code code="C, 3,17 codeSystem="2, 16. 840. 1. 113863, 3.0808. 2. 1.1. 7" cndeSystam‘fsrsmnu 2,07/
€l— C.3.1: Sender Typs —>
<addr>
CstrestAddressLine>C. 3. 4. 1</streetAddrassLme>
{{— C.3.4.1: Sender's Street Address —>
<eity>C. 3. 4. 2¢/eity?
¢l— C.3.4.2: Sender's City —>
<{statedC. 3. 4. 3{/state)>
<l— C.8.4.3: Sender’s State or Province —>
<{postalCode>C. 3. 4. 4¢/postallode>
¢l— C,3,4.4: Sender's Postcode —>
</udde>
<telecom value="tel:C.3.4.6°/>
{1~= €. 3. 4.6: Sender's Telephone —>
<telecom value="fax:C.3.4.7°/>
¢i— €. 8.4, 7: Sender's Fax —>
{telecom value="mailto:C. 3. 4.8"/>
<!~ C.3.4.8: Sender’s E-mail Address —>
<assignedPersoen classCodes"PSN” determinerCode="INSTANCE">
<neme>
{prefix>C. 3. 8, 2¢/prefiv>
{l=- C.3.3.2: Sendex’s Title —>
{giver>C. 3. 3. 3¢/giveny
<l .3, 3.3 Sender’ s Given Name —>
{givensC. 3. 3. 4¢/given>
{l== (. 3,3, 4: Sender's Middle Name —>
Fanily>C. 2. 3. 5¢/Family)
¢}— €.3.3.5: Sender’ s Family Namo —>
</hame?
{asLocatedBntity classCode="LOCE">
<location classCode="COUNTRY” determinerCode="INSTANCE">
{code code="C. 3. 4.5 codeSystem="1, Q. 3166.1.2.2"/>
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<I— €,3,4,5 Sender' s Country Code —>
¢/location’
{faslocatedEntity>
{/assignédPerson>
¢representedOrganization classCode="0RG" determinerCode="INSTANCE™>
<name>C, 3. 3. 1</nana>
¢]— €. 3.3.1: Sendsr's Department —>
{essignedBntity classCode="ASSIGNED">
Cropresenteddrgenization classCode="0RG" determinerCode="INSTANCE™>
<name>C. 3. 2¢/name>
¢l— G.3.2! Sender's Organisation —>
¢/representedOrganization>
{/assignedEntity>
{/representedirganization>
{/assignedEntity>
{fauthor?
(primaryInformationRecipient typeCode="PRCP">
<assignedEntity classCode="ASSIGNED">
assignedPersen classCode="PSN” determinerCode="INSTANCE">
{name>’
<prefizbJ2. 18, 2{/prefix>
¢l— €@8J2. 18.2: XMBE MEE —
Family>J2. 18, 3</family>
<l— ge@yz, 18.3: RikH H —
<given>J2. 18, 4</given> .
<l— @@ay2. 18. 4: FikE & —>
</name>
</nssignedPerson>
CrepresentedOrganization classCode="0RG” determinerCode="INSTANCE™>
<name>J2, 18. 1</name> : ;
(i-- 880J2, 18,1 2{RHE Ay —
{/representedOrganization>
{fassignedEntity>
{/primaryInformationRecipient>
</eentrolhctEvent>
</subject0f1>
" ¢subjectOf1 typeCode="SUBJ">
<eontrolActEvent clessCode="CACT™ moodCode="EVN">

<id assigningAuthorityNeme="C. 1.9.1,r. 1”7 extension="C.1.9. 1. r. 2" root="2 16.840. 1. 113883.3.989.2. 1.3.3"/>
¢U— €. 1.9, Lr. 1t Source(s) of the Case Identifier (repeat as necessary) #L —>
¢l— €. 1.9.Lr.2 Case Identifier(s) #1 —>
{/controlActEvent>
</subject0f1>

{subjectOf1 typeCode="SUBT™>
{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, 1.3.3°/>
¢<|— €. 1.9, Lx1: Source(s) of the Case Identifier (repeat as necessary) #2 —
<!— T 1.9.L.1.2 Case Identifier(s) #2 —>
{/controlActEvent>
<fsubject0f1>

<subject0f2 typeCode="SUBJ">
¢investigationCharacteristic classCode="0BS" moodCode="EVN">
<codo code="1" cedsSysten="2. 16.840. 1, 113883, 3, 989, 2, 1. 1, 23" codeSystenVersion="1.0" displayName="ichReportType”/>
¢value xsiitype="CE" code="C.1.3" codeSystem="2.16.840. 1. 113883, 3. 989, 2. 1. 1. 2" codeSystenVersion="2.0"/>
(l— C.1.3 Type of Report —>
{/investigationCharacteristic>
¢/subject0fz>
{subjectOf2 typeCode="SUBT">
{investigationCharacteristic classCede="0BS" moodCode="EVN™>
Seode code="2" codeSysten="2, 16.840. 1. 113883, 3, 989, 2, 1. 1. 23" codeSystenVersion="1.0" displayNawe="otherCaselds”/>
<value xsiltype="BL” value="trus"/>
<l— ¢.1,9.1 Other Case Identifiers in Previous Transmwissions —>
{/investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUB]"> .
¢investigationCharacteristic classCode="0BS" moodCoda="EVN™>
¢code code~"3" codeSystem="2. 16. 840, 1. 113883, 3.589. 2. 1. 1. 23" codeSystemVersion="1.0" displayMame="nul}ificationAmendmentCode”/

Cvalte xsiitype="CE" code="C. 1. 1L 1" codeSysten="2.16.340. 1. 113883. 3.989. 2, 1, 1.5” codeSystenVersion="2.0"/>
<l— C.1,11.1: Report Mullification / Amendment —>
{/investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUBJ™>
¢investigetionCharacteristic clessCode="DBS” moodCode="EVN">
Lcode code="4" codeSystem="2. 16. 840. 1. 113882, 3.989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="
nullificationAmendmentReasan”/>
{vale xsi:type="CE™> .
{originalText>C. 1. 11. 2¢/originalText>
¢i— C.1,11.2: Reason for Nullification / Amendment —>
</value} '
{/investigationCharacteristic>
</subject0f2>
<subject0f2 typeCode="SUBJ™>
{investigationCharacteristic classCode="0BS" moodCode="EVN™>
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N

<code code="1" codeSysten="2, 16, 849, 1, 113883. 3. 98-9. 5.1.3,2,1.12" codeSystemVersion="1, 0* displayName="8ESIZES (E&ESE N

¢valus xsiitype="CE” code="J2.1a” cedeSystem="2. 16, 840. 1. 113883, 3. 989, 5. 1. 3. 2. 1. 1" codeSystenVersion="1.1"/>
<I— ganlz. 1a: WHIFE (HEIH —
{/investigationCharacteristic -
¢/subject0fe>

<subject0f2 typeCode="SUBJ" > )
{investigationCharacteristic classCode="0BS" moodCode="EWN">
$code code="2" codeSystem="2, 16, 840. 1, 113883, 3. 989, 5. 1. 3. 2. 1. 12” codeSystemVersion="1 0" displayNeme="$R4=42M A "/
Cvalue xsi:type="1S" value="20130107"/>
<l— goeJz.2.1: |EKMDE — .
. </investigationCharacteristic>
</subject0f2>
<eubject0£2 typeCods="SUB]">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
<code code="3" codeSystew="2. 16.540.1, 113883, 3.989.5. 1.3, 2. 1. 12" codeSystemVersion="1. 0" displayNeme="$ReHEHA LTI =AY
<value xsi:type="ED">J2.2.2¢{/value> '
<l— 888)2.2.2: HERMBIZETE=AY T — ' :
</investigationCharacteristicy :
</subject0f2>
<subject0f2 typeCode="SUBJ"™>
<investigetionCharacteristic classCode="0BS" moodCode="EVN™>
<code code="4" codsSystem="2. 16, 840, 1. 113883, 3. 989, 5, 1, 3, 2, 1. 12" codeSystenVersion="1. 0" displayName="PIBssReE 7 5 7~ />
<value xsiitype="CE" code="J2,3" codeSystem=" 2 16, 840, 1. 113883, 3.989. 5. 1. 3. 2. 1. 2" codeSystenVersion="1.1"/>
<|— 8degz.3: BIRERMET 5 S —>
</investigationCharacteristic>
</subject0f2>
<{subject0f2 typeCode="SUBT™>
<investigationCharacteristic classCode="0BS" moodCode— EVN™>
{code code="5" codeSystem="2. 16.840. 1. 113883. 3. 985. 5. 1. 3. 2. 1, 12" codeSystemVersion="1, 0" displameg—'ﬂ%m%779"/>
{value xsi:type="CE" code="J2.8.1" codeSystem="2. 16, 840, L. 113883, 3,969.5. 1. 3.2, 1. 6" codeSystenVersion="1.1"/>
<|— #2872.8.1: MERBATIFS —
</investigationCharacteristic>
</subject0f2>
{subject0f2 typeCode="SUB]">
{investigationCharacteristic classCode="0BS" moodCode="EVN™>
<eode code="6" cedeSystem="2. 16.840. 1. 113883, 3, 988. 5. 1. 3. 2. 1. 12" codeSystenVersion="1. 0", displayName="23455H R DBEH"™/>
<value xsi:type="ED">J2, 8. 2<{/value>
" Kl— @8Ry 8. 2: HEMBAOESL —
< {/investigationCharacteristic>
{/suhject0f2>

{/investigationEvent>
{/stbjectd

{/controlAct]

Procesa>

</PORR_IND49016UV>

<l~= Message #1
¢]— Message #2

-
-

<|— PORR_INO49018UY —>

<|— /PORR_INQ49
¢|— Message #2
(roceiver typeCo

{device clas

L6V =~>

—>

de="RCV">

sCode="DEV” determinerCode="INSTANCE™>

<id extensien="N. 1. 4" root="2. 16. 840. 1. 113883. 3.986. 2. 1. 3. 14" />
¢i— N.1.4: Batch Receiver Identifier —>
{/device>

{/receiver)
<sender typeCods
{device clas
{id exte
4— N L
{/device>
{/sender>
</WCCY_IN2001000VO1>

="SND”>

sCode="DEV" determinerCode="INSTANCE">

nsion="N, 1. 3" root="2. 16, 840, 1. 113883. 3,989, 2, 1, 3.13"/>
3: Batch Sender Idennﬁer —>



<Pxml version="1.0"

XMLBEA VAR YA (SN, + (L m )

encoding="UTF-8"7>

<MCCI_IN200100UV01 ITSVersion="XML_1.0" xgi:schemalocation="urn:hl7-org:vd MOCI_INZOOIOOUVO! x5d” xmlns="urn:hl7-org:v3” xmlnsixsi="http://sww. wd. org/
2001/XMLSchema-instance™>

<id extensien="N. 1. 27 roct="2. 16, 840, 1. 113883, 3, 989.2.1. 3. 22"/>

<l— N.1.2: Batch Number —>

{creationTime velue="20101214161617"/>

¢l— N. L. 5: Date of Batch Trensmissien —>

<{responseModeCode code="D"/>

{interactionld extension="MCCI_IN200100UVOL" root="2, 16. 840. 1, 113883, L.6"/>

<name code="N. 1,

1" codeSystem="2. 16. B40. 1. 113883, 3. 989. 2. 1. 1. 1" codeSystemVersion="2, 0'/)

€l— N.1.1!: Type of Messages in Batch —>
€]~ Messaga #1 —>
<PORR_IN04S016UV>
<id extension="N, 2.1. 1" reot="2,15. 840, 1, 113883.3,989.2.1.3.1"/>
{l— N.2.1.1: Messags Identifier —>
{creationTime value="201012141516177/>
<|— N.2.r.4: Date of Message Creation —>
{interactionld extension="PORR_INC40016UV" root- "2, 16, 840. 1. 113883. 1.6"/>
<processingCods code="P"/>
{processingModaCode code="T"/>
CacceptAckCods code="AL"/>
(receiver typeCode="RCY™>
{device classCede="DEV™ determinerCode~"INSTANCE™>
{id extension="N.2.r.3" root="2. 16.840. 1. 113883.3.980.2.1.3.12"/> '
{!== N, 2.x 3: Message Receiver Identifier —>
{/device»

<fraceiver>

{sender typeCode="SND">
{device classCode="DEV” determinerCode="INSTANCE™>
<id extension="N, 2.r. 2" root="2.16.840. 1. 113883.3. 989. 2. 1. 3. 11"/>
¢|— M.2.1.2! Hessage Sender Identiffer —> -
{/device>

</sender>

{controlActProcess classCode="CACT” moodCode="EVN">
¢code code="PORR_TE049016UV”" codeSystem="2. 16, 840, 1. 113883. 1. 18"/>
¢!— HLT Trigger Event Ip —>
{effectiveTime value="201012141E16177/>
¢!— C.1.2: Date of Creation —>
<subject typeCode="SUBJ">
{investigationEvent classCode="INVSTG™ moodCode="EVN">

{id extension="C.1.1" roat="2. 16. 840, 1. 113883, 3. 986. 2. 1. 3. 1°/>
<l— C.1.1: Sender's (case) Safety Report Unigue Identifier —>
<id extensien="C.1.8.1" root="2.16.840. 1, 113883, 3,989.2.1.3.2"/>

<l C.1.8.1: Worldside Unique Case Identification Number —>

<id extension="J2.1b" roet="2. 16.840. 1. 113683.3.989.5.1.3.2.3. 1"/
<l— eeorz. 1o: WHIER (B -~
<code code="PAT_ADV_EVNT”™ codeSystem="2. 16.840. 1. 113883.5.4"/>
{text>H 1{/text>
¢l— H. 1: Case Narrative Including Clinical Course, Thefapeutic Measures, OQutcome and Addn:l.onal Relevant Information —>
<statusCode code="active™/>
<I-- 60812.7.1 % T. ExmTEZS —
{effectiveTine>
<low value="20080101/>
{l==C, 1.4: Date Report Was First Received from Source —>
{feffectivelime>
<availabilityTime value="20090101"/>
<l— C.1.5: Date of Most Recent Information for This Report —>
{yeference typeCode="REFR™>
{document c¢lassCode="DOC" moodCode="EVN™>
<code cede="1" codeSystem="2. 16,840, 1. 113887, 3,989, 2, 1, 1, 27" codeSystenVersion="1. 0" displayNams="documentsHeldBySender”/>
<titledC. 1.6, Lr 1</titled
¢I— C.1.6.1.x.1: Documents Held by Sender {repsat as necessary) #1 —>
¢text mediaType="application/pdf” representation="B64">C. 1. 6. l.T. 2¢{/text>
¢!— C.1.6.1.1. 2 Included Documents §1 —>
{/document>
{/refersnce>
{reference typeCode="REFR™>
{document classCode="DOC” mocdCode="EWN™> :
<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</titled
{l=- C.1.6 1.r 1! Documents Held by Sender (repeat as necessary) #2 —>
{text mediaType="image/jpeg” representation="B64” compression="DF™>C. 1.6, 1.1, 2{/text>
<!=-- C.1.6. 1 1.2 Included Pocuments #2 —>
</document> . -
{/reference>

{reference typeCode="REFR™> .
<document classCode="DOC” moodCede="EVN™> .
{code code="2" codeSystem="2.16. 840, 1, 113883, 3, 989. 2. 1. 1. 27" cndsS}'stemVursmn‘ 1.0" displayName=" htemtu.reReference Fpd
<titledJ2. 17, xré/title>
<!— 80872, 17.r WERTHROSEA #1 —>
{text mediaType= application/pdf” representation="B64">C. 4. r. 2{/text>
¢{1— C.4.r. 2 Included Documents #1 ~=>
<bibliographicDesignationTaxt>C. 4 r. 1</bibliographicDesignationText>
<l— .4, r.1! Literature Refersnce(s) #1 —



{participation typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
{representedOrganization classCode="DRG" dsterminsrCode="INSTANCE™>
<asLecatedEntity cliassCode="LOCE™>
{location classCode="COUNTRY" determinerCode="INSTANCE">
{cods code="J2.15. 1" codeSystem="1.0.3166.1.2.2"/>
<|— @gay2.15. r AFE #1 —
{/lacation>-
{/asLocatedEntity>
{/represented0rganization>
</a§signedEnfity> ’
{/participation>
{/document>
{/reference>
{reference typeCode="REFR™>
{document classCode="DOC” moodCode="EVN">
{code code="2" codeSystem="2. 16. 840, 1. 113883 3. 089, 2, 1. 1. 277 codeSystemVersion="1, 0" d1splaerame- 1iteratureRefsronce”/>
CtitledJ2. 17. ré/title '
<l— aeaJ2. 17.r BB/ BHFROSE #2 —
<text mediaType="application/pdf” representation="B64°>C. 4.r.2¢/text>
<|=="C.4.r. 2! Included Documents H2 —>
<bibliographicDesignaticnText>C. 4. x, l</h1h1mgraph1cDas1g-nat10n'l‘ext>
¢l— C.4,r. 1! Litersture Rofersnce(s) #2 —>
{participation typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
(reprasentedOrganization classCode="ORG™ determinexCode="INSTANCE">
<asLocatedEntity classCede="LOCE™>
Clocation slassCode="COUNTRY" determinerCode="INSTANCE™> '
{code code="J2.15. 1" codeSystem="1. 0. 3166. 1. 2,27/ ' !
¢l— 8882, 15, r AFEE #2 —>
</location?
{faslocatedEntity>
{/rapresentedOrganization>
{/assignedEntity>
</participatiand
{/document>
¢/reference>
{component typeCode="COMP*>
{adverseBventAssessment classCode="INVSTG™ moodCode="EVN™>
{subjectl typeCode="SBJ™>
{primaryRele classCode="INVSBJ"> :
{playerl classCode="PSN” determinerCode="INSTANCE™>
(name>D. 1</name>
¢l==D,1: Patient (name or initials) —>
<administrativeGenderCode code="D.5" codsSystem="1.0.52187/>
+ £l—D.5 Sex —>
‘ <role classCode="PRS">
Ccode code="PRN" codeSystem="2. 16.840. 1. 113883. 5. 111°/>
<associstedPerson classCodex"PSN™ determinerCade="INSTANCE™>
{/nssociatedPérson>
{subjectOf2 typeCode="SBI">
{organizer classCode="CATEGORY” meodCode="EVN™>
{code code="2" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1.4, 20" codeSystenVersion="1. 0 displayName="
drugHistory”™/>
{/organizer>
{/subject0f2>
{/role>
</playeri>
(subject0fl typeCode="SBF">
{researchStudy’classCode="CLNTRL" moodCode="EVN">
<id extensicn="C.B. 3" root="2, 16.840.1. 113883,3.989.2. L. .57/
<|— C.5.3: Sponsor Study Number —=>
<eode 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 —>
<$titleds. 5. 2</titled
¢|-= C.5. 2: Study Name —>
<authorization typeCode="AUTH™>
{studyRegistration classCode="ACT" moodCode—- EVN">
<id extension="C. 5. L r. 1" reot="2. 16,840, 1. 113883.3.989,2, 1, 3, 6'/)
{}= C.B.1.r. 1: Study Registration Number #l —>
{author typeCode="AUT">
{territorialAutherity classCode="TERR™>
{governingPlace classCode="COUNIRY” determinerCode="INSTANCE™>
<code code="C.5.1.r. 2" codeSystexr="1.0.5166.1.2.2"/>
¢!— C.5,1.r.2: Study Registration Country #1 —>
{/governingPlace>
{/territorialAuthority> ~
{/atithor>
</studyRegistration>
{/authorization>
{autherization typeCode="AUTH™>
{studyRegistration classCode="ACT” moodCode="EVN">
<id extension="C.5. l.1. 1" root="2. 16, 840, 1, 113883, 3,989, 2,1, 3.6"/>
¢l— G.B,1.r.1 Study Registration Number #2 —>
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gestationPeriod”/>

<author typecoda- AT
<territorialAuthority classCode=" TERR >
<governingPlace classCode="COUNTRY” determinerCode="INSTANCE™>
<code code®™C, 5, 11,27 codeSystes="1.0.3166.1,2.2"/>
<|— C.5.1.x.2: Study Registration Country #2 —>
</governingFlace>
{/territorialAuthority>
{/author>
{/studyRegistration>
</authorizetion>
{/researchStudy>
{/subject0f1>
{subject0f2 typeCode="SB]™>
{observation ¢lassCode="0BS" moodCode="EVN">
Zeode code="3" codeSystem="2. 16. 840, 1.113883, 3, 089, 2,1, 1. 19" codeSystemVersion="1.1" displayName="age”/>
<value xsiitype="PQ" valite="10" unit="D,Z.2b"/>
<}==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>
</subject0f2>
{subject0f2 typeCode="SBI">
<observation classCode="0BS" moodCode="EVN">
{cods cods="16" codeSystew="2, 16, 840, 1. 113883, 2,989, 2. 1. 1. 19" codeSystemVersion="1.1" displayName="

{value xeiltype="PQ” value="10" unit="D.2. 2. Ib"/>
¢l— D.2 2. 1a: Gestation Period When Reaction / Event Was Observed in the Footus {number) —>
<l— D.2,2.1b: Gestation Psnocl When Reaction / Bvent Was Observed in the Foetus {unit) —>
{/chservationd
{/subjestif2>
¢subject0f2 typeCode="SE]™>
{observation classCode="0BS" mocdCode="EWN">
{code code="4" codeSystem="2. 16. B40, 1. 113883, 3, 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayName="" ageGroup />
<¢value xsiitype="CE" code="D.2.3" codeSystom="2. 16, 840, 1, 113883, 3,980, 2. 1. 1.9" codeSystemVarsmn- 2.07/>
¢l— D,2.3: Patient Age Group (as per reporter) —>
{/observation)
{/subjectOE2y
<subject0f2 typeCode="5B]">
{observation ¢lassCode="0BS" moodCode="EVN">.
deode code="T" codeSystem="2, 16. 840. 1. 113883. 3. 98%: 2. 1. 1. 19" codeSystemVersion="1.1" displayName="bodyWeight”/

<value xsi‘type="PQ" value="48.2" unit="kg"/>
<l— D.3: Body Weight (kg) —>
{/ohservaticn?
¢/subjectlf2>
<subject0f2 typeCode="SBI">
{observation classCode="0BS" moodCode="EVN"> '
{code code="17" codeSystem="2, 16, 540. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="height”/>
{value xsi!type="PQ" value="152" unit="en"/>
¢l— D.4: Height (cm) —>
. £/observation>
</subject0f2>
{subject0f2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN">
<code code="17" codeSysten="2. 16, 840. 1. 113883. 3. 959. 5.1,3.2.1. 10" displayName="lastMenstrualPeriodDate” />
<valte xsiitype="CE" code="J2.28" codeSystemVersion="1.0" codeSystem="2. 16. 840, 1, 113883,3.689.5.1. 3.2, 1. 16" />

<l— @eaz. 28: HLIROFE —>
{/observation>
</sub jectOf2>
{subject0f2 typeCode="SB]™>
{organizer classCode="CATEGORY™ moodCode="EVN™>
{code code="1" codeSysten="Z. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 20" codeSystenVersion="1.0" displayName="

relevantMsdicallistoryAndConcurrentConditions™/>

displayName="continuing"/>

{cemponent typeCode="COMP™>
{observation classCode="0BS” moodCode="EVN'>
{code code="D. 7. L.r. 1b" codeSystew="2. 16. 840, 1. 113883, 6. 163" codeSystemVersmn— D.7.1.r. la"/>
{}— D.7.1.x. 1a: MedDRA Version for Medical History #1 —>
{]— D.7.1.1.1b: Medicel History (disease / surgical procedure / etc.) {MedDRA code) #1 —>
<inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodlode="EVN™>
{code code="13" codeSystem="2, 16. 840. 1, 113883, 3,989, 2. 1. . 19" codeSystenVersion="1.1"

{value xsi:type="BL” value="true”/>
4= D.7.Lz 3: Continuing #1 —>
{/observation>
{/inboundRelationship>
{/obssrvation>
{/component>
{component typsCode="COMP™>
{chservation classCede="0BS™ moodCode="EVN™>
{eode code="D. 7. L. r. 1b" codeSystem="2. 16. 840, 1. 113883, 6. 163 codeSystemVersion="D. 7. 1.z, 1a"/>
¢}— D.7.1.r. la: MedDRA Yersion for Medical History #2 —>
¢l— D.7.1r. 1b: Medical history (disemse / surgicel procedure / etc.) (MedDRA code) #2 —>
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displayName="continuing”/>

<inhoundRelationship typeCode="REFR">
{ohservation classCode="0BS” moodCode="EVN™>
{cods code="13" codeSystem="2, 16. 840, 1. 113883, 3,989, 2. 1. 1. 19" codeSystemVersion="" 1 1

<yvalue xsi:type="BL” velue="true”/>
{]— D.7.1.1.3: Continuing #2 —>
{fohaervation)
¢/inboundRelationship> [
{/ohservation>
</component>
{component typeCode="COMP*>
{observation classCode="0BS" moodCode="EYN"> .
<code code="18" codeSystem="2, 16, 840, 1, 113883. 3. 989. 2, 1, 1, 197 codeSystenVersion*"1. 1™ displayNams="

historyAndConcurrentConditionText />

event) —>

/>

displayName="reaction”/>

D.8.1.7a"/>

displayNeme="reaction”/>

D.8.r.7a"/>

<value xsiitype="ED3D. 7, 2¢/value>
¢!— D.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction /

</shservation>
</component> . .
{forganizer>
</subijectDfz>
<subject0f2 typeCade="SBI">
<organizer classCode="CATEGORY” moodCode="EVN" >
<code code="2" codeSystem="2, 15, 840, 1, 113883. 3, 689, 2, 1, 1, 20" codeSystemVersion="1.0" displayName="drugHistory”

<component ‘typeCode="COMP™>
{substanceAdministraticn classCode="SBADM" moodCode="EVN™>
{consumable typeCode="CSM™>
{instance0fKind classCode="INST">
<kind0fProduct classCode="MMAT" determinerCode="KIND" >
<name>D, 8. x. 1{/hame> .
1= D.8.x. 1: Name of Drug as Reported #1 —>
</kind0fFroduct>
¢/instanceOfKind> ,
¢/ consimable?
{outboundRelationship2 typeCode="CAUS">
{observation classCode="0BS" moodCode="EVN">
{code code="20" codeSystem="2. 16. 840. 1. 113883, 3, 589, 2. 1. 1. 19" codeSystemVersion="1. 1"

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

¢l— D.8.x,7a: MedDRA Yersion for Reaction §1 —>
¢l— D.8 1.7b: Reaction (MedDRA code} #1 —>
¢/observation>
{SfeutboundRelaticnship2)
</suhstanceﬁdmnlstratmn)
{/component>
<component typeCode="COMP">
{substanceAdrinistration classCode="SBADM" moodcude— EVN™>
{censumable typeCode="CSN™>
{instanceOfKind classCode="INST*>
<kindDfProduct classCode="MMAT" determinerCode="KIND"™>
<name>D. 8. r. 1<{/name>
<{!— D.8.r.1: Name of Drug as Reported #2 —>
</kind0fProduct>
{/instance0fKind>
{/constmable?
{outboundRelationship? 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"

<value xsiitype="CE" code="D. 8., 7b* codeSystem="2. 16.840. 1. 113883, 6. 163" codeSystenVersion="

<!— D.B.r.7a! MedDRA Version for Reaction #2 —>
{|— D.B.x.7b: Reaction (MedDRA code} #2 —>
{/observation>
{/outhoundRelationship2>
{/substanceAdministration
{/conponent>
<forganizer> ,
{/subject0f2>
<subject0fZ typeCade="SB]">
{observation classCode="0BS" moodCode="EVN">
{id roct="164eb889~558b-45f2-a02f-42d4d6£4667E" />
<eode pode"28" codeSystew="2. 16, 840, 1. 113883, 3,989, 2. 1. 1. 19" codeSysteaVersion="1. 17 displayNams="reaction"/>

{effectiveTime xsi:type="IVL_TS"™>
{low value="200801017/>
¢l— B.i.4: Date of Stert of Reactich / Event #1 —>
<high value="20090102"/>
¢|— B.i.5: ‘Date of End of Reactmn / Bvent #1 —>
{/effactiveTime>
<value xzsi'type="CE" code— E. 1.2, 107 codeSystem="2. 16. 840, 1, 113883. 6, 163" codeSystemVersion="E. i. 2. 1a™>
¢]— B.i.2. la: MedDRA Version for Reaction / Bvent #1 —>
{
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¢l== E.i,2. 1b: Reaction / Event (MedDRA code) #1 —>
{originalTextE. i. 1. lad/originalText>
¢!— B.i, 1.'1a: Reaction / Event as Reported by the Primary Source in Native Languege #1 —
{/value>
SotsthoundRelationship? typeCode="PERT™>
' {observation classCode="0BS" moodCode="EVN™>
<code code="27" codeSystex="2. 16. 840. 1. 113883, 3. 089. 2. 1. 1, 18" codeSystemVersion="1.1" displayName="
outcome”/>
¢valus xsiitype="CE” code="E.i.7" codeSystem="2.16.5840. 1. 113883, 3,989, 2. 1. 1. 11" codeSystemVersion="2,
0"/ ) )
¢{I— E.i.7: OQutcome of Reaction / Event at the Time of Last Observation #1 —>
{/cbservation>
</outboundRelationship2>
<outboundRelationship? typeCode="PERI">
<observation classCode="0BS” moodCode="EVN*>
Seode code="11" codeSysten="2. 16. 840, 1. 113883, 3. 589, 6. L. 3. 2. L. 10" codeSystenVersion="1, 0" displayName=
TR - BT, . )
<value xsiitype="CE” code="J2.26.i" codeSystemVersion="1.0" codeSystem="2.16.840.1. 113883, 3,989, 5.1. 3.
2114 N
¢l— 84@)2 26.1 EWEF #1 —
</observation>
</outhoundRelationship2>
{/observation?
{/sub ject0f2>
¢subjectOf2 typeCode="SBJ">
<observation classCode="0BS” moodCode="EVN">
<id reots"2ban28d6-ceB-4ebc-93e0-5hBE0L314220"/>
{pode code="20" codeSystem="2. 16. 840, 1. 113883, 3. 089, 2. 1. 1. 197 codeSystemVersion="1. 1" displayNeme="reaction”/>

<effectiveTime xsi:type="IVL_TS™>
<low value="20080101"/>
¢!— E.i.4! Date of Start of Reaction / Event #2 —>

</effectiveTime>
¢value xsittypes="CE” code="E.i.Z2.1b" codeSysten="2, 16, 840. 1, 113883, 6. 1637 codeSystemVerslon— B.i.2.1a">
¢l B.i, 2 la: MedDRA Version for Reaction / Event #2 —>
¢{l— B.i.2.1b: Reaction / Event (MsdDRA cods) #2 —>
- originalTextDE. i, 1. la¢/originalText>
¢l— B.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #2 —>
{/valua>
<outboundRelationship? typeCode="FPERT™>
Cohservation c¢lassCede="0BS” moodCode="EVN™>
<code code="27" codeSystem="2. 16. B40. 1. 113883, 3. 989, 2. 1. 1. 197 codeSystemVersmn— 1,1" displayName="
outcome™/>
’ <valus xsiitype="CE™ code="E.i.7" codeSystem="2, 16,840, 1. 113883.3.989.2.1.1. 11" codeSystemVersion=" "2.
omH
<}~ E.i.7: Outcome of Reaction / Event et the Time of Last Observation #2 —>
¢/observation>
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT">
{observation classCode="0BS” weadCode="EVN™>
{code tode="11" codeSystem="2. 16. 840, 1. 113883, 3. 959. 5.1,3.2.1.10" codeSystemVersion="1.0" displayMame=
“SRa - MmN

<value xsi:type="CE” code="J2.26.1" codeSystemVersion="1.0" codeSystex="2.16.840.1. 113883. 3.989.5. 1. 3.
ZL14" /> ' .

<|— 80872, 26. i EAWHES #2 -
{/observation>
</outboundRelat10nsh1p2>
£/observation?
</subject0f2>
¢sub jectOf2 typeCode="SBJ™>
{observation classCode="0BS" moodCode="EVN™>
<id root="3a8626ch-0f1b—4deaB-8a0f—e0ff34430adf"/>
<code code="29" codeSystem="2, 16, 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1 1" displayNeme="reaction”/>

<effectiveTime xsi:type="IVL_TS™>

<high valus="201012017/>

<!— E.i.5: Date of End of Reaction / Event #3 —>
{/effectiveTimad
¢value xsiltype="CE" code="E.i.2 1b" codeSystem="2.16. 840, 1, 113883. 6. 163" codeSystemVersion="E.i. 2.1a">

<|— B.i.2.1a: MedDRA Version for Remction / Event #3 —>

¢!-- E.i.2.1b: Reacticn / Event (MedDRA code) #3 —>

<originalText>E. i. 1. 1a¢/originalText>

¢!== E.i. 1. 1a: Reacticn / Event as Reported by the Primary Source in Native Language #3 —>
{fvaluer
¢outboundRelationship? typeCede="PERT™>

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

<code code="27" codeSystem="2. 16, 840, 1, 113883. 3, 589, 2. £. 1. 19" codeSystenVersion="1.1" displayName="
outcome” /> ’
<valus xsiitype="CE” code="E. 1. 7" codeSystem="2, 15. 840, 1, 113883. 3,989.2.1. 1. 11* codeSystemVersion="2.
L3
¢l— E. i,7: Dutcome of Reaction / Event at the Time of Last Observation {3 —>
</observatior>
</outboundRelationship2>



/observation>
{/subjectDf2>
<subject0f2 typaCode="SBJ"> ]
{observation classCode="0BS" moodCode="EVN">
¢id root="2e90840f-08b4—499c-80FF-ddS415F4E8ab" />
{ceds code="29" codeSystem="2, 16, 840, 1, 113883, 3, 989, 2. 1. 1. 197 codeSystenVersion="L. L” displayNems="reaction”/>

{effectiveTime xsi:type="SXPR_TS" >
{comp xsiitype="IVL_TS™>
{low value="20090101"/>
{l=— B.i.4: Date of Start of Reaction / Bvent #1 —>
<high value="20101201"/>
{|— B.i.B: Date of End of Reaction / Event #4 —>
</comp>
{comp xsi: type— "IVL_TS” operator="A">
{feomp> o
{/effectiveTime>
<value xsi:type="CE" code="E. i.2, 1b” codeSystem="2.16. 840, 1. 113883. 6. 163" codeSystemVersion="E. i. 2. la ?
<!— E.i.2.1a’ MedDRA Version for Reaction / Bvent #4 —>
¢!— B.i.2.1b: Reaction / Event (MedDRA code} #4 —>
<originelText>E. i, 1. la(/ongmalText)
¢l— E.i.1.1at Reaction / Bvent as Reported by the Primary Source in Native Language t#4 —>
| </value>
<outhound.Relatmnsh1p2 typeCode="PERT">
{ohservation classCode="DBS" mocdCode="] EVN >
{code code="27" codeSystem="2, 16, 840, 1. 113883. 3. 680, 2, 1, 1. 15" codeSystenVersion="1.1" displayName="
outcome” /> : ’ .
<value xsi:type="CE" code="E.i.7" codeSystem="2, 16.840. 1. 113883, 3. 989. 2. L. 1, 11" codeSystemVersion="2.
o .
{|— E.i.7: Outcome of Reaction / Event at the Time of Last Chservation #4 —)
{/observation>
</outboundRelationship2>
¢fobservation>
</subject0f2>
¢subject0f2 typeCode="SEI">
{observation classCode="0BS" moodCode- EVN">
<id root="1071064c-cf10-4a3b-83cl-24f9ddb7eabd”/>
{code code="29"_ codeSystew="2. 16, 840. 1. 113883, 3, 989, 2. 1. 1. 19" codeSystenVersion="1.1" displayNamwe="reaction”/>

{effoctiveTine xsiitype="IVL_TS™>
Cow value="20090101"/>
¢{!{— B.i.4: Date of Start of Reaction / Event #5 —>
{feffectivelimed
¢value xsiitype="CE" code="E.i.2. 1b” codeSystew="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="E. 1. 2,1a">
¢!== E.i.2.la! MedDRA Version for Reaction / Event #§ ==>
¢!— E.i. 2. 1b: Reaction / Event (MocdDRA code) #5 —>
{originalText>E. i. 1. la¢/eriginalText>
¢!== E.i.1.1a! Reaction / Event as Reported by the Primary Source in Native Language #5 -—)
¢/value>
{outboundRelationship2 typeCode="PERT">
Cobservation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2. 16. 840. 1. 113883. 3, 689. 2. 1. 1. E9” codeSystemVersion="1. 17 displayName="
outcome”/> -
<yalue xsiitype="CE” code="E.i. 7" codaSyste ="2. 16. 840. 1. 113B83. 3, 989. 2. 1. L. 11" codeSystemVersion="2.
0"/ '
<|— B.i.7: Outeome of Reaction / Event at the Time of Last Observation #5 —>
¢/observation?
{/outboundRelationship2>
{/observation>
</subjsctOf2>
{subject0f2 typeCode="SBJ™>
{observation classCode="0BS” moodCode="EVN">
<id root="1£927283-10b6-4334-0d43-e025640fb18£" />
<code code="29" codeSystem="2, 16, 840, 1. 113883, 3. 980, 2, 1. 1. 19" codeSystemVersion="L 1" displayName="reaction*/>

<effectiveTime xsiitype="IVL_TS">
<high value="20090101"/>
{l== B, i, 4: Date of Start of Reactmn / Bvent #6 —>
&/effectiveTine?
<value xsi:type="CE" code="E.i.2.1h" codeSystem="2. 16. 840. 1. 113883. 6. 163" codaSystenVersich="E.1i. 2. 1a™>
¢l— B.1.2. 1a: MedDRA Versien for Reaction / Event #§6 —>
¢[== E.i,2 1b: Reaction / Event (MedDRA code) #8 —>
<priginalText>B. i. 1. la{/originalText>
¢l— E.i.1.1a: Reaction / Event as Raported by the Primary Source in Native Language #5 —>
{/value>
<eutboundRelationship? typeCode=" FBRT_) .
{ebzervation clessCode="0BS" moodCods="EVN">
<ecode code="27" codaSysten="2, 16, 840. 1. 113883. 3. 989. 2. 1. 1, 19" codeSystenVersion="1. 1° displayMame="

sutcome”/> « )
<value zsi‘type="CE” code="E.1.7" codeSystem="2.16.840. L. 113883, 3.989. 2. 1. 1. 11" codeSystemVersion="2.
s
¢{==E 1,7 Outcome of Reaction / Event at the Time of Last Observaticn #6 —>
{/observation>
</outboundRelationship2>



{/observation>
{/subject0f2>
<subjectDf2 typeCods="SB]">
{observation classCode="0BS" mecodCode="EVN">
<id root="e0342969~38bp~423f~h6bh-cel4hc279d8e”/>
Seode code="29" codeSystem="2, 16.840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1" displayName="reaction”/>

<value xsiitype="CE” code="E.1i.Z2.1b" codeSystom="2, 16. 840, 1. 113883, 6. 163" codeSystemYersion="E.i 2. 1a™
{!— E.i.2. la: ModDRA Version for Reaction / Event #7 —>
¢l=~ E.4.2. 1b: Reaction / Event (MedDRA code) #7 ——>
{originalText>E. i. 1. la$/originalText>
¢l=—= B.i.1 la: Reaction / Event as Reported by the Primary Source in Native Language #7 —>
</value>
<outhoundRelationship2 typeCods="FERT">
{observation classCede="0BS" mocdCode="EVN™>
<code code="27" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1" displayName="

-»

outcome” /> .
<value xsiltype="CE” code="E.i.7" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 11" codeSystemVersion="2.
(1232 .
¢l— E.i,T: Outcome of Reaction / Event at the Time of Last Observation #7 -
</observation>
</outbounditelationship2>
{/observation>
{/suhjactDE2>
<subject0f2 typeCode="SBJ™>
{observation classCods="0BS" moodCode="] F.VN >
<id root="el5be092-8070—426d-af (0468632634430 />
<code code="29" codeSystem="2.16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1" displayName="reaction"/>

SeffectiveTime xsi:type="SXPR.TS">
{comp ®sirtype="IVL_TS™>
<low value="200901017/>
<l—E.i.4: Date of Start of Reactlon / Bvent #8 —
{/comp>
{comp xsi:type="IVL_15" operator="a"> !
¢high value="20101201"/>
¢l— B,1,5: Date of End of Resction / Event #8 —>
</comp>
</effectiveTime>
{value xsi:type="CE" code="E.i. 218" codaSystem="2. 16. 840 1.113883.6. 163" codeSystenVersion="E. i, 2.1a™>
¢{l— E.i.2.1a: WedDRA Versiocn for Reaction / Event #8 —>
¢!~ E. 1.2 1b: Reaction / Event (MedDRA code) #8 —>
<originalText)E. i. 1. lal/originalText>
{I-= E.i. L la! Reaction / Event as Reported by the Primary Source in Native Language #8 —>
</value)
{outbotndRelationship2 typeCode— PERT™>
{observation classCode="085" moodCode="EVN™> )
{code code="27 codeSystem— 2. 16, 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystexVersion="1.1" d1sp1a§rName—
cutcome”/>
<value xsi:type="CE" code="E. 1.7 codeSystem="2, 16. 840. 1. 113883, 3. 089, 2.1, 1. 11" codeSystemVersion="2,
0"/ ’ ’
¢}== E.i.7: Qutcome of Reaction / Event at the Time of Last Observation 8 —>
</observation®
{/outboundRelationship2>
</ohservation .
{/subject0f2>
{subjectOf2 typeCode="SBJ">
{organizer classCode="CATEGORY" mocdCode="EVN™>
{code code="4" codeSystem="2. 16. B40. 1. 113883. 3. 989. 2. 1. 1. 20" codsSystenVersion="1.0" displayName="
drugInformation”/> '
¢l== G. % Drug(s) Information (repeat as necessary) #1 —>
<component typeCode="COMP™>
CsubstanceAdninistration ciassCode="SBADM" moodCode=" EVN >
{id root= 3c91b4d5-3039-—4&7&-9::30—67671b0ef994"/>
{consumable typeCode="CSM™>
{instanceOfKind elassCode="INST">
CkindOfProduct classCode="MMAT" determinerCods="KIND">
<name>G. k. 2. 2</name> b
¢l— 6.k.2.2: Medicinal Product Neme as Reported by the Primary Scurce #l —>
{FormCode code="J2.24.X" codeSystem="2. 16, 840. 1. 113883, 3.989. 5.1.3. 2, 1, 13"
codeSystenVersion="1.0" />
¢l— @eeJ2. 24k HAKI #1 —
{asManufacturedProduct classCode="MANU™>
<subjectDf typeCode="SBJ">
{appreval classCode="CNTRCT” moodCode="EVN™>
<id extension="G.k 3.17 root="2, 16, 84¢. 1, 113883, 3.089.2. 1. 3. 4"/>
¢l— 6.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.% 3.3: Name of Holder / Applicant #1 —
{/playingOrganization>
{/ruler
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¢/holder’>
<author typeCode="AUT™>
{territorialAuthority classCode="TERR">
<territory classCode="NAT" determinerCode="INSTANCE™>
<code code="G. k. 3. 2" codeSysten="1. 0. 3166. 1.2.27/>
" <l— G.k.3.2: Country of Authorisation / Application #1 —>
{/territory?
{/territorialAuthority>
{/auther>
{/approval’
</subject0>
{subjectOf typeCode="SBJ">
{characteristic ¢lassCode="0BS" moodCode="EVN"> .
{code code="1" codeSystem="2. 16.840. 1. 113883, 3.989. 5. 1.3. 2. 1. 10"
codeSystenVeorsion="1, 0" displayName="}iEERECRRES"/, .
<value #si!type="CE" code="]2, 4. k" codeSystem="2, 16. 840, 1, 113883, 3. 985.5. 1. 3,
2.1, 3" codeSystemVersion="1.17/>
<1— 088J2. 4. k! FERJKFORRES 1 —
</characteristic>
{/subjectOr>
{/asWanufaciuredProduct>
CasNemedEntity>
¢name xml:lang="ja">J2.23. k¢/name>
<|— 80812, 23. & B #1 —
<assigningTerritory>
<cods code="JP” codeSystem— 1.0.3166.1.2.27 />
{fassigningTerritory>
¢/asNamedEntity>
<ingredient classCode="ACTI">
{quantity>
{numerator/>
{dencminator value="17/>
<fquantity>
{ingredientSubstance classCode="MMAT" determinerCude— KIND™>
<name>G. k. 2. 3. r. 1<{/nane>
¢|— Gk 2.3.7. 1! Substance / Specified Substance Name #1-1 —>
<asSpecializedKind classCode="GEN"> °
{generalizedMaterialKind classCode="MAT" determinerCode="KIND">
<code code="J2.25.k r” codeSyster="2. 16. 840, 1. 113883, 3, 989, 5, 1, 3. 2. 1. 17"
codeSystemVersion="1.0" /> . .
<I— 88872, 25. k. r A OES #1-1 —-)
{/generalizedMaterialKind>
{/asSpecializedKind>
(/mgradwntSubstance)
{/ingredient>
<ingredient classCode="ACTI™>
{yuantity>
{numerator/>
{denominator value="1"/>
</quantity> ‘
¢ingredientSubstance classCode="MHAT* determinerCode="KIND™>
<{name>G. k. 2. 3. . 1{/name>
¢{|— G.k.2,3,r. 1 Substence / Specified Substance Name #1-2 —>
{asSpecializedkind clagsCode="GEN">
{generalizeddaterialKind classCode="MAT" determineiCede="KIND">
{code code="J2.25.k.1” codeSystem="2. 16, 840. 1. 113883, 3,989, 5, 1.3.2. 1. 17"
codeSystemVersion="1. 0" /> -
<l— 088]2.25. k. r REAYDES #1-2 —
{/generalizedHaterialKind>
¢/asSpecializedKind>
</ingredientSubstance>
</ingredient> :
</kindOfProduct>
</instance0fKind>
{/consumabled
{outboundRelationship2 typeCode="COMF™>
¢{}— G.k. 4.7 Dosege and Relevant Information (repeat as necessary). §i-1 —>
{substanceAdninistration classCode="SBADM" moodCode="EVN">
{text>G. k. 4. 1. 8</text>
{|— G.k 4.r. B Dosage Text #1-1 =~
{effectiveTime 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 #i-1 —>
{l— G.k 4. r 3 Definition of the Time Interval-Unit #l-1 -
</comp> :
. {comp xsiitype="IVL_T5" operater="A">
{low value="20090101"/>
¢!— G. k. 4.1.4' Date and Time of Start of Drug #1-1 —>
<¢high value="200901017/>
{— G. k. 4.7.5: Date and Time of Last Administration #1-1 —>
</comp>
{/effoctiveTime>
{routeCode codeSystem="2. 16,840, 1. 113883, 3.989.2.1.1. 14" °
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SoriginalText>G, k. 4. r. 10. 1</originalText>
{|— 6.k 4.r.10.1: Route of Administration (free text) #1-1 -->
¢/routeCoded
<doseQuantity value="10" unit="6.k 4.r.1b"/>
<|— G.k 4.r.1a Dose (number) #1-1 —>
{l— G.k.4.x. 1b! Dose (unit) #1-1 —>
{/substanceAdminisirationd
{/outboundRelationship2>
{outhoundRelationship2 typeCode="CONP™>
<}=—— G.k. 4.x: Dosage and Relevant Information (repeat as necessary} #1-2 —>
¢substanceAdministration clessCode="SBADM" moodCode="E¥N">
(text>G. k. 4. 1. B(/text>
{I— 6.k 4.r.8: Dosage Text #1-2 —>
CoffectiveTime xsi:type="SXFR.IS">
{comp Xsi:type="PIVL_TS™>
<poriod value="10" unit="G. k. 4.x.3"/>

¢|— G.k.4.r.2: Busher of Units in the Interval #1-2 -->
¢l— G.k.4.r.3: Definition of the Time Interval Unit £1-2 —>
</comp?

Scomp xsi:type="IVL_TS" operator="A">
<low value="20080101"/>
{1— G.k.4.1.4: Date and Time of Start of Drug {12 —>
<high value="200301017/>
{l— 6.k 4.1.5: Date and Time of Last Administration #1-2 —
{/comp>
{/effectiveTime»
<routaCode codeSysten="2. 16. 840. 1, 113883, 3. 980, 2, 1. 1, 147>
CoriginalText>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. 16"/
¢I— 6.k 4.r. 1a Dose (number} #1-2 -
{!— G,k 4.1 1b: Dose (unit) #1-2 —
{/substanceAdministration>
</eutboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
{!— G.k.4.1: Dosege and Relevant Information (repeat as necessary) #1-3 —>
¢substanceAdministration classCode=" SBADH’ moodCode="E¥YN"™>
{text>G. k. 4, v, 8</text>
¢l— G.k.4.1.8: Dosage Text #1-3 —>
{effoctivelime xsi:type="SXPR_TS">
{comp xsiitype="PIVL_TS">
<period value="10" unit="G.k 4.r.3"/>
¢l— G,k 4.r.2: Number of Units in the Interval #1-3 —>
<|— G.k. 4.1r.3: Definition of the Time Interval Unit #I-3 -->
¢/comp>
{comp xsi:type="IVL_TS” operator="A">
<low value="200801017/>
¢l-- Gk 4.1 4: Date and Time of Start of Drug #1-3 —>
</comp?
</effectiveTine>
{routeCode codeSysten="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) #1-3 —>
</routeCods>
{doseQuantity value="10" unit="6.k 4.r.1b"/>
¢!— 6.k 4.x. 12 Dose (number) #1-3 —>
{|== G.k 4.1.Ib: Dose {unit) #I-3 —>
</substanceddministration>
{/eutboundRelationship2>
<outboundRelationship2 typeCode="COMP™>
¢J== G, k.4, r: Dosage and Relevant Information {repeat as necessary) #1-4 —
{substanceAdninistration classCode="SBADM™ moodCode="EVN™>
{text)G. k 4. 1. B¢/text>
¢]— G.k.-4.r.8: Dosage Text #1-4 —>
<effectiveTime xsiltype="SXPR_IS™>
{comp xsiitype="PIVL_TS™
{period valus="10" unit="g.k 4.r.3"/>
{l== G,k 4.r 2: Number of Units in the Interval #1-4 —>
¢{I— G.k.4.r.3: Definition of the Tims Interval Unit #1-4 —>
</comp?
{oomp xsiitype="IVL_TS™ operator="A">
<high value="20080101"/> ’ :
{l— G.k. 4.r.5: Date and Time of Last Administration #l-4 —>
¢foomp> . '
</effoctiveTime>
<routaCede codsSystem="2, 16.540. 1. 113883.3.689. 2. 1. 1. 14™>
<originalText>G, k. 4. r. 10, 1{/originalText>
¢|— G.k.4.1.10.1: Route of Administration (free text) #1-4¢ —>
</routeCode>
{doseJuantity value="10" unit="G.k. 4.r.1b"/>
¢l=- G.k 4.1. 1a Dose (number} #1-4 —>
<J— 6.k 4.1, 1b: Dose {(unit) §l-4 —>
{/substanceAdministration>
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<{/outboundRelationship2> .
<outhoundRelationship? typeCode="COMP™>
{{— G.k. 4.x: Dosage and Relevant Information (repeat as necessary) #1-5 —>
<substanceAdministration classCode="SBADM” maadCode="EVN">
{texi>G. k. 4. 1. 8{/text>
— G k. 4.1.9: Dosage Text #1-6 —> .
{offoctiveTime xsi:type="SXPR_TS"> -
{comp xsi:type="IVL_TS™>
{low value="20090101"/>
<|=— G.k. 4.x.4: Date and Time of Start of Drug #1-5 —>
<high value="20090101%/>
{l— G.k.4.xr.6: Dats and Time of Last Adwinistration #1-5 —>
{/comp>
{comp xsi:type="IVI_TS" operator="A">
{/comp>
{/effectiveTine>
{routeCode codeSystem="2. 16.840. 1.113883.3.989.2. 1.1, 14">
<originalText>G, k. 4. 1. 10, I</originalText>
{3 Gl 4.1, 10, 1 Route of Administration (fres text) #1-5 —>
" {/routeCode>
{doseQuantity value="1¢" unit="G.k. 4.r.1b"/>
Kl— G.k 4.r.18 Dose (number} #1-5 —>
{|— Gk 4.r.1b: Pose (mit) #1-5 —>
{/substanceAdninistration> :
{/outboundkelationship2>
{outboundRelationship2 typeCode="COMP">
{l= 6.k 4.r: Dosage and Relevant Information (repeat as necessary) #1-6 —>
{substahceAdministration classCede="SBADM™ moodCode="EVN™>
{textdG. k4. r. B{/textd
¢{|— G.k.4.r.8: Dosage Text #1-6 —>
{effectiveTime xsi:type="SXFR_TS™>
{eomp xsi:type="PIVL_TS™>
{period value="10" unit="C.k 4.1. 3"/

¢l— G.k. 4.r.2: NMumber of Units in the Interval #1-6 —>
<|— G.k.4.r.3: Definition of the Time Interval Unit #1-6 —
</eomp> '

<comp x51i:type="IVL.T5" operator="4">
<low value="200901017/>
¢l— G.k. 4.1 4! Date and Tims of Start of Drug #1-6 —>
{/comp>
{comp xsittype="IVL_TS” cperator="A">
<high value="20090101%/> ’ . .
{|— G.k 4.r.5: Date-and Time of Last Administration #1-6 —>
<feomp> .
{/effectiveTimed
<routeCcda codeSystem="2. 16,840, 1, 113883, 3.989.2. 1. 1. 14"
CoriginalText>G. k. 4. r. 10. 1</originalText)
<|— 6.k.4.x. 10.1: Route of Administration (free text) #1-6 —
{/routeCode>
{doseQuantity velue="10" wmnit="G.k 4.r. 1b"/>
<{— G.k4.x.1a Dose (mmber) #1-1 —>
{l— G,k 4.r. 1b: Dose (unit} #1-1 —>
{/substanceAdministration>
{/outboundRelationship2>
{outboundRelationship? typeCode="COMF™>
¢{l— G.k. 4. r! Dosage and Relevant Information (repeat as necessary) #1-7 —>
{substanceAdministration classCode="SBADM" moodCode="EVN™>
{text>G. k. 4. 1. B</text>
{!— G,k 4.r.8: Dosage Text #1-7 —>
<effectiveTims xsi:type="SXPR_TS">
<comp xsiitype="IVL_TS™>
<low value="20080101"/>
{l— 6.k 4. 1.4 Date and Time of Start of Drug #1-7 —>
</comp)
<comp xsi:type="IVL_TS” operator="A">
<high value="200901017/>
¢l— G.k.4.r.5: Date and Time of Last Administration #1-7 —>
</cotp>
{feffectivelime>
{routeCode codeSystem="2. 16, B40. 1. 1138885, 3.989.2.1. 1. 14>
<originalText>G. k. 4. 1. 10. 1</originalText>
<!— G.k.4.x. 10, 1: Route of Administration (free text) #1-7 —>
{/routeCode> :
{doseQuantity value="10" unit="G.k 4.r.1b"/>
¢|=~ Gk 4.r.1a Dose (number) #1-7 —>
{l=— G.k4.r 1b: Dgse (unit} #1-7 —>
{/substanceAdrinistration>
</outboundRelationship2> -
<outboundRelationship? typeCode="PERT">
Cobzervation classCode="08S" moodCode="EYN">
: {code code="31" codeSystem="2. 16. 840. 1. 113883, 3, 989, 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="recurrarce0fReaction”/>
<value x5iitype="CE” code="G.k.9.i.4" codeSystem="2. 16, 840. 1.113883.3.989.2.1.1, 16"
codeSystenVersion="2. 0°/> . :
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¢l-- G.k. 9. 1. 4! Did Reaction Recur on Re—administratien? Drug #1, Reaction §1 —>
{outboundRelationshipl typeCode="REFR™>
{actReferance classCods="0BS” mocdCode="EVN">
<id root=’1549]:859-95811—45f2“602f—42d4d6f4657f’ o
{/actReference>
{/outboundRelationshipl>
¢{/observation>
{/eutboundRelationship2>
{outboundRelationshipZ typsCode="PERT™>
Sobservetion classCode="0BS" moodCode="EVN™>
{code code="31" cédsSystem="2. 16.840. 1. 113883, 3,989.2.1. 1. 18" codeSystemVersion="1.1"
displayNamé="recurrance0fReacticn”/>
- {value xsi:type="CE" code="G.k.D.i.4" codeSystem="2, 16. 840, 1. 113883, 3. 689.2. 1. 1. 16"
" codeSystenVersion="2.0"/> . '
{!— 6.k 9.i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #2 —>
¢outboundRelationshipl typeCode="REFR™>
<actReference clzssCode="0BS" moodCade="EVN">
<id root='2baazSdﬁ—cgeB-fl‘e90—9339-51:8601}314220”/ >
¢/actReferance’
{/outboundRelationshipl>
{/observation>
{/outboundRelaticnship2>
</substancepdninistration>
</component)
¢{!— G.k Drug{s} Information (repeat as necessary) #2 —>
{componsnt typeCode="COMP™>
{substanceAdninistration classCode="SBADM" moodCode="EVN™>
{id root="684d6f5ce-3b3b~46¢7-92dd~69¢06730c3ad"/>
{consumable typeCode="CSW™>
{instance0fKind classCode="INST">
<kind0fProduct classCode="MMAT" determinerCode="KIND">
<name>G. k. 2. 2¢/nane> )
{l— G,k 2.2: Medicinal Product Name as Reported by the Primery Source #2 —>
<fornCode code="J2.24.k" codeSystem="2 16, 840, 1. 113883, 3,989, 5, 1,3,2, 1, 13"
codeSysten¥ersion="1,0" />
<|— @eeye. 24.k BLSTEY 42 —>
{asManufacturadProduct classCodes"HANU™
{subject0f typeCode="SBJ">
<approval classCode="CNIRCT" moodCode="EVN™>
{id extension="6.k. 3. 1" rcot="2.16.840.1.113883.3.969.2.1.3. 4" />
¢!— 6.k 3. 1: Authorisation / Application Number #2 —>
<holder typeCode="HLD™>
<role classCode="HLD">
{playinglrganization classCode="0RG" determinerCode="INSTANCE™>
<name>G. k. 3. 3¢/ name>
(l— G,k 3.3: Name of Holder / Applicant #2 —>
{/playing0rganization>
{/role>
</holder>
{author typeCode="AUT">
CterritorialAuthority classCode="TERR™> .
{territory classCode="NAT” determinerCode="INSTANCE">
<code code="G. k. 3. 27 codeSystens"%, 0, 3166.1,2,27/>
{!— G.k.3.2: Country of Authorisation / Application #2 —>
{Sterritory>
¢/territorialfuthority’
{/author>
</approval>
</subject0f>
; <subjectOf typeCade="SBJ™>
{characteristic classCode="0BS" moodCode="EV™>
<code code="1" codeSystem="2.16. 840, 1. 113883.3.980.5.1.3.2. 1. 107
codeSystenVersions"1. 0" displayName="SERRHFORAETS /> : .
’ <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"/> .
(fe- 208)2, 4. k: FEEREORRRES #2 —
{/characteristic>
</sub ject0f>
{/asManufactiredProduct>
<asNamedEntity>
' <name xml:lang="ja">J2.23. k{/name>
<l— @88Jz. 23. k BFF #2 —>
<assigningTerritery?
{cods code="JP" codeSystem="1,0,3166,1.2,2" />
{/assigningTerritory>
</asNamedEntity>
<ingredient classCode="ACTI™>
{quantity>
{numerator/>
<denominator value="17/>
{/quantity>
{ingredientSubstance classCode="MMAT" determinerCode="KIND"»
{nameG, k. 2. 3. x. 1¢/name>
<l— 6.k 2.3.1. 1! Substence / Specified Substance Name #2-1 —>
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{asSpecializedKind classCode="GEN™>
! .+ <{generalizedMateriallind classCode="MAT" determinerCode="KIND">
<code code="J2.25. k. r" codeSystem="2.16.840. 1. 113883.3.980.5.1. 3.2. L. 17"
codeSystemVersion="1 0" />
<|— @8a)z, 26 k. r BRBOELY #2-1 —>
{/generalizeddaterialKind>
</asSpecializedkind>
</ingredientSubstance>
¢/ingredient?
<ingredient classCode="ACTI">
Lauantity?
{numerator/>
{denominater value="1"/>
</quantity>
<ingredientSubstance classCode="MMAT" determinerCode="KIND">
<{name>G. k. 2. 3. r, 1</nane>
== (. k. 2.3.r.1: Substance / Specified Substance Name H2=2 w=p
{asSpecializedKind classCode="GEN">
~ <generalizedifaterialKind classCode="MAT" determinerCode="KIND*>
{code-code=")2. 26. k. 1" codeSystem="2. 16. 840, 1, 113883, 3, 989,5.1. 3.2. 1. 17"
codeSystemVersion="1.0" /> .
<!— 888]2.25.k r FIAYORLS #2-2 —>
</generalizediatorialKind>
{/asSpecializedKind>
</ingredientSubstanced
</ingredient>
</kind0fProdust)
{/instanceOfKind>
{/consumable>
{outboundRelationship? typeCods="COMP">
{=— G.k 4.r : Dosage and Relevant Information (repeat as necessary) £2-1 —>
{substanceAdministration classCods="SBADM" moodCode="EVN">
<{text>G. k. 4. 1. 8{/textd
{!— G.k 4.r.8: Dosage Text H2-1 —>
<offectiveTime xsiitype="IVL_TS">
{low value="20090101%/>
{!-- Gk 4 1. 4: Date and Time of Start of Drug #2-1 —>
<high value="20090101"/>
¢[== G,k 4.r.5: Date and Time of Last Administration #2-1 —>
</etfectiveTime>
<routeCode codeSystem="2. 1. 840. 1. 113883, 3. 989, 2. 1. 1. 14™>
{originalText>G. k. 4. r. 10. 1¢/original Text>
{|— G.le. 4.1.10. 1! Route of Administration (free text) #2-1 —>
{/routsCode> )
{doseQuantity value="10" unit="G.k 4 r. 1%"/>
{]— 6.k 4.1r.1a Dose {nugber) #2-1 —>
¢l— G k4. r.1b: Dose (unit) #2-1 —
{/substenceAdministration>
</outboundRelationship2>
SoutboundRelationship? typeCods="COMP™>
{l— G.k. 4.r: Dosege and Relevant Informatien (repeat as necessary) #2-2 —> '
, {substanceAdministraticn classCode="SBADH" moodCode="E¥YN"> .
. . Ctext>G. k. 4. 1. 8¢/text>
{!— G.k 4.1 8 Dosage Text H2-2 —>
{effectiveTime xsi:type="IVL_TS™>
(low value="20090101"/>
<l— G.k.4.r.4: Date and Time of Start of Drug #2-2 —>
</effectiveTime? )
<routeCode codeSystem="2, 16, 840, 1. 113883, 3. 986, 2. 1. 1. 147>
<originalText)G. k. 4. x, 10, 1</originalText>
{l— G.k. 4.7, 10, 1: Route of Administration (free toxt) #2-2 —>
</routeCode’
<dossQuantity valus="10" unit="G.k 4.r.1b"/>
<}— G.k 4.1 la Dose (number) #2-2 —>
<}-- G.k 4.1.1b: Dose (unit) #2-2 —
{/substanceAdministration>
</outboimdRelationship2>
<outboundRelationship2 typeCode="COMP™>
¢}== G,k.4.1 Dosage =2nd Relevant Information (repeat as necessary} #2-3 —
{substenceAdministration classCode="SBADH" mocdCode="EVN">
<text>G. k. 4. r. 8</textd
{l— G.k.4.r.8: Dosage Text #2-3 —>
{effectiveTime xsi:type="IVL_TS™
<high value="200801017/>
¢}== G.k.4.1.5: Date and Time of Last Administration #2-3 —
{/effectiveTine>
{routeCode codeSystem="2, 16, 840, 1. 113883, 3. 985. 2, 1. 1. 14 >
CoriginalText>G. k. 4. x. 10, 1</originalText>
{I— 6.k 4.7.10. 1! Route of Adwinistration (free text) #2-3 —>
{/routeCode>
{doseQuantity valua="I0" unit="6.k 4.1.16"/>
{l— G.k 4.r. 1a Dose (number) #2-3 —>
¢{l— G.k 4.r. 1b! Dose (unit) #2-3 —>
¢/substanceidministration
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</outboundRelationship2>
{outboundRelationship? typeCode="COMP™>
¢}— G. k.4 r: Dosage and Relevant Information {repeat as nscessary) #2-4 —>
{substanceAdministraticn classCode="SBADM" mocdCode="EVN™>
CtextdG. k. 4. T, 8¢/ textd>
{l— G.k.4.r.8: Dosage Text #2—4 —>
<effectiveTime xsittype="SXER_15">
<comp xsi:type="PIVL_TS">
(period value="10" unit="G.k.4.1.3"/>
d— 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 =
(/camp)
{comp xsittype="IVL_TS" aperator="A">
<low value="20080101"/>
{|=— G.X%.4.r.4: Date and Time of Start of Drug K2-4 =
</comp>
feffactiveTime?
CrouteCode codeSystem="2, 16, 840. 1, 113883, 3, 989. 2. 1. 1. 147>
CoriginalText>G, k. 4. r. 10. 1{/originalTexty .
¢l— 6.k 4.x.10.1: Route of Adwinistration (free text) H2-4 —
¢/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<}— G.k 4.1 12 Dose (number) #2-4 —>
{l— 6.k 4.r. 1b: Dose {unit) ¥2-4 —>
{/substanceAdministrationd
{/outboundRelaticnship2> .
{outboundRelationship? typeCods="COMP™>
<|— 6.k 4.x: Dosage and Relevant Information (repeat as necessary) #2-5 —>
{substanceAdministration classCode="SBADM" moodCode="BVN">
<{text>G, k. 4. r. B¢/ textd
¢I— 6.k 4.x.8: Dosage Text #2-5 —>
CeffectiveTime xsi:type+"SKPR_IS™>
Scomp xsi:type="PIVL_TS">
<period value="10" unit="6.k 4.r.3"/>
¢l— 6.k 4.r.2: Nugber of Units in the Interval #2-5§ —>
<|— Gk 4.1.3: Definition of the Time Interval Unit #2~5 —>
</comp>
Ceomp xsi:type="IVL_TS” operator="A">
<high value="20090101/>
¢l— &.k 4, 1,5 Date and Tims of Last Administration #2-5 —>
</ comp>
¢feffactiveTinmed
{routeCode codeSystem="2. 16.840. 1. 113883.3.089.2.1. 1. 14 >
<originalText)G. k. 4.1. 10, :{/originalText>
== G.k 4.r.10.1: Route of Administration (free text) #2-5 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.xr. 1b"/>
¢{|— G.k 4.1 la Dose (number) #2-5 —>
{l=—- G.k 4.r.1b: Dese {imit) #2-5 —>
¢/substanceAdministration>
</outboundRelationshipz>
{outboundRelationship? typeCode="COMP™>
{!— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-6 -->
{substanceAdministration ¢lassCode="SBADM™ moodCode="EVN™>
<{text>G. k. 4. 1. 8/ textd
¢l— G.k 4.r.8: Dosage Text #2-6 —>
CeffoctiveTime xsiitype="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 #2-6 —>
<l— G.k.4.r.3: Definition of the Time Interval Unit #2-6 —>
</comp>
{comp xsiltype="IVL_TS" operator="A">
</ comp>
{/effectivelimed
{routeCods codeSysten="2.16. 840. 1. 113883, 3.589. 2. 1. 1. 14™>
{originalText>G. k. 4. 1. 10, 1</originalText>
¢l G,k 4.1.10.1: Route of Administration {(free text) -6 —>
(/routeCo:le)
<dose0uant1ty value="10" unit="6. k. 4.r. 1b"/>
<1~ 6.k 4 1. 1a Dose (number) H2-6 —3
{!— G.k 4.r.1b: Dose (unit) #2—6 —
{/substanceAdministration>
</outhoundRelationship2
{autboundRelationship2 typeCode="COMP">
¢l— G.k.4.1: Dosage and Relovant Information (z-epeat as necessary) #2-7 —>
. {substanceAdministration classCode="SBADH"™ moodCode="EVN">
{textdC. k. 4. r. 8/ text>
{l— G. k.4.r.8: Dosege Text #2-7 —>
Ceffectivelime xsi:type="PIVL_TS">
{peried value="10" mnit="G. k. 4.xr.3"/>
{l— G.k.4.r.2: Number of Units in the Interval §2-7 —>
¢l== G.k.4.1.3: Definition of the Time Interval Unit #2-7 —>
{/effectiveTime>
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{routeCode codeSystem="2, 16, B40. 1, 113883, 3.989,2, 1. 1, 147>
<originalText>G. k. 4. r. 10. 1<{/original Text>
¢l=— G.k 4. r 10,13 Route of Administration (free text) #2-7 —
{/routeCode>
{doseQuantity value="10" unit="G.l. 4. ¥, 1b"/>
}— G.k. 4.1. 12 Dose (number) #2-7 —>
¢!— G.k 4.r.1b: Dose (unit) #2-7 —
</substenceAdministration>
</outboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
!— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-§ —
{substanceAdministration classCode="SBADM" mocdCode="EVN™>
{text>G. k. 4. r. 8{/text>
{!— G.k.4.r. 8! Dosage Text H2-8 —>
{effectiveTime xsi:type="IVL_TS™>
<low value="200801017/>
<l— G.k. 4.r.4: Date and Time of Start of Drug K2-8 —>
{/effectiveTine>
<routeCode codeSystem="2. 16,840, 1. 112883,3.989.2. 1. 1. 14">
<originalText>G. k. 4. 1. 10, 1{/originalText>
{l— G.k. 4,7 10. 1: Route of Administration (free text) #2-8 —>
</rauteCode>
<doseQuantity value="10" wnit="G, k. 4. 1b"/>
<I— G. k 4.r.1a Dose {number} #2-8 —>
{I— Gk 4.r. Ib: Dose (unit) #2-8 —>
{/substanceAdministration>
</outboundRelationship2®
- <outboundRelationshipZ typeCode="COMP™>
¢l— G.k.4.r: Dossge and Relevant Information {repeat as necessary) #2-9 —>
¢substanceAdministration classCode="SBAUM" moodCode="EVN™>
CtextdG. k. 4. 1, 8</text>
{!— 6.k 4.r.B: Dosage Text #2-5 —>
{effectiveTime xzsi:type="IVL_TS">
<high valus="20000101"/>
<1— G.k.4.1.6: Date and Time of Last Administration #2-9 —>
¢/effectiveTime?
<routeCode codeSysten="2.16. 840. 1. 113883. 3,989.2.1, 1. 14™>
<originalTaxtG. k. 4.r. 10. 1</originalToxt>
<}— G. k. 4.1.10.1: Reute of Adwinistration (free text) #2-0 —~>
</routeCode>
{doseQuantity value="10" unit="6.k 4.r. 1b"/> .
{l— G.k 4.r.1a Dose {number) #2-9 —>
{I— Gk 4.r.1b: Dosa (unit) #2-9 —>
{/substanceAdninistration>
{/outboundRelationship2>
<outboundRelationship? typeCode="COMP™>
<l— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-10 -=)
{substanceAdninistration classCode="SBADM" moodCode="EVN">
{text>G. k. 4.1, 8{/text>
¢|— 6.k 4.r.8: Dosege Text §2-10 —>
{effectiveTime xsi:type="IVL_TS">
</effactiveTime>
- {routeCode codeSystem="2. 16,840, 1, 113883, 3. 989.2. 1. 1. 14"
<originalText?G. k 4. r. 10. 1</originalText>
{— Gk 4110.1: Routs of Admmlstratlon (free text) #2-10 —>
</routeCode>,
{dosefuantity value="10" umt-"G k4 367/
- . ¢|— G,k 4.1, 1a Dose (number) #2-10 —>
{}— G.k 4.1, 1b: Dose {(unit) #2-10 —>
<{/substanceAdministration>
{/outboundRelationship2>
<oitboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCede="EVN"> »
{code tode="31" codeSystew="2, 16. 840. 1. 113883. 3. 989. 2. 1. 1. 197 codeSystenVersions"l, 1”
displayName="recurrance0fReaction’/>
<value xsi:type="CE™ code="G, k 9,i. 4" codeSystem— 2. 16. 840, 1, 113883, 3. 589, 2, L. 1. 16"
codeSystemVersion="2. 0"/>
{!— 6.k 9.1 4: Did Reaction Recur on Re~administration? Drug #2, Reastion #1 —>
{outbeundRelationshipl typeCode="REFR™>
CactReference classCode="0BS” moodCode="EYN™>
<id root="154eb889-958b-45F2-a02F~42d4d6£4657E7/>
{/actReference>
</outboundRelationshipl>
¢/chservaticn?
{/outbeundRelationship2> .
<outboundRelaticnship? typeCode="FERT">
<chservetion classCode="0BS” moodCode="EVN">
. {code code="31" codeSysten="2, L6, 840, L. 113883, 3, 989, 2. 1. 1. 19" codeSystanVersion="1. 1"
displayName="rscurrance0fReaction” /> ‘ : :
¢value xsiitype="CE” code="G. k. 9.1i. 4" codeSysten="2.16.840. 1. 113883, 3, 989, 2. 1,1, 16"
codeSystemVersion="2. 0"/ . “
¢!— G,k 9.i.4: Did Reaction Recur en Re-administration? Drug #2, Reaction #2 —>
{outboundRelationshipl typeCode="REFR*> .
{actReference classCode="0BS" moodCods="EVN™>
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<id root="2baalBd6-cOeS—4ebc-93e9-5b860b314220" />
{/actReference?
{/outboundRelationshipl>
{/observation>
</outboundRelationship2?
{/substanceAdninistration>
¢{/compenent>
{/organizer>
¢/subject0f2>
{/primaryRole>
{/subjectl>
{component typeCode="COMP™>
{causalityissessment 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 xsiitype="CE” code="C.k. 1" codeSystem="2. 16, 840. 1. 113883. 3. 989, 2. 1. 1. 13" codeSystenVersion="2, 0"/>
<I— G.k.1: Characterisaticn of Drug Role Drug #1 —> :
{subject? typeCode="SUBI™>
<{productUseReference classCode="SBADM" moodCode="EVN">
{id root="3c91b4d5-e039-4aTa-Gc30~67671b0ef0ed" />
</productlUseRafeorence>
&/subject2>
</causalityAssessment>
</component>
{¢omponent typeCode="COMP">
{causalityAssessment classCode="0BS" moodCode="EVN">
{eode code="20" codeSyster="2. 16.840. 1. 113883. 2, 989, 2. 1. 1. 19" codeSystemVersion="1.1" displayMame="
interventionCharacterization”/> . .
<value xsiitype="CE" code="G.k.1” codeSystem="2.16, 840, 1. 113883. 3.689. 2. 1. 1. 13" codeSystemVersion="2.0"/>
¢!~~ G, k. 1: Characterisatiocn of Drug Role Drug #2 —>
<subject2 typeCode="SUBJ">
<uroductlszsReference classCode="SBADH™ moedCode="EVN™>
{id root="68d6f5ce-3h3b-45cT-92dd-65:06730e3a8" />
</productlseRefershce>
<feubject>
* {/causalityAssessment>
{/component?
<compenent] typsCode="COMP">
{chservationEvent classCode="0BS" moodCods="EVN™>
_ <code code="10" codeSystem="2. 16, 840. 1, 113883. 3. 989 2,1, 1.19" codsSystemVersion="1.1" displayName="comment”/>
<value xsi:type="ED">H. 2</value>
¢{— H.2: Reporter’s Comments —>
Cauthor typeCode="AUT™> '
{assignedEntity classCode="ASSIGNED">
! {code code="3" codeSystem="2. 16, 840, 1. 113883, 3, 980, 2, 1. I, 217 codeSystemVersion="1,4" displayNams="
sotrceReporter”/>
</assignedEntity>
{/author>
{/observationBvent>
</ccmponent1>
{componantl typeCode="COMP™>
{ohservationBvent classCode="0BS" moodCode="EVN">
{code code="10" codeSystem="2, 16. 840, 1, 113893, 3, 989. 2. 1. 1. 19" codeSystemVersion="1. 1" displayNsme="comment”/>
<value xsi:type="ED™>H. 4</value’
¢{]— H. 4: Sender's Comments —>
Cauthor typeCode="AUT™>
{assignedEntity classCode="ASSIGNED™>
{code code="1" codeSystemn="2. 16, 840, 1. 113883, 3,980, 2. 1, 1. 21" codeSystemVersion="1. 0" displayName="sender"/>
{fassignadEntityd
{/author>
{/observationEvent>
{/componentl>
<componentl typeCode="COMP™>
{observationEvent classCode="0BS" moodGode="EVN™>
¢code code="3" codeSystem="2.16.840. 1. 113883. 3. 980. 5. 1. 3. 2. 1. 10" codeSystemVersion="1, 0" displayNeme="sRF2 T+ 5=
AWEH ’ . ’
<value xsiitype="ED">J2.T.2{/value>
1— @88f2. 7. 2: RETICHTE=AV ) —
{/observationEvent>
{/component1>
{companentl typaDode— COMP™>
. {observationEvent classCode="0BS” moodCode="E¥N™> ‘
<code code="5" codeSystem="2, 16.B40, 1. 113863, 3. 980, 5. 1. 3. 2. 1, 10" codeSystemVersion="1. 0" displayName="S1& O xm" />
Cvalue xsittype="ED">J2. 10{/value>
<|— 88812, 10: SHEOHRE —
{/observaticnEvent>
</component1>
{componentl typeCode="COMP">
{observationEvent classCode="0BS" moadCode="EVN™>
<code code="6" codeSysten="2.16.840. 1. 113883, 3,989, 5, 1.3, 2. 1. 10" codeSystenVersion="1.0" displayName="% Dt EFE
“fH
<valus xsi:type="ED">JZ, 11</value>
<I— 688z 11 ZoOhPEERF —
</observationEvent>

_15_.



</componentl1>
{componentl typeCode="COMP">
{observationEvent classCode="0BS" moodCode— EWN">
{code code="12" codeSystem="2. 16. 840, 1. 113883, 3, 889, 5. 1. 3. 2. L. 10" codeSystemVersmn— 1.0" displayName="3 S NEQER"
n
<value xsiitype="ED">J2.16</value>
<l @eayz. 16: |EABROEN —
{/observationEvent>
{/comporentl’
{/adverseEventAssessment>
</component? .
{component typeCods="COMP">
{observationEvent classCode="0BS" moodCode= F.VN')
{code code="1" codeSystem="2. 16. 840, I, 113883, 3,689, 2, 1. 1. 19" codeSystemVersien="1.1" displayName="
additionalDocumentsivailabie”/>
<value xsi:type="BL" value="trus”/>
{l—-C.1.6.1: Are Additional Documents Available? —->
{/observationEvent>
{/eomponent>
{compenent typeCode="COMP">
{chservationBvent classCode="0BS” moodCode="EVN™>
{code cod ="23" codeSystem="2. 16. 840. 1. 113883. 3. 988. 2. 1. 1. 19" codeSystemVersion="1.1" displayName=" lonaICnteriaForExpedned "/

{value xsi:type="BL" value="true"/>
{l— C.1.7: Does This Case Fulfil the Local Criteria fer an Expedited Report? —>
(/observationvent>
¢/component>
$outhoundRelationship typeCode="SPRI™>
(relatedInvestigation classCode="INVSTG” meodCede="EVN">
<code cods="1" codeSystem="2. 16..840. 1. 113883. 3, 989, 2. 1. 1. 22" codeSystemVersion="1. 0" displayNeme=" 1n1t1a1Rapart />
{subject0f2 typeCode="SUB]">
. {controlactEvent classCode="CACT" moodCode="EVN">
<author typeCode="AUT">
{assignedEntity classCode= ASSIGNED ?
<eode code="C.1.8, 2" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 3" codeSystenVersion="2.07/>
{|— C.1.8.2: First Sender of This Case —>
</ass1gned£nt1ty)
{/author>
</controlActEvent>
</subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
LoutboundRelat ionship typeCorIe— SPRT™>
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code nullFlever="NA"/>
¢subjectOE2 typeCode="SUBJ">
{contrelActBvent classCode="CACT” meodCods="EVN">
¢id extension="C.1, 10, r"” root="2.16.E840. 1. 113883. 3. 989.2.1.3.2°/>
¢l=— €, 1.10.r: Identification Number of the Report Which Is Linked to This Report (repeat as necessary) #1 ~>
¢/oontrolActEvent>
{/subject0f2>
{/relatedInvestigation>
</outhoundRelationship>
<outboundRelationship typeCude— SPRT">
<relatedInvestigation classCode="INVSTG™ mopdCode="EVN">
<code nullFlavor="NA"/>
{subject0f2 typeCode="SUBJ"> -
{controlActEvent ¢lassCode="CACT” moodCode="EVN™>
<id extension="C.1.10.r" root="2.16,840.1.113883. 3,989.2.1.3.2"">
{|— €. 1.10.r: Identification Number of the Report Which Is Linked to this Report (repeat as necessary) #2 —
{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>
{/outboundRelaticnship>
{putboundRelationship typeCode="SPRI™>
<relatedInvestigation classCode="INVSTG”™ moodCode="] EVN >
{code code="2" codeSyster="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 227 codeSystenVersion="1.0" displayName="sourceReport™/>
{subject0f2 typeCode="SUBJ">
{controlActEvent classCode="CACT" moodCods="EVN">
<author typeCods="AUT™>
<assignedBntity classCods="ASSIGNED™>
{assignedPerson classCode="PSN™ determinerCode="INSTANCE">
<asldentifiedEntity classCode="IDENT">
code code="J2, 27.r" codeSystem="2. 16. §40. 1, 113883, 3.989.5. 1. 3. 2. 1. 15" codeSystenVersion="1.0" />
{|— @garz. 27.r ‘BREZ 92 §1-->
¢/asIdentifiedEntity>
{asldentifiedEntity classCode="IDENT">
{code code="J2.29.1r" codeSystem="2. 16. 840. 1. 113883. 3,989, 6. 1. 3. 2. 1, 9" codeSystenVersion="1,0"/>
<|— 62872, 29. 7 RSRATR H1 -->
{/asldentifiedEntity>
{aslocatedEntity classCode="LOCE™>
<lozaticn classCode="COUNTRY" determinerCode="INSTANCE>
{code code="C.2.r.3" codeSystem="1, 0,3166, 1.2, 2"/
¢!|=— C.2.x.3! Reporter’s Country Code #1 —>
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{/locationy
{/aslocatedEntity>
</assignedPorsond
{/assighedEntity>
{/author>
</controlActEvent>
¢/subjectDf2>
{/relatedInvestigation>
{/outhoundRelationship>
<outhoundRelationship typeCodex"SFRT™>
{relatedInvestigation classCode="INVSTG™ moodCode="EVN™>
{code code="2" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1 22" codeSystemVersmn— 1.0" displayName="sourceReport”/>
" <subject0f2 typeCode="SUB]"™>
{controlActEvent classCode="CACT” mocdCode="EVN™>
Cauthor typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
¢assignedPerson classCode="PSN" determinerCode="INSTANCE™>
{asIdentifiedEntity classCode="IDENT™>
{code code="J2.27.r" codeSystem="2. 16. 840. 1, 113883, 3,989, 6. 1, 3. 2. 1. 15" codeSysterVersion="1.0" />
d— 83872, 27.r BfI7 T H2—>
¢/asldentifiedEntity>
<asIdentifiedBntity classCode="IDENT™>
<code code="]2. 20.r" codeSystem="2. 16, 840. 1. 113883, 3, 980, 5,1,3,2.1,97 codeSystem\'ersmn— .07/
(l— 88eJz2. 29. r (WRAETR #2 -
{/asldentifiedEntity>
{aslocatedBatity classCoda="LOCE">
{locatien classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="C.2.r.3" codeSystem="1.0, 3166. 1. 2.2"/>
(I~ 2.7.3! Reportex’s Country Code #2 —=>
{/location>
{/asLocatedEntity>
{/essignedPerson>
{/assighedEntity>
{/author>
{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>
</outboundRelaticnship>
CsubjectQfl typeCode="SUBJ"™>
<controlActBvent classCode="CACT" moodCods="BVN">
Cauthor typeCode="AUT™>
<assignedEntity classCode="ASSIGNED">
<cods code="C. 3,1" codeSysten="2. 16. 840, 1, 113683.3.980.2,1,1. 7" codeSystenVersion="2.0"/>
{|— C.3.1: Sender Type —>
* {addr>
<streetAddresstine>C, 3, 4. 1</streethddressline>
<!— C.3.4.1: Sender’ s Street Address —>
Leity>C. 3. 4. 2¢/city>
¢l—C.3.4.2: Sender's City ~—>
¢statedC. 3. 4. 3¢/state>
{l—-C.3.4,2: Sendsr’s State or Province ——>
<postalCoderC. 3. 4. 4¢/postalCoded
Cl— €. 3.4.4! Sender’s Postcode —>
{/addr>
{telecom value="tel:C. 3.4 6"/>
<l== . 3.4.6: Sender’s Telephone —>
{telecom value="fax:C.3.4.7°/>
<l €.2.4.7: Sender’ s Fax —> )
<assignedPerson classCode="PSN" determinerCode="INSTANCE™>
<name>
{prefix>C. 3. 3. 2¢/prefix>
¢— C.3.3.2! Sender's Title —>
{given>C. 3. 3, 3¢/given>
¢l— €.3.3.3: Sender’s Given Name —>
<giverdC. 3.3, 4</giver>
<l— C.3.3.4: Sender's Middle Name —>
{Family)C. 3. 3. 5¢/fanily>
{|— 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"/>
<l— C.3.4.5: Sender’ 5 Country Code —>
</location>
</asLocatedEntity>
¢/assignedPerson®

{representeddrganization classCode="0RG™ determinerCode="INSTANCE"™>
{assignedBntity classCode="ASSIGNED">
. {represented0rganization classCode="0RG™ determinerCode="INSTANCE™>
<neme>C. 3, 2</nama> :
{l— €.3.2: Sender's Organisation —>
{/representedlrganization>
{/assignecBntity>
{/representedOrganization>
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¢/aesignedEntity?
{fauthor>
{primaryInfermaticnRecipient ty'peCuda— PRCP™>
{assignedEntity classCode="ASSIGNED™>
CassignedPerson classCode="PSN” determinerCode="INSTANCE™>
<{name>
{prefix>J2, 1B. 2¢/prefix>
<I— g@aJ2. 18.2: ZiEE AT —
<Family>J2. 18, 3¢{/family>
<l— @072, 18.3: 2K H —>
{given>J2. 18. 4{/given>
<l— e@J2. 18. 4: kL & —
{/name>
</assignsdPerson
<representedDrganization classCode="ORG" determinerCode="INSTANCE">
<name>J2. 18. 1</name>
<I-— 8@eJz. 18, 1: FiWE BEE —
{/representedlrganization>
{/assighedEntity)
{/primaryInformationRecipient>
{/controlActBvent>
{/subject0fL>-
<subjectOfl typeCode="SUBJ">
{controlActEvent classCode="CACT" moodCode="EVN"> .
<id assigningAuthorityName="C, 1,9, l.r. 17 extension="C.1. 9. L.r.2" root="2.16, 840. 1. 113883,3.989. 2. 1.3.3"/>

<l— €. 1,9, 1.1.1: Source(s) of the Case Identifier (repeat as necessanr) #1 —
{I— €. 1.9 Lr.2 Case Identifier(s) #¥1 —>
{/controlActEvent>
{/subject0fL>

{subject0fl typsCode="SUBT™>
{controlActBvant classCode="CACT" moodCode="EVN™>
<id assigningAuthorityName="C.1.9, L r.1% extensien="C.1.9. 1.r. %" rest="2.16. 840, 1. 113883 3,080,2.L.3.3"/>
¢!— € 1,9,1.r. 1! Seurce(s) of the Case Identifier (repeat as necessary) #2 —>
<l— C.1.9.1.r.2 Case Identifier(s) #2 —>
</controlActEvent>
</subjectOf1>
<subject0f2 typaCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="BVN">
{code code="1" codeSystem="2. 16. 840. 1. 113883, 3, 989, 2. 1. 1. 23" codeSystenVersion="1,0" displayﬂame— ichReportType /)
{value xzi:typs="CE" code="C.1.3" codeSystem="2, 16. 840. 1, 113883 3. 959 2.1, 1.2" codeSystenVersion="2.0"/>
¢!— C.1.3 Type of Report =-=>
{/investigationCharacteristic>
{/subject0f2>
{subjectOF2 typeCode="SUBJ">
{investigationCharacteristic ¢lassCode="0BS" moodCode="EVN">
<code code="2" codeSystem="2. 16. 840. 1, 113883, 3. 989. 2. 1. . 23" codeSystenVersion="1.0" displayNeme="otherCaseIds"/>
{value xsiitype="BL" value="trus"/>
¢l— G.1.9.1 Othor Case Identifiers in Previous Transmissions —
¢/investigationCharacteristic>
</subiect0f2>
¢subject0f2 typeCode="SUBJ">
CinvestigationCharacteristic classCods="0BS” moodCode="EVN">
<code code="3" codeSystem="2. I6. 840, 1. 113883, 3.989. 2. 1. 1. 23" codeSystemVersion="1.0" displayName="nullificationAmendmentCode”/

<value xsi:type="CE" code="C.1,1l.1" codeSystem="2. 16. 840. 1. 115883. 3. 689, 2. 1. 1. 5" codeSystenVersion="2.0"/>
<|— C.1.11. 1! Report Nullification / Amendwent —>
{/investigationCharacteristic>
</subject0f2y
<subject0f2 typeCode="SUBI">
{investigationCharacteristic classCode="0BS" moodCode="EVN"> .
{code code="4" codeSystem="2.16. 540, 1, 113883, 3.989, 2. 1, 1. 23" codeSystemVersion="1.0" displayName="
nullificationAmendnentReason”/> .
<value xsi:typs="CE™>
{originalText>C. 1. 11. 2</original Text>
{l== (, 1,11, 2: Reason for Nullification / Amendmant —
{/fvalus>
{/investigationCharacteristicd
</sub jectOF2>
(subject0f2 typeCode="SUBJ™>
{investigationCharacteristic classCode="0BS" moodCode="EVN">
<code code="1" codeSystem="2. 16. 840. 1. 113883, 3, 989. 6. 1. 3. 2. 1. 12" codeSystenVersion="1, 0" displayName="WRBIEF (REMD "N
{yalue xsiitype="CE" code="J2 la" codeSystem="2.16. 840. 1. 113883. 3. 989.5. 1. 3. 2. 1. 1” codeSystenVersion="1.1"/>
<l-- 8802 1a: HAVEE (BESW —
¢/investigationCharacteristic®
¢/sub jectOf 2>
<subject0f2 typeCode="SUB]">
(investigationCharacteristic classCode="0BS" moodCode="EVN">
<code code="2" cadeSyster="2, 16, 840, 1, 113883, 3.989. 5. 1. 3. 2. 1, 12" codeSystemVersion="1. 0 displayNeme="$2%/E % A" />
<value xsi:type="TS" value="20130107"/>
<l— 88832.2.1: HUEERA —
{/investigationCharacteristic?
{/subjectDf2>
{subject0f2 typeCode="SUB]™>
{investigationCharacteristic classCoda="0BS” moodCode="EVN">
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<code code="3" codeSysten="2. 16.540. 1. 113883, 3,989, 5. 1. 3.2, 1, 12”7 codeSystemVersion="1.0" displayName="$ESHEM R IZAT 372/
]
<valus xsistype="ED™>]J2, 2. 2¢/value>
<I— ge@Jz.z.2: REEMBIMATI=AVE —
{/investigationCharacteristic?
</subject0f2>
{subject0f2 typeCode="SUBJ"> :
{investigationCharacteristic classCede="0BS™ moodCode="EWN™>
{coda code="5" codeSysten="2.16.840, 1, 113883, 3, 989. 5. 1. 3.2. 1. 12" codeSystemVersion="1, 0" displaylame="2R&E%&E5H7 74 "/)
{value xsi:type="CE” code="J2.8.1" codeSysten="2. 16. 840, 1. 113883.3.989.5.1.3. 2. 1. 6" codeSystemVersmn— L1°/>
l-- 688J2. 8.1 HiFHSATFS —
¢finvestigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode="SUB]">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
{cods code="6" codeSysten="2, 16. B40. 1, 113883, 3,989, 5.1, 3, 2. 1, 12° codeSystemVersion="1. 0 displayName="#R%& 3} &S DB />
{value xsi:type="ED">J2.8. 2¢/valua>
<|— #8072 8, 2: HWERNSAOES —
{/investigationCharacteristic>
</sub jectOf2>
{finvestigationEvent>
</subJects>
{/controlActProcess>
</PORR_INO42016UV>
<l— Messags #L —>
¢|—— Massage #2 —>
¢!— PORR_INO490LEUV —>
(i~ /PORR_INC49016UV —>
{1— Message H2 —>
<receiver typeCode="RCV™>
{devico classCode="DEV" determinerCode="INSTANCE™>
<id extension="N. 1. 4" Toot="2.16.840. 1. 113883,3,989.2. 1. 3. 14’/)
{l— N.1.4: Batch Receiver Identifier —
{/device?
{freceiver>
{sender typsCode="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 -
{fdevice>
{/sender>
<{/MCCI_IN200100UVD1>
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XPath

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'[@xsi:schemaLocation="urn:hl7-
org-v3 | '
MCCI_IN200100UV01.xsd'l/PORR_IN049016 UV r)/controlActProcess[@classCod
e="CACT'][@moodCode="EVN'l/subject@typeCode="SUBJ'I[1)/investigationEvent
[@classCode=TNVSTG[@moodCode="EVNY/component[@typeCode="COMP'] [adv
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0dCode="EVN"/subject1[@type Code="SBJ'l[1]/primaryRole[@classCode="INVSBJ'
/subjectOf2[@typeCode="SBJ'l[organizer/codel@code='4T[@codeSystem="2.16.840.
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XPath
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4'/@codeSystemVersion
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-1 e='CACT][@mood Code="EVN¥/subject(@typeCode="SUBJ[1]/investigationEvent

[@classCode="INVSTG'[@mood Code="EVN'l/component[@typeCode="COMP'l[adv
erseBventAssessment] [llladverseEventAssessment[@classGode='INVSTG'] [@mo
0dCode="EVN'l/subjectL@typeCode="SBJ'1[1]/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode='SBJl[organizer/code[@code="4"T[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20T1{1)/organizerl@classCode='CATEGORY ' [@mood Code="E
VN'/component[@type Code='COMP'I [substanceAdministration/id] [kl/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'/consumable[@typeCode
='CSM'[1)/instanceOfKind [@classCode="INST'l/subjectOfi@type Code="SBJl/obse
rvationEventlcode[@code='2][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10"
lM[1][@classCode="0BS'[@mood Code="EVN'l/valuef@xsi‘type='CEl[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5')/@code

XPath /MCCI_IN200 1OOUVO 1[@ITSVers1on—'XML 1.0'l[@xsi: schemaLocatlon—‘urn hl7-

(null orgiv3

flavor) MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UV[r]/controlActProcess[@classCod

e='"CACT][@mood Code="EVN'V/subject(@typeCode="SUBJ1{1]/investigationEvent
[@classCode=TNVSTG[@mood Code="EVN/component[@typeCode='"COMPT[adv
erseEventAssessment][1)/adverseEventAssessment{@classCode=INVSTG'[@mo

0dCode="EVN'l/subject1[@typeCode="SBJ'][1]/primaryRole[@classCode="TNVSBJ'
l/subjectOf2l@typeCode="SBJl[oxrganizer/code[@code="4"[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'1[1]/organizer[@classCode='CATEGORY'| [@mood Code="E
VN'/componentl@typeCode='COMP'] [substanceAdministration/id}[1]/substanceA
dministration|@classCode='SBADM'[@mood Code="EVN'l/consumable[@typeCode

='CSM'l[1)/instanceOfKind [@classCode="INST')/subjectOf[@typeCode="SBJ'l/obse




rvationEvent{code[@code='2'[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
1[1]{@classCode="0BS'][@mood Code=EVN/valuel@xsi‘type='CE] [@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.51/@nullFlavor

XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0] [@xsi1schemaLocation='urn1h17'
(codeSystem | org:v3
Version) MCCI_IN200100UV01.xsd'T/PORR._ IN04901GUV[r]/contro]ActProcess[@classCod
e="CACT'|[@mood Code="EVN'l/subject[@type Code='"SUBJ"l[1]/investigationEvent
[@classCode=INVSTG'][@moodCode=EVNT/component[@typeCode='"COMP'][ady
erseEventAssessment][1)/adverseEventAssessment{@classCode=TNVSTG'] [@mo
odCode="EVN'/subject1[@typeCode='SBJ]{1l/primaryRole[@classCode=TNVSBJ"
l/subjectOf2[@typeCode='"SBJ'|[organizer/code[@code='4'[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'11[1)/organizer[@classCode='"CATEGORY'] [@mood Code="E
VN'l/componentl@typeCode='COMP'][substanceAdministration/id] [kl/substanceA
dministration[@classCode="SBADM1[@mood Code="EVN'/consumable[@type Code
='CSM'1[1)/instanceOfKind[@classCode="TINST'l/subjectOf[@type Code="SBJl/obse
rvationEventlcode[@code='21] [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10"
J1][@classCode="0BS1[@mood Code="EVN/value[@xsi:type='CE[@codeSystem
=2.16.840.1.113883.3. 989.5.1.3.2.1.5']/@codeSystemVers1on | |
. }%Jz T e T RS TIRAY o &has it b 5T i e
=R ’é’l@'?ﬁ&k’%"’[ ﬂ%mT?ﬁ'ﬂ:XﬂmTﬁﬁi@Eﬁ%T'ﬂ‘
REAE | SETREEEOWERRT LTWERAWNWGRESRE. RETHREL LTHETI2 L, 2
B.ETHERICHERFREAF LEZEER. D TETRE L LTHRET 5. HLT
LD EEESNTa—-FERNCERTEI L,
F—xB HL7 =—F 10A
BEE active=R5ET
| completed=5%T -
XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.01 t@ksiischemaLocation='urn:h17 -
| org: v3
‘ MCCI IN200100UV01.xsd'1/PORR_IN049016UV[rl/controlActProcess[@classCod
e="CACT"][@mood Code="EVN')/subject[@type Code="SUBJ'l{1]/investigationEvent
[@classCode="INVSTG1 [@moodCode"'EVN ]/ statusCode/@code
J2.72 RETEHTHIAV b | ' |
H AR RETHEDHAIX, ﬂimT%ﬁ‘bUDEEﬂ 2T,
RS E L
53 10000AN
FEE B B




XPath

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'] [@}'{siischemaLocation='urn1hl7'
org:v3 _ \ _ .
MCCI_IN200100UV01.xsd'l/PORR_IN0C49016UVI[rl/controlActProcess[@classCod
e="CACT1[@moodCode="EVN'l/subject/@typeCode="SUBJ][1)/investigationEvent -
[@classCode=INVSTG] [@moodCode="EVN'l/component[@typeCode='"COMP1[adv |
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'][@mo
0dCode=’EVN']/component1[@typeCdde=‘COMP'] [observationEvent{code[@code="
3'{@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10]] [1l/observationEvent[@c
lassCode='0BS' [@mood Code="EVNT/valuel@xsi:type="ED'l/text(

(J2.8. 1 MEREN TS /.

ORIV C . RER R O ENEE DB T

EHE A Bl e REE G & I TR EE
Do

T BT RHAEOL [=ExE04 2RETI L,

T IN '

R 1= E A

XPath MCCI_IN200100UV01{@ITS Version="XMIL, 1.0} [@xsi:schemal.ocation="urn:hl7-
org:v3 ‘
MCCI_IN200100UV01.xsd'VVPORR_IN049016UV[xl/controlActProcessi@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'}[1]/investigationEvent
[@classCode="INVSTG'] [@moodCode=‘EVN']/subject(jf2 [@typeCode="SUBJ'I[inve
stigationCharacteristic/code[@code="6'[@codeSystem="2.16.840.1. 113883.3.989.5.
1.8.2.1.1271[1VinvestigationCharacteristicf@class Code="OBS'[{@mood Code="EVN'
Ivaluel@xsitype="CE'l[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.61/@code

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

{codeSystem orgi*‘J3

Version) MCCI_IN200100UV01.xsd' /PORR_IN049016UV[x)/controlActProcess(@classCod
e='CACT][@mood Code="EVN'/subject(@typeCode='SUBJ'][1}/investigation Event
[@classCode="INVSTG'l[@mood Code="EVN/subjectOf2[@typeCode="SUBJ '] [inve
stigationCharacteristic/code[@code='5'1[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.1211[1)/investigationCharacteristic[@classCode='0BS] [@mood Code="EVN' |
I/valuel@xsiitype="CE'][@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.6'1/@
codeSystemVersion

J2.8.2° Hirx&S O .

EE#HA BIEREFISR S IBMEEFARS 1B W T, BENRA0EBMRE 21T 5 HEH
ERENTHIEH TR T D,

RmEGE | &L

F—&8 | 10000AN

FFEE BB




XPath

/MCCI_IN200100UV01[@ITS Version="XML_1.0'l{@xsi’schemal.ocation="urn:hl7-
orgiv3

| MCCI_IN200100UV01.xsd'V/PORR._IN049016UVIrl/controlActProcessl@classCod

e='CACT[@mood Code="EVNl/subject[@type Code='SUBJ1[1]/investigationEvent
[@classCode="INVSTG'] [@mﬁodCode=‘EVN']/subject0f2 [@typeCode="SUBJ'l [inve
stigationCharacteristic/code[@code="6'1[@codeSystem="'2.16.840.1.113883.3.989.5.

1.3.2.1. 12']][l]fmvest1gat10nCharactenstlcf@classCode—‘OBS'] [@moodCode="EVN'

J2.9 BREDOWRME 1o

1valuel@xsi:type="ED ]/textO

@%ﬁf‘ﬁ]ﬁ&&@%ﬂi WJE 24 ¢ 3 ﬂ 6 B Hw‘%ﬁ% 0306 % &%@é%%ﬁnn

HERHA
RERA TTMRMNASIEIMERESTA P74 )] O—EHEIZOWTY ORIE
MERAE R AIBEFTAET A FIA ] RLVRENEABNELZTHEH TS,
Ht Wais 2L
F—x# | 10000AN
HEE | amRa
XPath -

/MCCI_IN200100UV01[@ITS Version=XML,_1.0'|[@xsi:schemal.ocation="urn:hl7-

orgiv3

MCCI_IN200100UV01.xsd'I/PORR,_ IN0490IGW[r]/controlActProcess[@classCod
e='"CACT'][@mood Code="EVN' l/subjectl@typeCode="SUBJ'][1)/investigationEvent
[@classCode='INVSTG [@mood Code="EVN'l/componenti@typeCode="COMP'l [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="TNVSTG'} [@mo

odCode="EVN'l/component1 [@typeCode='"COMP"] [observationEventlcode[@code="
4'l[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10111[1//observationEventl@c
lassCode='0BS[@mood Code= 'EVN'|/valuel@xsi:type="EDT/text0

J2.10 SHORE

EF ﬂmwﬁ'ﬂ’ﬁ)ﬂgkﬁ‘é‘é %1;.%‘60;'?%%_%5 < M‘E 5% @ﬁm&uob\f‘ﬁﬁﬁ

TH H B8

T3,
RCRLTTE L _
T 10000AN
TrEE HERRH




XPath

/MCCI_IN200100UV01[@ITSVersion=XML_1.0][@xsi:schemaLocation="urn:hl7-
org:v3
MCCI_IN200100UV01.xsd' ]/PORR IN0490 16UV[r]/controlActProcess[@class Cod

-e='CACT'][@mood Code="EVN'l/subjectl@typeCode='SUBJ'|[1]/investigationEvent
[@classCode=TINVSTG'l[@mood Code="EVN'l/component[@type Code="COMPl[adv

erseEventAssessment][1]/adverseEventAssessment[@clagsCode=TNVSTG][@mo
0dCode=EVN'l/component1[@typeCode="COMP'l[observationEvent[code[@code="
5'[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1. 10711 [1)/observationEvent[@c

J211 FOMEERRS

lassCode="OBS'] [@moodCode“‘EVN']/value [@xs1 type—'ED ]ltextO

ZDfhBE L fié%ﬁ%nﬂﬁ‘é‘é

HEHHA
EEE | 2L
Fahmt 2" 10000AN
FrAfE =Rz A
XPath MCCI_IN200100UVO1[@ITSVersion="XML,_1.07[@xsi‘schemaLocation="urn:hl7-
orgv3
MCCI_IN200 lOOUVOl xsd']/PORR_IN049016UVI[rl/controlActProcess@classCod
e='CACT'][@mood Code="EVN)/subject[@typeCode='"SUBJ'[1]/investigationEvent
[@classCode="INVSTG'] [@moodCode="EVN'l/component[@type Code="COMP'l[adv
erseBventAssessment][1]/adverseEventAssessment[@classCode="INVSTG ' [@mo
odCode="EVN"l/component1[@typeCode='"COMP'][observationEventlcode[@code='
6[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1. 10'1][1]/observationEvent[@c
lassCode=‘0BS ] [@moodCode—'EVN ]lvalue [@xm type"'ED']/textO
3212 RRRATE ' el
ﬁﬁiﬁ'ﬁ ?Aﬁﬁﬁﬁﬁ%luﬁﬂﬁﬁ L’Cb\éif._éfﬁﬁ‘ﬁ%@?’*?ﬁﬁiﬁ"ﬂ%%ﬂ‘?‘c
LAk BRFABEEZEH L TWARWVWESICIT IBREEHEECRR] L W A% a—
FRMTHI L,
7—#% | T0AN
FAE | B Biiak :
XPath /MCCI_IN200100UV0 1[@ITSVersion=‘XML_1.0'] [@xsi:schemaLocation="urn:hl7-

orgv3

MCCI_IN2001000V01.xsd'l/PORR_IN0490 16UV[r]/controlActProcess[@classCod
e="CACT'|[@mood Code="EVN'l/subject[@typeCode="SUBJ'I[1]/investigationEvent
[@classCode="INVSTG'][@mood Code="EVN"l/component[@type Code="COMP"][adv
erseEventAssessment] [1}/adverseEventAssessment[@classCode=TNVSTG'] [@mo

0dCode="EVN"/subject 1l[@typeCode="SBJ'l[1)/primaryRole[@classCode=TINVSBJ'
/subjectOf2[@typeCode="SBJIMorganizer/codel@code="4"l[@codeSystem="2.16.840.

1.113883.3.989.2.1.1.20'1}1)/organizer[@classCode="CATEGORY'l{@moodCode="E

© 10




VNT/component[@type Code="COMP'l[substanceAdministration/id]/substanceAd
ministration[@classCode='SBADM1[@mood Code="EVN'l[consumable/instanceOf -
Kind/kindOfProduct/asSpecializedKind/generalizedMaterialKind/code/originalTe
xt]{1//consumable[@type Code="CSM[1]/instanceOfKind[@classCode="TINST/kin
dOfProductl@classCode="MMAT] [@determinerCode="KIND'l/asSpecializedKind|
@classCode="GEN'l[1]/generalizedMaterialKind[@classCode=MAT"] [@determiner
Code="KIND ']/codeforlgmalText/textO ' '

23T TR HE

f} .,‘ _\_, .u,l_.'._‘

HEHRHA BRI LT, Eté%&ﬁ%@?"‘ﬁﬁ%@@%@@Hilﬁlﬁ’i'—ﬂﬁj—é
RRFE | BRAEEEZRY L TORWEAIE, ZRETH L,
F—& 8 2N
| REASE L g
XPath /MCCL IN200IOOUVOI[@ITSVersmn—‘X'ML 1. 0'] [@xsi: schemaLocatlon—'urn h17-
org:v3

MCCI_IN200100UV01.xsd [/PORR_IN049016UV[r}/controlActProcess[@classCod

e='CACT'][@mood Code="EVN')/subject[@typeCode="SUBJ'][1)/investigationEvent
[@classCode="INVSTG'|[@moodCode="EVN'/component[@typeCode="COMP'l[adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG}[@mo
0dCode="EVN/subject1[@typeCode="SBJ'][1)/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@type Code='SBd'l[organizer/code[@code="1'l[@codeSystem="2.16.840.
1.113883.3.989.5.1.3:2.1.11 Tl [r]/organizer[@classCode='CATEGORY [@mood Code
='EVN‘]/component[@typeCode='COMP‘]/observation[@classCode=‘0BS'] [@mood
Code=EVN'llcode[@code="7"[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2. 1.10'
Ilvaluel@xsi: type=‘INT']/@Va1ue

21852 MEEM - oo o el o

HB#HHA BRI I, E?‘Z_ Z)Tﬁﬁﬁﬁmfﬁﬁﬁﬁ)ﬁﬁh“ﬂﬁé‘ﬂ’b'fb\éffiﬁﬁ% %1&‘9’5

L ¥k RBHEBHEZRE L TW AR, BREERT I LR TED, RBRETEE
BERH L TORVESICE RREEHEEICIR L T A RSREERERT S 2
b, A—ORREMHEE CEKORBENR L THHEE, &~ TR > Tk

. TEZE,

F—#% | 1000AN

FraE B E RO :

XPath .| MCCI-IN200100UV01[@ITSVersion=XML,_1. O‘] [@xsi‘schemal.ocation="urnhl7-

.| orgv3

MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UV[r]/controlActProcess[@classCod

| e='CACT'][@mood Code="EVN' I/subjectl@typeCode='SUBJ[1)/investigationEvent

[@cl_assCQde='INVSTG'] [@mood Code="EVN'l/component[@typeCode="COMP][adv
erseEventAssessment][1}/adverseEventAssessment[@classCode="INVSTG[@mo

1




0dCode="EVN'l/subject 1[@typeCode="SBJ'l[1]/primaryRole [@classCode=TNVSBJ'
I/subjectOf2[@type Code="SBd'l{organizer/code[@code="1"l{@codeSystem='2.16.840.
1.113883.3.989.5.1.3.2.1.11'1 [x)/organizer[@classCode="CATEGORY'l [@mood Code
='EVN"/componentl@typeCode='"COMP'l/observation[@classCode="OBS'] [@mood

Code="EVN'l[code[@code="81[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'

[B1ems m

Jivaluel@xsi:type="EDV/textQ

ﬁ'*ﬁ “ T e L Wt v ek e e e Sl Tl T F.:“-'::-‘

H B

F S RRROR AR B RSN SRR E R,

LRk

i AR ORRERHELEH L TWAEAICE. B EBT5 D LT
B BREHEBETEHLTWRWESIZEE., BIfK5 X v Eo— MME2BIR LT
EEHTsZ L,

7F—yH

IN

FAE

Bk 5 B

XPath

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

| orgv3

MCCI. IN200100UV01.xsd'l/PORR_IN049016UVIr)/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'|[1)/investigationEvent
[@classCode="INVSTG'] [@moodCode='EVN']/component[@typeCode='COMP'] [adv
erseEvéntAssessment][1]/adverseEventAssessment[@_classCode='INVSTG'] [@mo -
0dCode="EVN'Vsubject1[@typeCode='SBJ'l[1l/primaryRole[@classCode="INVSBJ’
l/subjectOf2[@type Code='SBJ'l[organizer/code[@code='11[@codeSystem='2.16.840.
1.113883.8.989.5.1.8.2.1. 11"l [r}/organizer[@classCode='CATEGORY' [@mood Code
='EVN'//component[@typeCode="COMP']/observation[@classCode='OBS'] [@mood
Code="EVN'llcode[@code="9"l{@codeSystemn="2.16.840.1.113883.3.989.5.1.3.2.1.10'
l/value[@zxsitype='CEl[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7'1/@cod

e

XPath
(codeSystem
Version)

/MCCI_IN200100UV01[@ITS Version=XML_1.0'[@xsi:schemaLocation="urn’h17-
orgwv3
MCCI_IN200100UV01.xsd'I/PORR_IN049016UV(rl/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'] /squect [@typeCode="SUBJ'|{1]/investigationEvent
[@classCode=INVSTG'li@mood Code=EVN1/component[@typeCode='COMPl{adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG' [@mo
odCode="EVN"/subject1[@typeCode='SBJ'] [1]/primaryRole[@classCode='INVSBJ'
1/subjectOf2[@typeCode="SBJ'H{organizer/code[@code="1"[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1. 11l [r)/organizer[@classCode="CATEGORY'| [@mood Code
="EVN'l/comp onen't[@typeCode='COMP']/observation[@classCode='OBS'] [@mood
Code="EVN'[codel@code='9[@codeSystem='2.16.840.1.113883.8.989.5.1.3.2.1.10'

Nvaluel@xsitype='CEl[@codeSystem="2.16.840.1.1138883.3.989.5.1.3.2.1.71/@cod

12




| eSystemVersion

I3 T AT B OE P OA

HAHH

%*%E#COY“E&EJ%%%E%* 0)7&&%‘@7&%%7‘#

R

= — RETI < Boolean T YSE NV 5 HATE Mtrue=F B NRVWE G false=
&, PEIRTAZY,

F— 5

Boolean 10A

FFAE

true=%4
false=4%

XPath

/MCCI IN200 100UV01[@ITSVer51on—'X1\/E 1.0 ][@xm schemalLocation=urn:hl7-
org v3

MCCI_IN200100UV01.xsd'/PORR_IN0490 16UV[1]/controlActProcess[@classCod
e="CACT'|[@mood Code="EVN'l/subject[@typeCode="SUBJ'|[1)/investigationEvent
[@classCode=TNVSTG1[@moodCode="EVN'l/component[@typeCode='"COMP[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG[@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'l[1}/primaryRole[@classCode="INVSBJ'
J/subjectOf2]@typeCode="SBJd'][organizer/code[@code='1][@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11'][r)/organizer[@classCode="CATEGORY']| [@mood Code
='EVN'/component[@typeCode='"COMP]/observation[@classCode="0OBS'l[@mood
Code="EVN'1lcode[@code='107[@codeSystem="'2.16.840.1. 113883 3.989.5.1.3.2.1.1

0'Nivaluel@xsi: type—'BL']/@value

VR T R e R »;<~eaﬂf”ﬁ~t&v>f*

REMHA

T#mAR. Emuﬁa@EizmaMWﬂ/ﬁ%E%(wamaﬁ~ﬁjé%ﬁa&é
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J2.141i XM E L, J2.11 & TOREEOFRM - BEMICE T2 FREAIIT 5,
HIERSOTFRKIC W T, HEESAHERECHIBEGCREFORRERESE
& WRENAOHRBERETHABRSICIIRTORENMRLER L XENLT
BICEANEHWT2Z &, 728, FRNEOHIBTELEL, ﬁﬁﬂ%%@rs.%wﬁ
@%ﬁﬂﬁﬁ%ﬁ¢k%bf@&ﬁ$éjm(l)%ﬁ%?é Eo

FRETE

= Mﬁ?ﬁn HER L CREHET 52 &,

F— 58

iN

| FFA

1=:R%n
2=BEm
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XPath

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'] [@XSiischemaLocati6n='urn1h17‘

orgv3d

MCCI_IN200100UVO0L1. xsd]/PORR _IN049016UV[xl/controlActProcess[@classCod
e='"CACT][@mood Code="EVN/subject[@typeCode='"SUBJ [ 1]/investigationEvent
[@classCode="INVSTG'l[@moodCode="EVN'l/component{@typeCode="COMP"[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'1[@mo

0dCode="EVN'l/subject1[@typeCode='SBJ'1[1]/primaryRolel@classCode="INVSBJ'
1/subjectOf2[@type Code="SBJl [observationlidlcodel@code="29[@codeSystem="2.
16.840.1.113883.3.989.2.1.1. 19T [ilobservationl@classCode='0BS | [@mood Code=
'"EVN'l/outboundRelationship2l@type Code=PERT"1[observation/code[@code='11"[
@codeSystem='2.16.840.1,113883.3.989.5.1.3.2.1.101][1]/observation[@classCode=
'OBS1[@mood Code=EVN'l/value[@xsi:type='"CE'l[@codeSystem='2.16.840.1.11388
3.3.989.5.1.3.2.1.8'/@code

XPath
(codeSystem
Version)

MCCI IN200100UV01[@ITSVer51on—'XML 1.0'[@xsi:schemaLocation="urn:hl7-
org:v3
MCCI_IN200100UV01.xsd/PORR_IN049016UVI[r]/controlActProcess@classCod
e="CACT'1[@mood Code="EVN'/subject{@typeCode="SUBJ'|[1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN/component[@typeCode='"COMP'][adv
erseEventAssessment][1}/adverseEventAssessment{@classCode="INVSTG'] [@mo
0dCode="EVN'l/subject1[@typeCode="SBJ']{1)/primaryRole[@classCode=TNVSBJ'
l/subjectOf2[@typeCode='SBJ] [observation[id][code[@code="29T[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']] [i)/observation[@class Code="OBS'l [@mood Code=
BEVNT/outboundRelationship2[@type Code=PERT{observation/code[@code="11"[
@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10] [1)/observation[@class Code=
'0BS1[@mood Code="EVN'1/valuel@xsi:type='"CE'l[@codeSystem="2.16.840.1.11388
3.8. 989.5.1.8.2.1.8']f@codeSystemVersmn

‘J2515.1' {L\\i@ :

H%ﬁ%&t"&t}%@#‘*ﬁﬁkh:}aw'c &HIILIL V\Tﬁ&ﬂ:lﬁﬁﬁv\iéh‘cb%%&\
NREETRT,

Ez— Fhb@Ela— RERRLCERT 52 &, |
PEBEDHE, BEL/TREELOFBXIL. RREMBFOELERT D2 L, -
¥, HNERBREOHE. HEET-LELERTSZL,

WEHEICBNT, BEECRENSBIC L o CR—DORERE SRESE. 120%H
HELTHRELTELEZZ RN, ZOBICEAEEZ 1 FRICTHR L. BVIELEF
ALT, 2FBRURBICFOMOAREEZRHTIZ &,

#H. A—OHBEMUETE SHERSIE, YSAREICOVCEMSEET 5, £

| DERIZIE, BIEHREDRICHT THREMREONRKRELRER T2 L, BEHRED

AREPEEDHIHEEIHRVELEFIRATSZ 2:
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2B, FEOBENENRRLIBSE, BWELTDHIL,

— 27,

2A

FFAE

IS0 31661 7A77-2 ®E=—F, EU

XPath

/MCCI_IN200100UVO1[@ITS Version=XML_1.01[@xsi:schemaLocation="urn:hl7-
org:vs ' '
MCCI_IN200100UV01.xsdl/PORR_IN049016UV[rl/controlActProcessi@classCod
¢='CACT@mood Code="EVN/subjectl@typeCode='"SUBJ'] [1)/investigationEvent
[@classCode="INVSTG'[@mood Code="EVN'l/referencel@typeCode=REFR'][docu °

| ment/codel@code='2"1[@codeSystem="2.16.840.1.113883.3.989.2.1.1.2711[x)/docum

ent[@classCode="DOC'] [@mood Code="EVN'l/participationl@typeCode="AUTVassi
gnedEntity[@classCode="ASSIGNED'l/representedOrganization[@classCode='OR
Gl[@determinerCode="INSTANCE/asLocatedEntity[@classCode="LOCE/locatio
n{@classCode="COUNTRY'] [@determmerCode—'INSTAN CE/code [@codeSystem—
'1.0.8166.1.2. 2]/@code '

J2:16. WENEOEL P R

HEMHA

ﬁ%ﬁﬁiﬁtﬁ%@ﬁﬁﬁﬁhki‘ob“( FB?%#&**X@%EIL%H%#E@&E (H 1)J
IR LA OEREAREREBITT T,

R

BRI BT, BRRER, FEDOH AL, RRTIA L (FE) . Ja.
HWESRHR, ERREOLT, BETABENODHS U X7 2D TIORL. FEER
ﬁ/ﬁgﬁ(;')%ﬁ‘ﬁﬁfi, B IR DA FR. in vive, in vitro DRI Z & D TiE#Ed
Bk,
AEHERSCROTH. HERRULE R, BH%R4. BEOEE (k-
DR - HROEE, A LOREEOUET., 1S - BA - REOHIE, MR
BT - BEEE. 1SBRDTWT. BRFORAEBEOBRIE), REBONE BALOER
DYETORANHLEEL bRBETE L) 2EpTRETIL,

F—5E

500AN

HE

H BIRCAR

XPath

/MCCI_IN200 IOOUVO 1[@ITSVersion="XML_1.0'] [@Xsi1schemaLocation='urn3h17-

orgv3

MCCI_IN200100UV01.xsdT/PORR,__ IN0490 16UV[r]/controlActProcess[@classCod
e='CACT][@moodCode="EVN'l/subject[@typeCode="SUBJ1[1)/investigationEvent

[@clagsCode="INVSTG'l[@mood Code="EVN'{/component[@typeCode="COMP'] [adv

erseEventAssessment][1)/adverseEventAssessment[@classCode="INVSTG'] [@mo

0dCode=EVN'/component1{@type Code='COMP'][ohservationEvent[code[@code="

'127[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10']][1)/observationEvent[@

classCode="OBS'] [@moodCode—'EVN]/value [@xs1 type—'ED ]ltext()

J2.17.r: RE/ FROSE

HHHH

m%ﬁ%@%mrﬁmaﬁ/mﬁjxmr%mﬁaﬁ/ﬁ%J@w%%¢o
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FEET =L

TR IN

FFAE 1=FRAREARR BIS

' 2=JEERIRRRR 5 :

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0[@xsi:schemalocation="urn:hl7-
orgwv3d
MCCI_IN200100UV01.xsd T/PORR_IN049016 UV r)/controlActProcess[@classCod
e='CACT'][@mood Code="EVNl/subject[@typeCode='SUBJ1[1]/investigationEvent
[@classCode="TNVSTG] [@moodCode="EVN'/reference[@type Code="REFR| [docu
ment/code[@code="21{@codeSystem="2.16.840.1.113883.3.989.2.1.1.271][r]/docum

. ent[@classCode"'DOC'][@moodCode—'EVN']/tltle/textO
92,181, BIBEERE, R e
HABHA |ICSR a)fﬂ'{“%‘@fgﬂ%ﬁ %;TTO
REAE | BTEEAERSEREERAWE L BT D,
—x& | 100AN '

A B B :

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.0][@xsi: schemaLocation="urn:hi7-
orgiv3
MCCIL_IN200100UV01.xsd'/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'l[@mood Code="EVN'/subject/@typeCode="SUBJ'[1)/investigationEvent
[@classCode="TNVSTG][@mood Code="EVN/subjectOf1[@typeCode="SUBJ" {cont
rolActEvent/primaryInformationRecipient][1]/controlActEvent[@classCode="CAC
T @moodCode=EVN'l/primaryInformationRecipient(@type Code="PRCP]/assign
edEntlty[@classCode—'ASSIGNED']/representedOrgamzatlon[@classCode"'ORG ]
[@determmerCode—'INSTAN CE ]/name/texto

J2.18.2 BIZEWAL - :

JEAHH | ICSR @ﬁ{nﬁoﬁié %‘71"?_

REAE | BEREEHTA.

T— & A 100AN

FrAE Sl

XPath /MCCI_IN200100UV01[@ITS Version="XML,_1.0'l[@xsi:schemal.ocation="urn:hl17-
org:va

MCCI_IN200100UV01.xsd']//PORR_IN049016UV[rl/controlActProcessi@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'|[1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN'l/subjectOf1[@typeCode="SUBJlfcont
rolActEvent/primaryInformationRecipient] [1]/controlActEvent{@classCode='"CAC
T'1[@mood Code="EVN'l/primaryInformationRecipient[@typeCode=PRCPV/assign
edEntity[@classCode='ASSIGNED/assigned Person[@classCode="PSN' [@determ

16




inerCode= ‘INSTANCE‘]/name/preﬁx[l]/texto

J2.18:3. RfaEE e T Fo A

E B A ICSR 0)%&:%‘@!@&%?‘)‘

TEFE | BEOBEEROMETERT S,

F—&8 | 100AN

i H FRE# _ :

XPath /MCCI_IN200100UV01[@ITS Version=XML_1.0'1[@xsi:schemalocation="urn‘hl7-
org:vd '

MCCI_IN200100UV01.xsd'l/PORR_IN049016 UV[r}/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject[@typeCode='SUBJ][1)/inve stigationEvent
[@classCode="TINVSTG'][@mood Code="EVN/subjectOf1[@typeCode="SUBJ "] [cont
rolActEvent/primaryInformationRecipientl[1]/controlActEvent[@classCode='CAC |
T [@mood Code="EVN'l/primaryInformationRecipient[@typeCode="PRCP')/assign
edEntity[@classCode="ASSIGNED' ]/ass1gnedPerson[@cIassCode—'PSN 1[@determ

1nerCode—'INSTAN CE' ]/name/fam.ﬂy[l]ftexto

J2.18.4 RfBEA . e e Gl e TR
| BE#HA ICSR @Fﬁ’{n%‘@% ’é’:‘zl"é‘
[ g BREoOBEROLZTET S,
F—HT 100AN' S
FrEE H BT .
XPath /MCCI_IN200100UV01 [@ITSVersion='XML_1. 0'[@xsi:schemal.ocation="urn:hl7-
org:v3

MCCI_IN200100UV01.xsd' l/PORR_IN049016 UVIrl/controlActProcess[@classCod
e='CACT] [@moodCode='EVN']/subject[@typeCode—‘SUBJ N{1])/investigationEvent
. [@classCode=TNVSTG [@mood Code="EVN/subjectOf1[@typeCode='SUBJl[cont
rolActEvent/primaryInformationRecipient]{1]/controlActEvent [@classCode—'CAC
T1I@moodCode="EVN'|/primaryInformationRecipient[@typeCode=PRCPV/assign
edEntity[@classCode="ASSIGNEDV/assignedPerson[@classCode="PSN'l[@determ
inerCode=TNSTANCE'//name/given[1]/text0

J2.19 &1

EHHE#HMA FHER

R 2L

F—&# | 10000AN

FrAE B B

XPath /MCCI_IN200100UVO01[@ITS Version="XML_1.0][@xsi'schemaLocation="urnhl7-

.| oxrgiv3

MCCI_IN200100UV01.xsd'//PORR._ IN049016 UV(xr]/controlActProcess(@classCod
e='CACT][@mood Code="EVN'/subjectl@typeCode="SUBJ'][1]/investigationEvent

17




[@classCode="TNVSTG'] [@mood Code="EVN']/component[@typeCode="COMP'[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'] [@mo
0dCode="EVN'V/component1[@typeCode='"COMP'l[observationEventcode[@code="
13'][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10 11l [1}/observationEvent[@
classCode="OBS '

J2200E 2

RAE#RHA i E B

Mgk | 2L

7F—#% | 10000AN

FFAfE B HEH C

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

| orgiv3d

MCCI_IN200100UV01.xsd' V/PORR_IN049016UVIx]/controlActProcess [@classCo'd
e='CACT][@maod Code="EVN'}/subject[@typeCode="SUBJ1[1)/investigationEvent
[@classCode="TNVSTG' [@mood Code="EVN'l/component[@type Code='COMP'][adv
erseBventAssessment][1]/adverseEventAssessment [_@classCode='I_NVSTG‘] [@mo

odCo‘de=‘EVN']/component1 [@typeCode="COMP'][observationEvent[code[@code='
14'][@codeSystem="2.16.840.1.113883.8.989.5.1.3.2.1.10"1i[1)/observationEvent(@

classCode='"OBS1[@mood Code=EVN/value[@xsi:type="EDVtext0

= BB FIHEE

ERAE | 2L

7 — &l 10000AN

FFAE H HCH

XPath /MCCI_IN200100UVO01[@ITS Version="XML,_1.0'] [@xsi'schemaLocation="urnhl7-
org-v3 ‘
MCCI_IN200100UV01.xsd'//PORR_IN0490168UV[rl/controlActProcess[@classCod
e="CACT'][@mood Code="EVN'/subjectl@typeCode="SUBJ'|[1)/investigationEvent
[@classCode="TNVSTG'|[@mood Code="EVN'l/component[@typeCode='COMP[adv |
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'] [@mo
0dCode="EVN'l/component1[@typeCode="COMP'}{observationEvent[code[@code="
157[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.1011][ 1l/observationEvent[@
classCode='"0BS'[[@mood Code="EVN'l/valuel@xsi:type="ED'/text(

J2.22 W%E4 . | | |

HAMRNA FiEEHR

mEFE | 2L

7—#% | 10000AN

FAE H s
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XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.07[@xsi:schemaLocation="urn:h17-
orgv3
MCCI_IN200100UV01.xsd'J/PORR_ INO49016UV[1']/controlActProcess[@classCod
e="CACT] [@moodCode—'EVN']fsubJect [@typeCode="SUBJI[1l/investigationEvent
[@classCode=INVSTG'T[@mood Code="EVN/component[@type Code="COMPI{adv |-
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG][@mo
0dCode="EVN'V/component1[@typeCode='"COMP'|[observationEventlcode[@code="
16'][@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.107]1[1)/observationEvent[@ .
classCode—'OBS'] [@moodCode""EVN ]/value [@x51 typ e-'ED ']/text()

BB E%*Munal ﬂs}fﬁ ﬁﬂ:‘&fﬁ'{tﬂnn@ 1’ﬁﬁﬁ$&ﬂ=b’ :rowt Zﬁﬁéﬁ%nﬁ’: @ﬁﬁr%zﬁ'

RS | RENROBHEERT 5.

F—¥E | 100AN

FAE B Bt .

XPath /MCCI_IN200100UV01 [@ITSVe:;éion=‘XML_1.0‘] [@xsi:schemalocation="urn:h}7-

orgiv3

'MCCI_IN200100UV01.xsd'l/PORR_IN049016 UV[rl/control ActProcess[@classCod-

e='CACT'][@mood Code="EVN'l/subject[@typeCode='"SUBJ'l[1)/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVNl/component[@type Code='COMP'l[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TINVSTG[@mo
0dCode=EVN/subject1[@typeCode="SBJ'][1]/primaryRole[@classCode=TNVSBJ"
1/subjectOf2[@typeCode="SBJ'l [organizer/code[@code="4l[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'11[1]/organizer[@classCode='"CATEGORY'l [@moodCode="E
VN'/component[@type Code="COMP'][sub stanceAdniinistrationfid] [k]/substanceA
dministration[@classCode="SBADM][@mood Code="EVN']/consumable[@typeCode
='CSM[1)/instanceOfKind[@classCode=TNST)/kind OfProduct@classCode=MM

AT ][@determmerCode*'KIND']/asNamedEntlty[l]/name {@xml: lang— a'l[1]/text()

J2.24.k RSB

E%ﬁﬂﬂ'nn ﬁu{/ﬁﬁﬁ ﬁﬂ:‘&U\’fEﬁnn E'H/EFH ?ﬁﬁ:h

5 B 187 BT, %ﬁ%@ﬁ%mn@ﬁﬁﬂ&'ﬂ‘?‘

s ks HREL T LTS X VYT ARSENEBIR L TRET 2,

F—#8 | 3AN ‘

A E RIkES 2R .

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0 [@x51 schemaLocation="urn’hl7-
org:v3

MCCI_IN200 100UV01xsd! J/PORR_ IN049016UV[r]/controlActProcess[@classCod
e="CACT'][@mood Code="EVN'l/subject[@typeCode="SUBJ'l[1]/investigationEvent
[@classCode='INVSTG l[@mood Code="EVN'l/component[@typeCode="COMP'][adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG][@mo
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od Code="EVN"/subject1[@typeCode="SBJ"I[1]/primaryRole [@classCode TNVSBJ'
VsubjectOf2[@type Code='"SBJ'l [organizer/code[@code='4[@codeSystem='2.16.840.
1.113883.3.989.2.1.1.201] [1}/organizer[@classCode='CATEGORY | [@mood Code="E
VN')/component[@type Code='COMP"] [substanceAdministration/id][k]/substanceA
dministration[@classCode="SBADM'][@mood Code="EVN'l/consumable[@typeCode
='CSM1[1)/instanceOfKind[@classCode="TNST/kind OfProduct[@classCode="MM

' | AT'][@determinerCode="KIND']/formCodel[@codeSystem='2.16.840.1.113883.3.989

.5.1.3.2.1.13][1]/@code >

J2eBkr. RO

- _.; n‘.-.' ,\. ..'.‘ _“. ; . ; Lo - L _' o -. .
ey L 1 . ( e

HEHA

Ty mﬁnawmw CERRA BT R CIRAT R
IBWT, BRaDREgERT,

RO

%7 E2B BB @ Gk2.3xl RAAFERSA & e TEET 5, Gk23.rl iIZ#
LRz oW T, RIS IS T 2RARAEB 2 =835 & L. A8k
SUMCHEYTIRANAEE Y =F20MORsy] T3z L,

F—

IN

R

A 5 B

XPath

/MCCI_IN200100UV01[@ITS Version=XML_1.0'|[@xsi:schemal.ocation="urn:hl7-
org:v3 ) © .
MCCI_IN200100UV01.xsd'l/PORR. IN049016UV[nl/controlActProcessi@classCod
o='CACT'][@mood Code="EVN'l/subject{@typeCode="SUBJ'I[1]/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN'l/component[@typeCode="COMP'| [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'l[@mo
0dCode="EVN')/subject1[@typeCode="SBJ'|[1)/primaryRole[@classCode=TNVSBJ'
I/subjectOf2{@typeCode="SBJ'llorganizer/code[@code='4'[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'][1)/organizer[@classCode="CATEGORY'] [@mood Code="E
VN'V/component[@typeCode="COMP'][substanceAdministration/id] [k]/substanceA
dministration[@classCode='SBADM'][@mood Code='"EVN'l/consumable[@typeCode
='C8M'[1]/instanceOfKind[@classCode="INST')/kind OfProduct(@classCode="MM
AT'|[@determinerCode="KIND'] fingredient[@classCode="ACTT'l[x]/ingredientSubs
tance[@classCode="MMAT'][@determinerCode="KIND')/asSpecializedKind[@class
Code='GEN'][1]/generalizedMaterialKind[@classCode=MAT' [@determinerCode="
KIND']/code[@cbdeSystem='2. 16.840.1.113883.3.989.5.1.3.2.1.17l/@code

E%ﬁﬂﬂnnEﬂi’ﬁﬁﬁﬂ:&t)\ﬂ:ﬁnn&ﬂ{?ﬁﬁﬁﬂ:k 3T E'H’PEODE,’%E%T'?‘

%9 E2BHAD Eilla BEFCREHE SN, F-RERRCL Y BESNEEIE
R/ BEFELELL.1b BHER/ AEER (MedDRA =— F) L TRERT 5,

Eilla XiTEi2.1b ic@2d LBWER Iz oW T, E’%ﬁ%fm#& 5 L DBRL TEEH
TBEZ L, ~
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YAt i 2N

HRE BE 5 2R

XPath /MCCI_IN200100UV0Q 1[@ITSVer31on='XML 1.0'l[@xsi: schemaLocat1on—'urn hl7-
orgv3

MCCI_IN200100UV0 1.xsd']fPORR_INO490 16UVI[x)/controlActProcessi@classCod
e='CACT][@mood Code="EVN'l/subject[@typeCode="SUBJ|[1}/investigationEvent
[@classCode='IWSTG'] [@moodCode="EVNl/component[@type Code="COMP'][adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG'[@mo

0dCode="EVN']/subject1[@typeCode="SBJ'[1)/primaryRole[@classCode=TNVSBJ'
l/subjectOf2[@type Code="SBJ [observationlid][code[@code='297[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19]] [il/observation[@classCode='"0BS'][@mood Code=
"EBVNT/outboundRelationship2[@typeCode=PERT'] [observation/code[@code="11'1[
@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10']][ l/observation[@classCode=
'0BS'][@mood Code="EVN'l/valuel@xsitype='"CE1[@codeSystem="2.16.840.1.11388

3.3. 989.5.1.3.2.1.14‘]!@code

E%ﬂﬁﬂ*nn =] ‘I’Ffﬁ ﬁ‘H:ELU“f Eﬂun El'] ﬁEFH #ﬁ‘ﬁz IZBWT, %“‘ﬁl? E K Fi%%f #&J\#
AORERT,

g J2.29.r AT & G TR B, J2.20.r TEIR LT:'I*%E)\$752’J= s
AFERIET 28613, [1=8—8AFH) & L. BHESATH b’Bﬁ‘?‘é%Am o= |-
EHHMAFH] %‘E%ﬁ*}‘é &

Vamt £~

IN -

RIHE 5 Z:BR

XPath

/MCCI_IN200100UV0 1[@ITSVer51on-'XML 1.0'l[@xsi:schemalocation="urn:hl7-
org:v3 _

MCCI_IN200100UVO01. xsd']/PORR IN049016UV/rl/controlActProcessi@classCod
e='CACT][@mood Code="EVN'I/subject@typeCode='"SUBJ'][1)/investigationEvent
[@classCode=TNVSTG'l{@mood Code="EVN')/outboundRelationship[@typeCode="
SPRT'][relatedInvestigation/code[@code="2"[@codeSystem="'2.16.840.1.113888.3.9
89.2.1.1.2211[r)/relatedInvestigation[@class Code="TNVSTG'] [@mood Code="EVN'l/
subjectOfR2[@typeCode="SUBJl/controlActEvent@classCode="CACT'][@mood Cod
e='EVN"/author[@typeCode='"AUT"/assignedEntity[@classCode='ASSIGNEDV/as
signedPersonf@classCode='"PSN'l[@determinerCode=TNSTANCE]/asldentifiedE '
ntity[@classCode=TDENT'][1]/codef@codeSystem="2.16.840.1.113883.3.989.5.1.3.
2.1. 15']f@cdde

J2.28° IHROHE

HE A

E%‘&B%unﬁ' {’FFH RERTY I:ﬁfmn@l{’ﬁﬁ% %E‘*i‘_kb YT, %%OJﬁkE@’ﬁ ﬂ &'H‘ﬂ‘

B i

BEBREOLE E'H’Eﬁﬁ%ﬁﬂ#@ﬁiw&@ﬁm%ﬁﬁ‘ﬂ‘é
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7—5 A

IN -

FEAE

RE 5 &R

XPath

/MCCI_IN200100UV01[@ITSVersion="{ML,_1.0[@xsi:schemal.ocation="urn:h17-
org:v3 ‘
MCCI_IN200100UV01.xsdl/PORR_IN0490 16UV[r]/controlActProcess[@class Cod. .
e='CACT'[@mood Code="EVN'/subject[@type Code='"SUBJ'][1]/investigationEvent
[@classCode—'INVSTG l[@mood Code="EVN'l/component[@typeCode="COMP'] [ady
erseEventAssessment][1)/adverseEventAssessment[@classCode="INVSTG'l [@mo
0dCode="EVN"/subject1[@typeCode="SBJ'|[1)/primaryRole[@classCode="INVSBJ'
I/subjectOf2[@typeCode="SBJ'l [observation/code[@code="17]1[@codeSystem="2. 16.
840.1.113883.3.989.5.1.3.2.1.107][1)/observationl@classCode='"OBS [@mood Code=
‘EVN'Ivaluel@xsitype='CE'l[@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.16'
][l]l@code

J2 29.r ‘lﬁ‘ﬁl%m

HEHRHA -

E%"‘Bﬂ-nu E'l ﬂ5ﬂ§ #B*EZHM Eﬁnn E'l ﬂ?ﬂ? %ﬁﬁb G’ $o1: Y '(' 'f*$ﬁ®7\$7n 73:/1“?‘

FE T

BHROAFETIZONT, BHR5 L EORLOEERL, B3 J227r A7 F 7L
BrETRE T3, BRVELEZFAL, ZYTILOLTERIRTSZ L,

Ty

1IN

FRAME

LS BR

XPath

/MCCI_IN200100UV01[@ITSVersion=XML_1.0'l[@xsi:schemal.ocation="urn:hl7-
orgva
MCCI_IN200100UV01.xsd'T/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'][@mood Code="EVN'l/subject(@typeCode="SUBJ'][1)/investigationEvent
[@classCode="INVSTG' [@mood Code="EVN/outboundRelationship[@type Code='
SPRT][relatedInvestigation/code[@code="2"][@codeSystem="2.16.840.1.113883.3.9
89.2.1.1.2271[x)/relatedInvestigation[@class Code="INVSTG' ] [@mood Code="EVN']/
subjectOf2[@typeCode="SUBJl/controlActEvent[@classCode='CACT' [@mood Cod
e="EVN'//author[@typeCode='AUT"V/assigned Entity[@classCode='"ASSIGNED'/as
signedPerson{@classCode="PSN'|[@determinerCode=TNSTANCE/asldentifiedE
ntity[@classCode=TDENT[2]/code[@codeSystem="2.16.840.1.113883.3.989.5.1.3.
2.1.9/@codeSystemVersion
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E&SBES AT AEBAF—FER (EE) 0=— FE
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