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¢?aml version="1.0" encoding="UIF-§"7>
<MCCI INZOOIOUUVOI ITSVersion="XML_l. 0" xsi:schemalocation="urn:hl7-org:v3 MCCI_IN200100UV01. xsd” xmlns— urn:hi7-org:v3”
xmlns:xsi="http://www. w3. org/2001/¥MLSchema-instance™>
{id extension="N.1.2" root="2.186.840. 1. 113883. 3.988. 2. 1. 3.22" />
<I— N.1.2: Batch Number —>
<creationTime value="20101214151617"/>
¢l N.1.5: Date of Batch Transmission —>
{responseModeCode ‘code="D"/> -
{interactionld extension="MCCI_IN2001CG0UVOL”, root="2.16.840.1. 113883.1.8"/>
<name code="N, 1. 1" codeSystem="2. 16, 840, 1. 113883, 3,989, 2. 1. 1. 1” codeSystemVersion="1. 01 />
<I—— N.1.1: Type of Messages in Batch —> -
<{l— Message #1 —>
<PORR_IN049016UV>
¢id extension="N.2.T.1" root="2.16.840. 1. 113883.3.980.2. 1.3.1"/>
<l— N.2.r.1: Message Identifier —> ‘
 {creationTime value="20101214151617"/>
<I— N.2.r.4: Date of Message Creation —>
<interactionId extension="PORR_INO49016UV* roat=" 2. 16 840.1. 113883 1. 6 “fy
<processingCode code="P"/>
<process1ngMudeCode code="T"/>
CacceptAckCode code="AL"/>
{receiver typeCode="RCY"> _
{device classCode="DEV” determinerCode="INSTANCE">
<id extension="N.Z.7.3" root="2, 16.840. 1. 113883, 3,089.2. 1. 3. 12" />
<!— N:2.r.3: Message Receiver Identifier —>
</device>
{/receiver>
<sender typeCode="SND"> ] o
<device classCode="DEV" determinerCode="INSTANCE"> .
<id extension="N.2.r.2" root="2.16.840.1. 113683, 3. 989.2.1.3. 11"/
{l-— N.2.r.2: Message Sender Identifier —>
{/device>
</sender> . :
{contrdlActProcess classCode="CACT” moodCode="EVN™> ) : ’ .
<code code="PORR_TE049016UY” codeSystem="2. 16. 840, 1. 113883. 1. 18'/)
<}-- HL7 Trigger Event ID ——> N
{effectiveTime value="20101214151817"/>
¢!-- C.1.2: Date of Creation —>
<subject typeCode— SUBT">
{investigaticnEvent classCode=" INVSTG moodCode— EVN™>
<id extension="C.1.17 root="2,16.840. 1. 113883.3.989.2.1.3.1"/> . ‘
-~ &f— €. 1: 1:-Sender’ s-{case)-Safety-Report-Unique—Tdenti fier- —p-—————-mmmcr v
¢id extension="C.1.8.1" root="2, 16.840.1, 113883.3,980.2,1.3.2"/>
¢l— C.1.8.1: Worldwide Unique Case Identification Number ~—>
{id extension="J2.1b" root="2. 16.840.1.113883.3.989.5. 1, 3, 2.3, 17/
<l— @@ejz. 1h: @SS (#B5) -
{code code="PAT_ADV_EVNT” codeSystem— 2.16.840.1.113883.5.4" />
<text>H. 1</ text>
¢l--1.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additicnal Relevant
Information —> L )
{statusCode code="active™/>
<|— 8@8J2.7.1 5T, KETED —
{effectiveTime>
<low value="20090101"/>
<l— C.1.4: Date Report Was First Received from Source —>
¢/effectiveTimed
<availabilityTime value="20090101"/>
‘¢l— C.1.6: Date of Most Recent Information for This Report -—>
{reference typeCode="REFR">
{document classCode="D0C” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840, 1, 113883, 3, 989, 2, 1. 1, 27" codeSystemVersion="1. 0"

-\



displayName="documentsHeldBySender”/>
<title>C. 1, 6. 1.1, 1</title>
¢l— C.1.6.1.1.1: Documents Held by Sender (repeat as necessary) Hn—
{text mediaType= appllcat1on/pdf representation="B64" >C.1.6.1.r.2</text>
d—CJﬁJmJ.hdﬁﬁmemw#I“>
</doctment>
{/reference>
* {reference typeCode="REFR">
<document classCode="DOC" moodCode="EVN">
- {code code="1" codeSystem="2.16. B40. 1. 113883. 3, 989. 2. 1. 1, 27" codeSystemVersion="1. 0"
dlsplayﬂame— documentsHeldBySender” />
<t1tle>C.1.6.1.r.1</t1tle>
. ¢l-— €.1.6.1.7.1: Documents Held by Sender (repeat as necessary) #2 —>
{text mediaType=" image/ jpeg” representat1on— "B64" compress ion= “DE”>C. 1. 6. 1. 1. 2{/text>
{l— C.1.6.1.r. 2 Included Documents #2 —>
© ¢/document>
{/reference>
" <reference typeCode="REFR”>
<doctument classCode="DOC” moodCode="EVN">
<code code="2" codeSystem="2.16.-840. 1, 113883. 3. 989 2.1.1. 27" codeSystemVersion="1. 0"
displayName="literatureReference”/> ' :
(titlesJ2. 17. ri/titler
<= @aeI2. 17.r B/ HEOHE #1 — ‘
<text mediaType="application/pdf” representatlona B64 >C 4 T 2</text>
¢I— C.4.r.2: Inclided Documents #1 —>
<bibliographichesignationText>C. 4. r. 1</b1b11ngraphches1gnat10nText>
¢l—— (. 4.7.1! Literature Reference(s) #1 -—>
<participation typeCode="AUT">
<assignedfntity classCode="ASSIGNED">
{represented0rganization classCode="0RG” determlnerCode— INSTANCE >
<asLocatedEnt1ty classCode="1OCE">
{location classCode="COUNTRY” determinerCode="INSTANCE">
<code code="J2.15.r” codeSystem="1.0.3166.1.2,27/>
<l @eaJ2. 15.r AEME #1 >
{/location> )
{/asLocatedEntity>
- . {/representedOrganizationy - : .
{/assignedBntity> ) )
{/participationy ; .
{/dbcument> - Ty
{/reference>
{reference typeCode="REFR™>
<document cléssCode="DOC” moodCode="EVN">
<code code="2" codeSystem="2.16.840. 1, 113883. 3. 089, 2.1.1. 27" codeSystemVersxon— 1.0%
displayName="1iteratureReference”/>
. <title>]2. 17.r</title>
<I— @60J2.17.r RRER/HFEDLE #2 — -
{text mediaType="application/pdf” representat1on— B64 >C. 4,1, 2</text>
<J— C.4.r.2: Included Documents #2 ——>
" {bibliographicDesignationText>C. 4. r. 1</b1b110graph1cDeslgnat1onText>
¢l— C.4,r.1: Literature Reference{s) #2 —>
{participation typeCode="AUT">
<assignedEntity classCode="ASSIGNED"> . :
<represented0rganizatien classCode="0RG” determinerCode="INSTANCE">
<asbocatedEntity classCode="LOCE™>
<location ¢lassCode="COUNTRY” determlnerCode— INSTANCE >
{code code="]2.15.1" codeSystem="1.0. 3166, 1.2.2" />
(l-— @B@J2. 15.¥ LFE #2 —>
</location>
{/asLocatedEntity>
{/representedOrganization>
</assignedEntity>
{/participation>
{/document>
{/reference>
<component typeCode="COMP">
<adverseEventAssessment classCode="INVSTG” moodCode="EVN">
<subjectl typeCode="SBJ">
<primaryRole classCode="INVSB]">



<playerl classCode="PSN" determinerCode="TNSTANCE*>
<{name>D. 1{/name>
¢l— D.1: Patient (name or initials) ——>
<adm1n1strat1veGenderCode code=" D 5" codeSysteém="1. 0. 5218"/>
{l— D.5 Sex —>'
<birthTime value="20000101"/>
¢l-- D.2.1: Date of Birth —>»
{deceasedTime value="20090101"/>
¢l D.9.1: Date of Death —>
<asIdent1f1edEnt1ty classCode="TDENT">
<id extension="D,1.1.1” root="2. 16.840. 1. 113883 3,989.2.1.3.7"°/>
) <= D.1.1.1: Patient Medical Record Number{(s) and Source(s) of the Record Number (GP Medical
Record Number) —> ) .
{code code="1" codeSYstemﬁ”Z.16.840.1.113883.3.989.2.1.1.4" codeSystemVersion="1. 0"
di splayName="GP" /> .
: {/asldentifiedEntity>
. <asIdentifiedEntity classCode="IDENT">
{id extension="D. 1, 1. 2" root="2, 16,840, 1. 113883, 3. 989.2. 1. 3 8 ) .
<!—D.1.1.2: Patient Medical Record Number(s) and Source(s) of the Record Number (Specialist
Record. Number) —>
{code code="2" codeSystem=" 2 186. 840 1. 113883. 3. 989 2. 1.1.4" codeSystemVers1on— 1. 0
displayName="Specialist”/>
</asldentifiedEntity>
<asldentifiedEntity classCode="IDENT"> :
" <id extension="D.1.1.3" root="2. 16.840.1.113883.3.082.2,1,3.9"/> N
<I-- D. 1. 1. 3: Patient Medical Record Number(s) and Source{s) of the Record Number (Hospltal Record
Number) -—>
{code code— 37 codeSystam= 2.16.840;1.113883.3.989.2.1.1.4” codeSystenVersion="1. 0"
dlsplayName— Hospital Record”/>
</asldentifiedEntity>
<asIdentifiedEntity classCode="TIDENT” >
<id extensicn="D. 1. 1. 4”7 root="2. 16, 840, 1, 113883, 3. 989. 2. 1. 3. 10" />
] BEGESN N 0 - Patient Medical Récord Number (s} and Source(s) of the Record Number (Investigation
Number) —>
{code code="4" codeSystem="2. 16. 840. 1 113883.3.989.2,1.1.4" codeSystemVers1on— 1. 0"
displayName="Investigation”/> -
</asIdentifiedEntity>
<role classCode="PRS™> i
{code code="PRN” codeSystem="2.16.840. 1. 113883.5.111"/>
<associatedPerson classCode="PSN” determinerCode="INSTANCE">
<{name>D. 10. 1{/name>
. <l== D, 10.1: Parent Identification —> .
¢ . <administrativeGenderCode code="D. 10.6" codeSystem="1.0.5218"/>
<!— D.10.6: Sex of Parent —>
<birthTime value="20090101"/>
{I— D.10.2.1: Date of Birth of Parent ~>
</associatedPerson>
{subjectOf2 typeCode="SBJ">
{observation classCode="0BS” mocdCode="EVN">
. {code code="3" codeSystem="2.18, 840, 1. 113883, 3.989. 2. 1. 1. 197 codeSystemVersion="1.1"
displayName="age"/> :
<value xsiitype="PQ” value="10" unit="D.10.2.2h"/>
P {l+— D.10.2.2a: Age of Parent (number) —>
{I—D,10,2.2b: Age of Parent (unit) -—>
{/observation>
{/subject0f2> :
{subject0f2 typeCode="SB]">
<observation classCode="0BS” moodCode="E¥N"> .
{code code="22" codeSystem=" 2.16. 840.1.113883. 3. 989, 2. 1. 1 19" codeSystemVersion="1.1"
displayName="1astMenstrualPeriodDate”/>
<value xsi:type="T5" value=" 200901017 />
<l-- D.10.3: Last Menstrual Period Date of Parent —>
{/observation>
</subject0f2>
{subjectOf2 typeCode="SBJ™>
{observation classCode="0BS” moocdCode="EYN">
R {code code="7" codeSystem="2. 16. 840. L. 113?83.3.989.2.1.1‘19' codeSystemVersion="1, 1"
displayName="body¥Weight”/> '
(value xsi:type="PQ” value="50" unit="kg”/>



“¢]— D.10.4: Body Weight (kg) of Parent —>
{/cbservation> - ’
/subjectOf2>
{subject0f2 typeCode="SB]">
{observation ¢lassCode="0BS” moodCode="EVN™>
: . _ <code code="17" codeSysten="2. 16. 840. 1, 113883. 3. 989 2. 1 1.19” codeSystemVer51on— 117
displayName="height”/>
- {Vvalue xsi: tybeﬂ PQ” value="160" unit="em”/>
<l— D, 10, 5: Helght {cm) of Parent —>
{/observation>
<{/subject0f2>
{subject0f? typeCode="SB]">
{organizer classCode="CATEGORY” moodCode=" EVN™> -
. " code code="1" codeSystem="2. 16, 840. 1. 113883. 3.989. 2. L. 1.20" codeSystemVer51on— i [+
disptayName= *relevantMedicalHistoryAndConcurrentConditions”/>
{camponent typeCode="COMP™>
{observation classCode="0BS” moodCode— EVN">
<code code="D.10,7.1.r.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163"
codeSystemVersion="D.10.7. L.r. 1la"/> | '
{!— D.10.7. 1. r.la: MedDRA Version for Medical History #1 —>
<1— D, 10.7.1. 1. 1b: Med1ca1 Histervy (disease / surgical procedure/ ete.) (MedDRA code) #1l -
-
<effectiveTime xsi:type="IVL_TS™>
<low value=720090101"/>
¢l-— D.10,7.1.r.2: Start Date #1 —
* <high value="20090101" /> -
<|-—- D,10.7.1.r. 4 End Date #1 —>
{/effectiveTime>
{oputboundRelationship2 typeCode— COMP”>
¢pbservation classCode="0BS” moodCode="EVN"> -
¢code code="10"" codeSystem="2. 16. 840: 1. 113883, 3, 989. 2. 1. 1. 19" codeSystemVersion="1.1"
di splayName="comment”/> . L ‘ : : '
: - <value xsi:type="ED">D.10,7.1.1.6</value>
{l~- 0.10.7. 1, r.5: Comments #1 —-—>
{/cbservation> '
{/outboundRelationship2>
" ¢inboundRelationship typeCode="REFR"> -
{observation classCode="0BS" moodCode="EWN™> : ‘ :
: . {code code— 13" codeSystem="2. 16, 840 1. 113883. 3. 989 2 1 1. 19 codeSystenVersion="1. 1"
" displayName="continuing”/> . ) -
‘ ’ {value xsi:type= "BL” value="true”/>
¢<|--D0.10.7. L. r. 3: Contlnulng #1 —->
¢/observation?
¢/inboundRelationship>
. {/observation>
{/component>
{component typeCode="COMP"> :
¢observation classCode=" OBS mondCode— EVN >
<code code="D.10.7.1.r.1b" codeSystem="2. 16.840. 1. 113883 6. 163"
codeSystemVerslon— "D.10.7. 1. 7. 1a” />
<!-—"D.10,7.1.z. 1a: MedDRA Version for Medical History #2 ——>
<1—- D. 10. 7 1.x.1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #2 -

(effectiveTime xsi:type="IVL_TS">
<low value="200901017/>
¢l--D.10.7.1.1.2: Start Date 2 —> -~
<high value="20080101"/>
<l-- D.10.7.1.r.4: End Date #2 —>
</effectiveTime>
¢outhoundRelationship2 typeCode="COMP"> -
¢phservation classCode="0BS” moodCode="EVN">
. {code code="10" codeSystem~ 2.16, 840. 1. 113883, 3. 989. 2. 1. 1. 18" codeSystemVersion="1:1"
displayName="comment”/> '
: ’ yalue xsiltype="ED">D.10.7. 1, r.5</value>’
{i-- b. 10, 7. L.r. 5! Comments #2 -—>
{/observation>
{/outboundRelationship2>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">



. <code code="13" codeSystem="2. 16.840. 1. 113883.3.989.2.1. 1. 19" codeSystemVersion="1.1"
displayName="continuing”/> : : '
: <value xsitype="BL" value="true”/>
<I—'D.10.7.1.1.3: Continuifig #2 —>
{/observation>
{/inboundRelationship>
{/observation>
{/component>”
{component ‘typeCode="COMP">"
{observation classCode="0BS” moodCode="EVN">
{code code="18" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1 L 19 codeSystemVersion=”1.1"
displayName="historyAndConcurrentConditionText”/> v
. <value xsi:type="ED">D. 10, 7. 2</balue>
<{1-=D.10. 7. 2: Text for Relevant Medlcal History and Concurrent. Conditions of Parent —>
{/observation>
{/component>
{/organizer>
’ {/subjectOf2> .
{subject0f2 typeCode="SBI">
{organizer ¢lassCode="CATEGORY” moodCode="EVN™> _
{code code="2" codeSystem="2. 16,840, 1, 113883. 3,980, 2. 1. 1. 20" codeSystemVersion="1.0"
displayName="drugHistory”/>
{eomponent typeCode="COMP”>
{substanceAdministration classCode="SBADM"-moodCode="EVN">
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
(1=~ D.10. 8. r.4: Start Date #1 —>.
<high value="20090101"/> -
{!— D.10:8.1.5: End Date #1 —> _
{/effectiveTime>
<consumable typeCode="CSM">
{instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
{code code="D.10.8.1.2b" codeSystem="TBD-MPID” codeSystemYersion="D. 10 8.r.2a"/>
{l— D.10.8.1.2a: MPID Version Date /-Number #1 ——>.
: <l== B, 10.8. 1. 2b: .Medicinal Product Identifier (MPID) #1 ——)
<name>D. 10. 8. r. 1</nane>
4=~ D.10.8.r.1: Name of Drug as Reported 1 —>
</kind0fProduct>
<{/instanceOfKind>
</consumable> )
{outboundRelationship2 typeCode="RSON">
{observation classCode="0BS" moodCode="EVN">
<code code="19" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2 1. 1 197 codeSystemVer51un— 11"
displayName="indication”/>
- <value xsi:type="CE” code="D.10.8.r.6b" codeSystem="2.L6.840.1.113883.6.163'
codeSystemVersion="D. 10. 8. r. 6a"/> . .
I~ 1. 10. 8. r. 6a> MedDRA Version for Indication #1 —>
<!— D.10.8.r,Bb: Indication (MedDRA code) #I.—>
</observation>
{/outboundRelationship2>
<outboundRelationship? typeCode=" CAUS >
<observation classCode="0BS” mocdCode="EVN'> .
{code code="28" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="reaction”/> .
{value xsi:type="CE” code="D.10.8.r.7b” todeSystem="2. 16, 840. 1, 113883. 6. 163"
codeSystemVersion="D. 10. 8. r. 7Ta”/> o . T .
¢l==D.10.8. 1. 7a: MedDRA Version for Reaction #1 —> ;
<l— D.10.8. 1. Tb: Reactions (MedDRA code) #1 —>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
</component>
{compenent typeCode="COMP™>
{substanceAdministration classCode— SBADM” moodCode="EVN">
{effectiveTime xsi:type="IVL_TS"™>
<low value="20090101"/> =,
<|— P, 10.8.1r.4: Start Date #2 —>
<high value="20090101"/>



{{-— D.10.8.r.5: End Date #2 —>
{/effectiveTime> ) ‘
4 <consumable typeCode="CSM" ) . . '
{instance0fKind classCode="INST">
<kind0fProduct classCode="MMAT” determinerCode="KIND">
<code code="D. 10.8.r.4b" codeSystem="TBD-PhPID” codeSystemVersion="D. 10 8.r.3a /)
<l-- D.10.8. 7. 3a: PhPID Version Date / Number #2 —> ’
¢l— D.10.8.7, 3b: Pharmaceutical Product Identifier (PhPID) 2 -—>
{name>D, 10. 8. 1. 1</name>
¢}--D.10.8.r.1: Name of Drug.as Reported #2 —>
{/kind0fProduct>
¢/instance0fKind>
</consumable> ’ ' N
<outboundRelationship2 typeCode="RSON"> : ’
<observation classCode="0BS" moodCode=" EWN"> *
) <code code="19" codeSystem— 2. 16 840, 1, 113883.3.989.2. 1. 1, 19”7 codeSystemVersxon— 11"
displayName="indication”/> )
¢valie xsiitype="CE” code="D, 10. 8. r. 6b” codeSystem= 2. 16. 840. 1. 113883. 6. 163”7
codeSystenVersion="D. 10. 8. 1. 6a" />
. {!-=D.10.8.1.6a: MedDRA Version for Indication #2 —>
<!— D.10.8.r.6b: Indication (MedDRA' code) #2 —>
</ohservation)>
" {/outboundRelationship2>
<outboundRelationship2 typeCode="CAUS"> : ,
<observation classCode="0BS” moodCode="E¥N"> . .-
{code code="29" codeSystem=fZ.16.840.1:113883.3.989.2.1.1.19” codeSystemVersion="1. 1"

7

’ displayName=”réactioﬁ”/> : -
. ) <valué xsi:type="CE” code="D,10.8.r.7b” codeSystem="2. 16. 840. 1. 113883. 6. 163"
codeSystenVersion="D: 10. 8. 1. 7a”/> i . . .
: ¢!= D, 10.8.r. 7a: MedDRA Version for Reactiom #2 —>~
<4--D.10.8.r. Tb: Reactlons (MedDRA code) #2 —
</observat1on>
{/outboundRelationship2>
</substanceAdministration>
{/component>
{/organizer> - : ’ ~
{/subject0f2> N ' R
{/role> : ’ . . '
<{/playerl>
<subjectOfl typeCode="SBJ">
{researchStudy classCode="CLNTRL” moodCode— EVN™>
" ¢jd extension="C.5.3" root="2.16.840.1.113883. 3.989. 2, 1. 357/
{!-— C.5.3: Sponsor- Study Number —3 . Co -
¢code code="C.5.4" codeSystem="2.16. 840. 1. 113883 3.989. 2. 1. 1 8" codeSystemVersion="1.0"/>
“¢l— C.5.4: Study Type Where Reaction{(s) / Event(s) Were Observed =~—>
{titledC. 5. 2¢/titled
gl—= C.5.2: Study Name —>
<authorization typeCode="AUTH">
<studyRegistration classCode=" ACT” moodCode— EVN™>
<id extension="C.5. 1.r.1" root="2.16,840. 1.113883.3.989.2,1.3. 6”/)
¢l—— ¢.5. 1.r.1: Study Registration Number #1 ——>
<author typeCode="AUT"> N
{territerialAuthority classCode="TERR"> .
¢governingPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="C.5.1.1.2” codeSystem="1.0. 3166. 1.2, 2"/>
¢!-- C.5.1.r.2: Study, Registration Country #1 —>
{/governingPlace> )
{/territorialAuthority>
{/author> . -
{/studyRegistration>
{/authorization>
{authorization typeCode— AUTH”>
. : {studyRegistration classCode="ACT" moodCode="EYN">
<id extension="C.5.1.r.1” root="2. 16.840.1. 113883, 3. 989. 2 1.3.67/>
¢la= C.5 L.1.1 Study Registration Number #2 —>
<author. typeCode="AUT"> '
(territorialAuthority classCode="TERR™>
(governingPlace elassCode="COUNTRY” déterminerCode="INSTANCE">
<code code="C.5.1.1.2" codeSystem="1.0.3166.1.2.2"/>



(1-— C.5.1.r.2: Study Registration Country #2 —>
{/governingPlace>
{/territorialAuthority>
{/author>
{/studyRegistration>
{/authorization> '
{/researchStudy>
{/subjectOf1>
{subject0f2 typeCode=" SBI >
’ ' {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.Z2. 2b"/>
{l— D.2.22: Age at Time of Onset of Reaction / Event (humber} —>
¢} D.2.2b: Age at Time of Onset of Reaction / Event (unlt) —>
</observation>
<{/subject0f2> .
{subjectOf2 typeCode="SB]">
<observation classCode="0BS” moodCode="EVN">
{code code="16" codeSystem="2. 16.840. L. 113883. 3. 989. 2, 1. 1 19” codeSystemVersion="1.1"
dlsplayName- gestationPeriod”/> . :
<value xsi:type="PQ” value="10" unit="D. 2. 2. 1b"/>
¢!-- D.2.2.1a: Gestation Period When Reaction / Event Was Observed in the Foetus (humber) —>
{!— D.2.2.1b: Gestation Period When Reaction / Event Was Observed in the Foetus (unit) -->
</chservation> '
{/subject0f2>
{subject0i2 typeCode="SBJ"> /
<observation classCode="0BS” moodCode="EVN™> .
- {code code="4", codeSysiem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 18" codeSystemVersion="1.1"
dlsplayName— ageGroup”/> .
{value xzsi:type="CE” code="D. 2.3" codeSystem="2.15. 840, 1. 113883, 3. 989.2.1,1. 9"
codeSystemVers1on— 1.7/ ' s ‘
. <l=—D.2.3: Patient Age Group (as per reporter) —>
" '¢/observation>
{/subject0f2>
{subjectOf2 typeCode="SBJ >
{chservation classCode="0BS" moodCode="EVN"> .
<code code="T7" codeSystem="2. 16. 840. 1. 113883. 3. 989.2. 1. 1. 19” codeSystemVersion="1.1"
displayName=" bodywe1ght "/
{value xsi:type="PQ” value— 48, 2" unit= kg”/)
<!-—— D. 3: Body Weight (kg) —>
{/observation> :
{/subject0f2>
<{subject0f2 typeCode="SBI">
{observation classCode="0BS” moodCode="EVN">
‘<code code="17" codeSystem="2. 16. 840. 1, 113883. 3. 989. 2.-1, 1. 19" codeSystemVer51on— .17
dlsplayNameF height”/> .
<value xsi:type="PQ” value=”152’ unit="cm" />
<!— D, 4: Height (cm) —>
{/observation>
<{/subject0f2>
{subjectQf2 typeCode=" SBJ >
“¢observation classCode="0BS” moodCode="EVN">
{code code="22" codeSystem="2. 16. 840, 1. 113883 3,089, 2.1.1. 19" codeSystemVersion="1.1"
-displayName="1lastMenstrualPeriodDate” />
{value xsi:type="TS” value— 200901017 />
¢(!— D. 6% Last Menstrual Pericd Date —>
{/observation>
{/subject0f2>’
<{subject0f2 typeCode="SB]">
(organlzer classCode="CATEGORY” moodCode="EVN">
{code code="1" codeSystem="2. 18.840. 1, 113883, 3.989,2,1,1. 20 codeSystemVers1on— .07
displayName="relevantMedicalHistoryAndConcurrentConditions”/>
{component typeCode="COMP*> :
<observation classCode="0BS" moodCode="EVN">
{code code="D.7. 1. x. 1b” codeSystem="2. 16.840. 1. 113883. 6. 163" codeSystemVersion="D.7.1.r. 1a"/>
= D.7.1.r la: MedDRA Version for Medical History #1 —>
I-—-D.7.1.r. 1b: Medical History (disease / surgical procedure / etc.) (MedDRA code} #l —»
(effectiveTime xsi: ‘type="TVL_TS">

R

.



f

<low value="20090101"/>
<}-- D.7.1.x.2: Start Date #1 —>
" <high value="20090101"/>
{l-— D.7.1.r.4: End Date #1 —>
{/effectivelime>
{otthoundRelationship2 typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN">
<code code="10" codeSysten="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="comment”/> - ,
Kvalue xsittype="ED7>D.7.1.r. 5<{/value>.
<1—D.7.1.r.5: Comments #1 ——>
{/observation>
¢/outboundRelationship2>
<outboundRelationship2 typeCode=" EXPL">
<{observation classCode="085" moodCode— EVN > -
<code code="38" codeSystem="2. 16: B40. L 11.3883.3.989. 2. 1. 1. 19" codeSystemVersion="1,1"
displayName="familyHistory”/> -
: Kvalue xsi:type="BL” value="true”/>
¢t~ D, 7.1.1. 6% Family Hlstory #1 -
{/observation>
</outboundRelationship2>
<inboundRelationship typeCode="REFR"> Co ‘ ' :
{observation classCode="0BS” moodCode="EVN">
_ <code code="13" codeSystem— 2,16.840. 1. 113883.3.989. 2. 1, 1 19" codeSystemVersion="1.1"
displayName="continuing”/> -
<value'xsiitype="BL” value="true®/>
¢}~=D.7.1.1.3: Continuing #1 —>
</observation>
{/inboundRelationship>
{/observation>
{/component> . ' : -
{component typeCode« COMP™>
(observatlon classCode="0BS” moodCode="EVN">
{code code="D. 7. L. 1. 1b” codeSystem="2. 16. 840. L. 113883, 6. 163" codeSystemVer51on— D. 7. L. la'/>
<!|— D.7.1.1.1a: MedDRA Version for Medical History #2 —>
¢!— D.7.1.7. lb! Medical history (disease / surglcal procedure / etc:) (MedDRA code) #2 -
CoffectiveTite xsi:type="IVL_TS” >
<low value="20090101"/>
¢!— D.7.1.r. 2. Start Date #2 —>
<high value="200901017/> -
(t— D.7.1.r.4: End Date 2 —>
{/effectiveTime>
<outboundRelatienship2 typeCode="COMP™>
{ohservation c¢lassCode="0BS" moodCode="EVN">
{code code="10" codeSystem— 2.16.840.1.113883.3,989.2.1. 1. 19 codeSystemVersion="1.1"
displayName="comment”/> ) -
{value xzsiitype="ED">D.7.l.r. 5</value>
¢l--D.7.1.r.5: Comments #2 ——> :
- ¢/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="EXPL">
{observation classCode="0BS" moodCode="EVN">
<oode code="38" codeSystem="2. 16.840. 1. 113882, 3, 989.2. 1. 1. 197 codeSystenVersion="1. 1"
displayName="familyHistory”/> :
: <value asi:type="BL” value="true”/>
. <I— D.7.1.%.6: Pamily History #2 —>
. {/observation>
</outboundReélationship2>
{inboundRelationship typeCode="REFR” >
{observation classCode="0BS” moodCode="EVN" >
{code code="13" codeSyster="2, 16.840, 1, 113883, 3. 989.2.1. 1. 19" codeSystemVersion="1.1"
displayName="continuing”/>. : . -
¢value xsi:type="BL" value="true”/>
¢<1-— D.7. 1.r. 3 Continuing #2 —>
{/observation>
{/inboundRelationship>
{/observation>
{/component>
{component typeCode="COMP">



{observation classCode="(G25" moodCode="EVN"> -
<code code="18" codeSystem="2. 16. 840. 1. 113883 3.989.2.1. 1. 19" codeSystemVersion="1.1"
displayName="] h1storyAndConcurrentCondlt1onText /> ’
<value xsi:type="ED">D. 7. 2</value) .
{l— D.7.2: Text for Relevant Medical History and Coneurrent Conditions (not inecluding resction

/ event) —>
{/observation>
{/component>
<component typeCode=" COMF >
{observation classCode="0BS” moodCode="EVN">
, {code code="11" codeSystem— 2, 16 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1, 1"
displayName="concomitantTherapy” />
‘ {value xsi!type="BL” value="true"/>
<!— D.7.3: Concomitant Therapies —>
</observation>
<{/component)>
{/organizer>
{/subject0f2>
{subject0f2 typeCode="SB]™>
{organizeér classCode="CATEGORY” moodCode="EVN"> ~
) {code codes"2" codeSystem=”2.16.840.1.113883.3.989.2.1.1.20” codeSystemVersion="1.0"
dlsplayNamew druglistory”/>
<component typeCode- COMP™> .
<{substanceAdministration classCode— SBADM” moodCode="EVN" >
{effectiveTime xsi:type="IVL_TS">
<low ‘value="20080101"/>
<!— D.8.r.4: Start Date #1 —>
<high value="20090101"/>
<!-- D,8,7.5: End Date #1 —> .
{/effectiveTime>
{consumable typeCode="CSM™>
{instanceQfKind classCode="INST"> .
<kind0fProduct classCode="MMAT” determinerCode="KIND">
{code code="D.8.r.2h" codeSystem="TBD-MPID" codeSystemVersion=""D.8.r.2a"/>
<l— D,8.r.2a: MPID Version Date / Number #1 —>
<l— D.8.r.2b: Medicinal Product Identifier (MPID} #1 —>
<{name>D. 8. r. 1{/name> :
<l-=D.8.r.1: Name of Drug as Reported #1 -

.

</kind0fProduct>
</instance0fKind>
{/consumabl e>
<outhoundRelationship2 typeCode— RSON">
{observation classCode="0BS" moodCode="EVN"> N

{code code="19" codeSystem="2. 16, 840. 1. 113883. 3. 989.2.1. 1. 19” codeSystemVersion="1.1"
displayName="indication”/> : _ ‘ : :
{value xsi:type="CE” code="D.8.r.6b" codeSystem="2. 16.840. 1. 113883. 6. 163"
codeSystenVersion="D. 8. r. 6a”/> .
{!=— D.8.r.Ba: MedDRA Version for Indication #1 —> .
¢!=— D.8.r.6b: Indication (MedDRA code) #1 —>

{/obsgrvation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="CAUS">
<observation classCode="0BS” moodCode="EVN"> )
{code code="29" codeSystem="" 2.16.840,1.113883.3.989. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="reaction"/>
*<value xsi:type="CE” code— D.8.1.7b" codeSystem="2, 16 840, 1. 112883. 6. 163"
codeSystemVersion="D. B.r. Ta”/>
’ <1-- D, 8.1.7a: MedDRA Version for React1on #1 -—>
{!-—D.8 r. Tb: Reaction (MedDRA code) #1 —
{/aobservation>
</outboundRelationship2>
{/substanceAdministration> -
{/component>
{component typeCode="COMP">
{substanceAdministration classCode="SBADM” mondCode— EVN">
{effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<!—- D.8.1.4: Start Date #2 —
<high value="20090101"/>



¢|— D,8.r.5: End Date #2 —>
</ef§ectiveTime>
{consumable typeCode="CSM">
- <instanceOfKind c¢lassCode="INST">
' <k1nd0fProduct classCode="MMAT" determinerCode="" KIND">
<code code="D.B.r.3b" codeSysten="TBD-PhPID" codeSystemVersion="D. 8. 1. 3a"/>
<l-— D.8.1.3a: PhPID Version Date / Number —> :
<I— D.8.r. 3b: Pharmaceutical Product Identifier (PhPID) 2 ——>
{name>D. 8, r. 1{/name>
¢l-— D.8.1.1: Name of Drug as Reported #2 —>
{/kind0fProduct> .
</instance0fKind>
{/consumable>
<outhoundRelationship? typeCode="RSON">
{observation classCode="0BS” moodCode="EVN™>
{code’ code="19" codeSystem="2.. 16 B840, 1. 113883, 3.989. 2. 1. L. 19 codeS?stemVersioh=”1.1"

'

displayName="indication”/>
) . <yalue xsi:type="CE” code="D.8.r,6b" codeSysten~ 2.16.840.1.113883.6.163’
codeSystemVersion="D.8.r. 6a"/> | - :
Ce . <}~ D.B.r.6a! MedDRA Version for Indication #2 —>
¢<]— D.8.r, 6b: Indication (MedDRA cods) #2 ——>
{/observation> -
</qutboundRelat1oush1p2> , .
{outboundRelationship2 typeCode="CAUS"> . . . .
<observation classCode="0BS" noodCode="EVN"> i
_ {code code="29" codeSystem="2. 16. 840. 1. 113883 3.989.2.1. 1 19 codeSystemVersion=”1;1"
displayName="reaction”/>
’ (value xsi:type="CE” code="D.8.r.7b” codeSystem="2. 16. 340. 1. 113883. 6. 163"
codeSystenVersion="D. B.1. 7Ta"/> °

;o (!7- D.B.x.7a: MedDRA Version for Reaction #2 -—>
" ¢!— D.8.r. o> Reaction (MedDRA code) #2 —->
{/observation>

{/outboundRelationship2>
{/substanceAdministration>
{/component>
{/organizer>
- &/subject0f2>
{subject0f2 typeCode="SB]”> :
{observation classCode="0BS” moocdCode="EVN"> _ . .
<code code="32" codeSystem="2, 16.840. 1. 113883, 3. 989.2.1.1,19” codeSystemVersion="1.1"
d1sp1ayName— reportedCauseOfDeath D
) <value xsi:type= “CE” code— D. 9 2.r.1b" codeSystem— 2.16. 840, 1. 113883, 6 163
codeSystemVersion="D.9.2.r. la">
<I— D.9.2.r.1a: MedDRA Version for Reported Cause (s} of Death #1 —>
<!— D.9.2.1.1b: Reparted Cause(s) -of Death (MedDRA code) #1 -—> -
{originalText>D. 8, 2. r. 2{/originalText> -
¢<]— D.9.2.1.2: Reported Cause(s} of Death (free text) #l —>
{/value> : .
{/cbservation?
{/subject0f2>
{subject0f2 typeCode=" SBI”> - .
{chservation classCode="0BS" moodCode="EVN” > . . .
{code code="32" codeSystem="2, 16. 840. 1 113883;3.989.2. 1. 1. 19" codeSystemVersion="1,1"
displayName="reportedCause0fDeath”™/> ’
‘ . . <value xsi: type—"CE” r:ode="D.9.2.r.1]:;"-codeSystem="'2.]16'.84{).1.113883.6.163"=
codeSystenVersion="D.9.2. 1. 1a"> -
. =+ D.9.2.r. 1a: MedDRA Verslon for Reported Cause(s) of Death §2 —>
<l— D.9.2 7.1b: Reported Cause(s) of Death (MedDRA code) #2 —>
CoriginalText>D. 8. 2. 1. 2{/originalText>
<!—D.9.2.r2: Reported Cause (s) of Death (free text) #2 -—>
</value>
</observation?
{/subject0f2> |
¢subjectOf2 typeCode="SB]">
<observation classCode="0BS" mondCode— EVN">
{code code="5" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. 1. 1. 187 codeSystemVersion="1,1"
d1splayName— autopsy” />
¢value xsi:type="BL” value="true”/>
¢1— D.9.3 Vas Autopsy Done? -—> \



<outboundRelationship? typeCode="DRIV">
{observation elassCode="0BS” moodCode="EVN"> .
! ’ " <code code="8B" codeSystem— 2. 16. 840. 1. 113883. 3. 989. 2. 1 1. 19" codeSystemVer51on— .17
displayName="cause0fDeath”/> :
<value xsi:type="CE” code="D.9.4.r.lb’ cndeSystem=72.16.840.1.113883.6.163’
codeSystemVers1on— D.9.4.r.1a™>
<— D9 4r. la MedDRA Version for Autopsy—determined Cause(s) of Death #1 —->
<l— D.9.4.1.1b Autopsy-determined Cause(s) .of Death (MedDRA code) #1 -~
<originalText>D. 9. 4. 1. 2¢/originalText>
-~ D.9.4.7.2: Autopsy-determ1ned Cause(s) of Death (free text) #1 —>
{/value>
</observation>
{/outboundRelationship2>
{outhoundRelationship2 typeCode="DRIV">
{observation classCode="0BS” moodCode="EVN">
' {code’ code="8" codeSystem="2. 16 840.1.113883: 3.989. 2. 1. 1. 19 codeSystemVersion="1. 1"
displayName="cause(fDeath”/>
‘{value xsi: type— "CE” ccde— D. 9. 4. ¥. 1b” codeSystem="2. 16. 840, 1, 113883. 6.163"
" codeSystemVersion="D.9.4.r.1a™> , _ ,
<{I— D.9.4.r. la: MedDRA Version for Autopsy-determined Cause(s) of Death #2 —->
<l— D.9.4.r. 1b Autopsy-determined Cause(s) of Death (MedDRA code) #2 —>
CoriginalText>D, 9. 4, r. 2</originalText>
<I—D.9.4.r.2" Autopsy-determined Cause(s) of Death (free text) #2 —>
</value>
{/observation>
* . <{/outhoundRelationship2>
. ‘</ob§ervation>
{/subjectOf2> .
{subject(}f? typeCode="SB]">
<observation classCode="0BS" moodCode="EVN"»
{id root="154eb889-058h-45£2-a02f~42d4d614657" /> .
. {code code="20" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="reaction”/> . : : '
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
“¢l-- E.i.4: Date of Start of React1on / Bvent #1 —>
<high value="200901027/>
<!— E.i.5: Date of End of Reaction./ Event #1 - B
{/effectiveTime>
) {value xsi:type="CE” code="E.1i,2,1b" codeSysten="2. 16. 840. 1. 113883. 6. 163
codeSystemVersion="E, i. 2. 1la™>
¢l-- E.i.2.1a: MedDRA Version for Reaction / Event #1 -—>
{l-— E.i.2. 1b: Reaction / Event (MedDRA code) #1 —>
<originalText language="E.i. 1. 1b">E i, 1. la{/originalText>
¢l—— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #1 -—>
B ¢!— E.i.1 1b: Reaction / Event as Reported by the Prlmary Source Language #1 ~->
{/value>
{location typeCode=" LOG”>
{locatedEntity classCode="LOCE™>
{locatedFlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="E.i.9” codeSystem="1.0,3166.1.2.2"/>.
<|— E.i.9: Identification of the Country Where the Reactlon / Event Occurred #1 —>
¢/locatedPlace? .
</locatedEntity>
</location> i
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
.<code code="30" codeSystem="2. 16, 840, 1. 113883 3.989,2,1.1. 19" codeSystemVerslonh 1.1”
dlsplayName— reactionForTranslation o
<value xsiitype="ED"ME. 1. 1.2<¢/value>
d—Ei L2 Reagtlon / Bvent as Reported by the Primary Source for Translation #1 —
{/observation> ) '
<{/outboundRelationship2>
{outboundRelationship2 tyueCode— PERT >
{cbservation classCode="0BS” moodCode="EVN">
{code code="37" codeSystem="2. 16. 840. 1. 113883. 3. 989_2. 1 1.19” codeSystemVersion="1,1"
displayName="termllighlightedByReporter”/>
{value xsi‘type="CE" code="E.i.3.1" codeSysten="2.16.840. 1. 113883. 3.989. 2. 1. 1. 10"
codeSystemVersion="1. 0"/> )



¢(J—E.1.3.1: Term H1gh11ghted by the Reporter #1 -=
{/observation>
(/outboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode— EVN™>
"{code code="34" codeSystem="2: 16. 840 1.113883. 3,989, 2, 1. 1. 18"
displayName="resultsInDeath”/>
<value xsi:type="BL” value="true />
¢}— E.1i.3.2a: Results in Death #1 —>
{/observation> '
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT*> .
{observation classCode="0BS" moodCode="EVN">
{code gode="21" codeSystem— 2. 16 840.1.113883.3.989, 2. 1. 1 19
displayName=" 1sL1feThreaten1ng >
¢value xsi:type="BL” nullFlavor= NI”/>
<)—E.i.3.2b: Life Threatenlng #1 —>
. (/0hservat10u>
</outboundRelat10nship2>
¢outhoundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN™>
<code code="33" codeSystem="2. 16 840. 1. 113883.3. 989, 2. 1. 1. 19"
displayName="requirssInpatientHospitalization”/>
(yalue xsi:type="BL" value="true”/>
¢l— E.i.3.2c: Caused / Prolonged Hospltallsatlon #1 —>
{/observation?
</outboundRelat10nsh1p2>
{outboundRelationship2 typeCode="PERT">
\ <observation classCode="0BS" moodCode="EVN">
¢code code="35" codeSystem="2. 16.840. 1. 113883.3.980:2. 1. L. 19
dlsplayName— “resul tsInPersistentOrSignificantDisability”/>
’ {value xsi:type="BL” nullFlavor="NI"/>
¢l— E.i.3.24: Disab11ng / Incapacitating #1—>
¢{/cbservation>
(/outboundRelat10nsh1p2>
<outboundRelationship2 typeCode="] PERT >
{cbservation classCode="0BS” moodCode="EVN">
{cade code="12" codeSystem="2. 16. 840. 1 113883: 3. 989. 2. l 1,187
displayName= congen1talAnomalyBlrthDefect”/>
’ _ <value xsiitype="BL" nullFlavor= “NI” />
o <1— E.i.3.2e: Congenital Anomaly / Blrth Defect #1 ——>
: ' . </observation®
{/outboundRelationship2>
<outboundRelationship? .typeCode="FERT™>
{observation classCode="0BS” moodCode="EVN">
{code code="26" codeSystem="2. 16. 840. 1. 113883 3.989,2.1.1.19"
dlsplayName— “othérMedicallyImportantCondition” />
¢value xsi:type="BL” value="true”/>
<!— E.i.3.2f: Other Medically Important Condition #1 —>
{/observation>
: ¢/outboundRelationship2>
. <outhoundRelationship? - typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">

displayName="outcome”/>

{code code="27" codeSystQmF"2.163840.1.113883.3.989.2.1.1.19”

codeSystemVersion="1.1"

codeSystemVersion="1.1"

codeSystemVersion="1, 1"

codeSystemVersion=”1.1”

codeSystemVersion="1,1"

codeSystemVersion="1.1"

codeSystemVersion="1.1"

¢value xsi:type="CE” code="E.i.7" codeSystem="2. 16. 840. 1. 113883, 3.989. 2..1. L. 117

codeSystenVersion="1. 0" /> .

<l-- E.i.7: Outcome of .Reaction / Event at the Time of Last Ubservatlon #1 —>

" ¢/chservation>
¢/outboundRelationship2>
CoutboundRelationship2 typeCode="PERT"> .
{observation classCode="0BS” moodCode="EVN">
<code code="24" codeSystem="2. 15. 840 1. 113883, 3.989.2.1. 1,197
displayName=”medicalConflrmat1onByHealthProfess1ona1 />
<value zsi:type="BL” value="true”/>

codeSystemVer51on— .17

¢l— E.i.8: Medical Confirmation by Healthcare Professional #1 —>

</observation>
¢/outboundRelationship2>’
<outhoundRelationship2 typeCode="PERT">



’

{observation classCode- OBS” moodCode="EVYN">
{code code="11" codeSystem~ 2.16.840.1. 113883. 3. 989.5.1.3.2.1.10 codeSystenVersion="1. 0”
displayName="54%n » BE50" /> .
¢value xsiitype="CE” code="]2.14.1" codeSystem="2.16.840.1. 113883.3.989.5.1.3.2, 18"
codeSystenVersion="1. 0" /> ‘ ’
‘ <I-—— @8872.14. i K& - BE4n #1 —>
{/cbservation>
{/outboundRelationship2> = ~
{/observation} -
{/subject0f2>
£subject0f2 typeCode="SBI">
{observation classCode="0BS” moodCode="EVN">
<id rcot="2baa28d6-cOe8-4e6c-93e9-5b86053142207 />
{code code=" 29 codeSystem="2. 16..840. 1. 113883 3.989.2.1.1.197 codeSystemVersion=”1.1”
dlsplayName— reaction”/>
{effectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
. <l E.i.4: Date of Start of Reaction / Event #2 —>
<width value="24" unit="E.i.6b"/">
<}-- E.i.6a: Duration of Reaction / Event (number) #2 —>
<{!— E.i.6b: Duration 'of Reaction / Event (unit) #2 —>
feffectiveTime>
{value xsiitype="CE” code="E.i.2.1b" codeSystem="2.16.840. 1. 113883. 5. 163"
codeSystemVersion="E. i.2.1a”>
¢]— E.i.2. la: MedDRA Version for Reaction / Event #2 —>
<!-- E.1.2.1b: Reaction / Event (MedDRA code) #2 —>
{originalText language="E.i.Ll. 1b">E. i.1.1a{/originalText>
{I— E.i.1l.la: Reaction / Event as Reported by the Primary Source in Native Language #2 —>
¢l— E.i. 1. 1b: Reaction / Event as Reported by the Primary Source Language g2 -
</value> -
{locatien typeCode="LOC">
_ {locatedEntity classCode="LOCE”>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="E. i.9" codeSystem="1.0.3166.1,2.2"/>
<l E.i.9: Identification of the Country Where the Reaction / Event Uccurred 2 —>
) </locatedPlace)
</locatedEntity>
</location>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="30" codeSystén=" 2 16, 840, 1. 113883 3.980.2.1.1.197 codeSystemVers10n~ 11"
d1splayName— reactionForTranslation”/>
{value xsiitype="ED"JE.i. 1. 2</value>
{d—E.i. L 2% Reaction / Event as Reported by the Pr1mary Source for Translatlon #2 —>
¢/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moocdCode="EVN">
. <code code="37" codeSystem="2. 16 840.1.113883, 3.989, 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="termHighlightedByReporter™/>
{value xsi:type="CE” code="E.i.3.1” codeSystem="2.16.840. 1, 113883. 3.989.2.1.1. 10"
codeSystemYersion="1. 0" /> : ‘ :
<l— E.1i.3.1:Term nghllghted by the Reporter #2 -—>
</observationd
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code=" 34 codeSysten="2. 16. 840. 1. 113883, 3. 989, 2. 1 1.19" codeSystemVersion="1.1"
displayName="resultsInDeath”/>
{value xzsi:type="BL” value— true”/>
¢!— E.i.3.2a: Results in Death #2 —>
{/observation>
<{/outhoundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN"> )
{code code="21" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName= 1sL1feThreaten1ng />
: {value xsi:type="BL” nullFlavor="NI"/>
{!— E.i.3.2b: Life Threatening #2 —>

:



{/observation>
{/outboundRelationship2>
{outhoundRelationship? typeCode=" PERT >
{observation classCode="0BS" moodCode="EVN">
- <code code="33" codeSystem="2. 16. 340, 1, 113883, 3 980. 2. 1 1 197 codeSystemVersion="1.l”
dlsplayName— requlresInpatlentHospltallzatlon s : '
¢value xsi:type="BL" value="true”/>
¢!-- E.i.3.2c! Caused / Prolonged Hospitalisation #2 —
{/abservation>
{/outboundRelationship2> :
/ <outboundRelationship2 typeCode- PERT”>
¢observation ¢lassCode="0BS" moodCode="EVN™>
{code code="35" codeSystem="2. 16. 840 1.113883. 3, 989,2. 1. 1. 19 codeSystemVersiun=”1.l”
dlsplayName— resultsInPer31stentOrSlgn1f1cantD1sab111ty /> o . oL
<value xsi:type="BL" nullFlavor="NI “f .
¢{l-- E.i. 3, 2d: Dlsabllng / Incapacitating #2 —> o i
</observation®
</outboundReIat10nsh1p2>
<ontboundRelationship2 typeCode="PERT™>
{observation ¢lassCode="0BS” moodCode="EVN™> .
<code code="12" codeSystem="2. 16. 840. 1. 113883, 3. 989.2. 1. 1. 19" codeSystemVersion="1.1"
displayName="congenitalAnomalyBirthDefect “fy -
¢value xsi:type="BL” aullFlavor="NI"/>
<|— E.i.3.2e: Congenital Anomaly / Birth Defect #2 —>
¢/observation> - - -
(/outboundRelationsh1p2> RS -
¢outhoundRelationship? typeCode="PERT” >
<observation classCode="(0BS” moodCode="EVN">
<code code="26" codeSystem="2. 16, 840. 1. 113883, 3.989. 2, 1. 1. 18" codeSystemVersion="1.1"
displayNameﬁ'otherMedicallyImportantCondition’/>
<yalue xsi:type="BL”. value="true”/>
<! E.1i. 3, 2f: Other Medlcally Important Condition #2 —>
{/observation> '
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT"> )
{observation classCode="0B3” moodCode="EVN">
<eode code="27" codeSystem— 2. 16. 840 1. 113883, 3.989.2.1. 1. 197 codeSystemVersioh=”1.l’

i

displayName="outcome”/>
' <value xsi:type="CE” ;ode— E. 1 7 codeSystem& 2. 16. 840. 1. 113883 3.989.2. 1. 1, 117
codeSystemVersion="1.0"/> )
¢!-- E.i.7: Outcome of Resction / Event at the Time of Last Observation #2 —>
' ¢/observation> . s
</outboundRelationship2> : ) i C L .
<outhoundRelationship2 typeCode="PERT">
<observation ¢lassCode="0BS" mnodCode' EVN">
{code code="24" codeSystem="2. 16. 840. 1. 113883, 3,988. 2. 1. L. 19" codeSystemVersxon— .17
displayName=" medicalConfirmationByHealthProfessienal”/>
¢value xsi:type="BL” value="true”/>
¢l— E.i.8: Medical Confirmation by Healthcare Professional #2 —>
{/observation> :
</outboundRelationship2>
{outboundRelationship? typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
{code code="11" codeSystem="2. 16.840. 1. 113883. 3. 989.5.1.3.2.1.10 codeSystemVersaon— 1.0
displayame="3%1 - BE&0"/> ‘
. {value xsiitype="CE” code="J2.14.1" cadeSystem— 2. 16. 840, 1. 113883, 3. 989.5.1.3.2.1.8
codeSystenVersion="1,0"/>
<l— eser2. 14. i k40 - T 2 —
</observation>
</outboundRelationship2>
</observation>
{/subject0f2>
{subject0f2 typeCode=" SBJ >
<obgervation ¢lassCode="0BS” moodCode="EVN">
<id root="3a8626cb-9f1b-4eaB-Balf-e0ff34430adf"/>
¢code code="28" codeSystém=”2.16.840.1.113883.3.989.2.{.1.19" codeSystemVersion="1, 1"
displayName="reaction e ' '
{effectiveTime xsi:type="IVL_TS8">
Cwidth - value="24" unit="E.i.6b"/>

'



{l— E.i.Ba: Duration of Reaction / Event (number) #3 -
<l— E.'i. 6b: Duration of Reaction / Event (unit) #3 —>
<high value="20101201%/> -
¢l-- E.i.5: Date of End of Reaction / Event #
</effectiveTimed
{value xsiitype= CE code="E. i, 2. 1b” codeSystem— 2. 16. 840 1. 113883. 6. 163"
codeSystemVersion="E. i. 2. la”>
<l E.i.2.1a: MedDRA Version for Reaction / Event #3 —>
<l— E,i,2 1b: Reaction / Event (MedDRA code) #3 —>
{originalText language="E.i.1.1b">E.i.1.1a¢/originalText>
{l=- E.i.1.1la: Reaction / Event as Reported by the Primary Source in Native Language #3 —>
{l— E.i.1. lb: Reaction / Event.as Reported by the Primary Source Language #3 ——>
</value> _
<1ocation'typeCode;"LOC”>
{locatedEntity classCode="LOCE™>
{locatedPlace classCode="COUNTRY” determinerCode=" INSTANCE >
Kcode code="E. i.9" codeSystem="1.0. 3166. 1. 2.2"/>
{!— E.i.9: Identification of the Country Where the Reaction / Event Occurred #3 —>
{/locatedPlace>
(/locatedEntlty)
¢/location®
<outboundRelationship? typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
{code code="30" codeSystem="2. 16. 840. 1. 113883. 3,089, 2,1. 1. 19" codeSystemVersion="1. 1"
dlsplayNameH reactlonForTranslatlon />
{value xsi:type="ED"JE.i. 1.2</value)
¢{!— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translatlon #3 —
{/observation>
{/outboundRelationship2>
‘KoutboundRélationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
dlsplayName— termnghl1ghtedByRep0rter I ’
{value xsi:type="CE” code="] E.i,3.1 codeSysten=" 2.16.840.1.113883.3.989.2.1.1.10”
codeSystemVersion=”l.0”/) .
. ¢!— E.i.3.1:Tern Highlighted by the Reporter #3 —>
</observation>
{/outboundRelationship2>
N <{outhoundRelationship2 typeCode— PERT >
- {observation classCode="0BS” moodCode="EVN"}>
{code code="34" codeSystem— 2. 16. 840, 1. 113883, 3, 989_ 2. 1 1 19 codeSystemVersion="1.1"
displayName="resultsInDeath”/> .
{value xsi:type="BL” value=7true”/>
{}— E.i.3.2a: Results in Death #3 —>
{/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
" <observation classCode="0B5" moodCode="EVN™>
<code code="21" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1: 1"
displayName="isLifeThreatening”/> : - .
<value xsi:type="BL” nullFlavor="NI"/>
¢l— E.i.3.2b: Life Threatenlng #3 —>
{/ohservation>
{/outboundRelationship2> .
{outhoundRelationship? typeCode="PERT”>
<observation classCode="0BS” moodCode="EVN"> . w
{code code="33" codeSystem="2. 16.840. 1. 113883, 3. 989 2.1.1.19" codeSystemVersion="1,1"
dlsplayName— requlresInpatlentHospltal1zat1un 2 i
<value xsi:type="BL” value="true”/> :
<l-- E.i.3.2¢c: Caused / Prolonged Hospitalisation #3 ——>
{/observation>
</outhoundRelationship2>
<outboundRelationship? typeCode="PERT">
. {observation classCode="0B5" moodCode="EVN"> :
f {code code="35" codeSystem="2. 16. 840. 1.113883. 3. 989. 2. L. L. 19" codeSystemVersion="1.1"
displayName=" resultsInPe131stentDrSlgn1f1cantDlsab1llty ~»
{value xsi:type="BL” nullFlavor="NI"/>
{!— E.i.3,2d: Disabling / Incapacitating #3 -
{/observation>

v



{/outboundRelationship2>
<outhoundRelationship? typeCode="PERT™>
<observation ¢lassCode="0BS" moodCode="EVN">
{code ‘code="12" codeSystem="2. 16. 840. 1. 113883 3. 989 2.1.1.19" codeSystemYersion="1.1"
displayName= congen1talAnomalyBlrthDefect 7))
<value xsi:type="BL” nullFlaver="NI"/>
¢<]— E.i.3.2e: Congenital Anomaly / Birth Defect #3 —>
{/observation>
¢/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{ohservation classCode="0BS” moodCode="EVN">
<code code="26" codeSystem="2. 16, 840, 1. 113883. 3. 989. 2 1.1 19 codeSystemVersion="1, 17
. dlsplayName- otherMedicallylmportantCondition™/> :
<value xsitype="BL" value=" true” />
¢!— E.i.3.2f: Other Medlcally Important Condition #3 ——>
¢/observation) - o . P
</outboundRelationship2d - .
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2. 16, 840, 1, 113883. 3. 989. 2. 1 1.19” codeSystemVersion="1,1"
displayName="outcome”/> )
] {value xsi:types"CE” code=’E.i.7’ codeSystem="2. 16, 840. 1. 113883, 3.989. 2. 1, 1. 117
codeSystemVersion="1.0"/> ' '
. <]~ E.i.7: Ouicome of Reaction / Event at the Time of Last Observation #3 -—>
{/observation>
</outboundRelationship2>
<outboundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<eode code="24" codeSystem="2. 16, 840. 1. 113883, 3. 989. 2. 1. 1 19° codeSystemVer51on— 1. 1
displayName=”medicalConflrmat1onByHea1thProfe551ona1 1
¢value xsi:type="BL” value="true”/>
¢l— B.i.8: Medical Conflrmat1on by’ Healthcare Professional #3 ——>
{/observation> R
</outboundRelationship2> )
{outhoundRelationship? typeCode="PERT">
<observation classCode="0BS" moodCode="EVN">
<code code="11" codeSystem— 2.16.840. 1. 113883.3.989. 5. 1. 3. 2. 1. 10”7 codeSystemVers1onw 1.0”
d1splayName— % 30 Eﬁgﬂ”/>
<wheﬂ1ﬁﬁ—@ w®=ﬂdé1cMﬁmﬁleﬁMOlU%&SB%ﬁledﬁ
codeSystemVerslon= 1.0/
<l— geaye. 14.4 x:%n BER #3 —
{/observation>
{/outboundRelationship2>
{/observation>
{/subject0f2>
“{subject0f2 typeCode="SBI">
{ohservation classCode="0BS” moodCode="EVN">
{id root= 2eQ9840f—08b4-499c—SUff—dd8415f4fEa5”/> S
: {code code="29" codeSystem— 2. 16. 840 1 113883.3.989.2. 1, 1. 19" codeSystemVersion="1.1"
displayName="reaction”/>
¢effectiveTime xsi:type="SXPR_TS™>
<comp zsi'type="IVL_TS">
<low value="20030101"/>
¢!— E.i.4: Date .of Start of Reaction /'Event #4 —>
-<high valuem 201012017 />
¢1— E.i.5: Date of End of Reaction / Event #4 —
</ comp?
<comp xsi:type="IVL_TS” operator="A" >
<width value="24" unit="E.1.6b"/> '
¢|-— E.i.6a: Duration of Reaction / Event (number) #4 —>
¢!—— E.i. Bb: Duratlon of Reaction / Event (unit} #4 ——>
</comp>
{/effectiveTime>
) <value xsi:type="CE” code="E.i.2.1b" codeSystem="2.16.840. 1. 113883. 6. 163"
codeSystenVersion="E. 1. 2. 1a">
‘ ’ {l==E.i.2 1la: MedDRA Version for Reaction / Event #4 —>
¢l— E.i.2 1b: Reaction / Event (MedDRA code) #4 —>
{originalText language="E.i.l.1b">E. 1. L lal/originalText>
¢l=- E.i.1. 1a: Reaction / Event as Reported by the Primary Source in Native Lanhguage #4—>



<l— E. i.1.1b: Reaction / Event as Reported by the Pr;mary Source Language #4 —>
{/value>
¢location typeCode="10C">
<locatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="E. 1,9” codeSystem="1. (. 3166.1.2.2"/>

<l— E.i.9: Identificatien of the Country Where the Reaction / Event Occurred #4 ——>

{/locatedPlace>
</locatedEnt1ty>
¢/location>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS”:moodCode="EVYN">
{code code="30" codeSystem="2. 16. 840. 1. 113883 3.989.2.1.1.197 codeSystemVer51on—
displayName="reactionForTranslation”/>
<value xsi:type="ED"DE.1i.1.2<¢/value>

<!— E.i.1.2: Reaction / Event as Reported by the Pr1mary Source for Translatlon
</observation>
</outboundRelationship2> .

{outboundRelationship? typeCode="PERT”>
{observation classCode="0BS” moodCode="EVN">
{code code="37" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2 1.1. 19" codeSystemVersion="
displayName="termHighlightedByReporter”/>

codeSystemVersion="1.0"/>
’ ) ¢|— E.i.3,1:Tern Highlighted by the Reporter #4 —>
</observation®
{/outboundRelationship2>
<outboundRelationship2? typeCode="PERT"> -
Lobservation classCode="0BS” moodCode=" EVN >

{code code="34" codeSystem="2. 16, 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="

displayName="resultsInDeath”/>
. <value xsi:type="BL” value="true”/>
<l-— E.i.3.2a! Results in Death #4 —>
</observation>
</outhoundRelationship2>
{outboundRelationship2 typeCode=" PERT >
{observation classCode="085" moodCode="EVN">

<code code="21" codeSystem="2. 16.840. 1. 113883. 3. 985, 2, 1. 1. 19" codeSystemVersion="

dlsplayName- isLifeThreatening”/>
<value zsi:type="BL” nullFlavor="NI"/>
¢l— E.i.3.2b: Life Threatenlng #a —>
{/observation>
</outboundRelationship2>
SoutboundRelationship2 typeCode="PERT”> -
<observation classCode="0BS” moodCode="EVN">

{code code="33". codeSystem="2. 16. 840. 1, 113883, 3. 989. 2. 1. 1. 18" codeSystemVersion="

displayName="requiresInpatientHospitalization”/>
{value xsi'type="BL" value="true"/>
<I— E.i.3.2¢c: Caused / Prolonged Hospitalisation #4 ——>
{/observation> .
{/outboundRelationship2®
<outboundRelationship2 typeCode="PERT">
{observation classCode=" OBS moodCode="EVN" >

{code code="35" codeSystem~ 2. 16. 840, 1. 113883. 3. 989. 2 1. 1,19 codeSysteﬁVetsion=”

- displayName=" resultsInPer31stent0r51gn1f1cantDlsab111ty />
<value xzsi:type="BL” nullFlavor="NI"/>
<l= E.1i.3.2d: Disabling / Incapacitating #4 —>
{/observation)
</outboundRelationship2>
(outboundRelatlonshlpZ typeCode="PERT">
{observation classCode="0BS" moodCode— EVN">

{code code="12" codeSystem="2. 16, 840. 1. 113883. 3. 989, 2.1.1. 19" codeSystemVersion="

displayName="congenitalAnomalyBirthDefect”/>
<{value xsi:type="BL” nullFlavor- NI”/)
{l=~ E..i.3.2e: Congenital Anomaly / Birth Defect H4 —->
{/observation>
</outhoundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
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<code code="28" codeSystem="2. 16. 840, 1. 113883. 3.980. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName:”othérMedicallyImportantCondition”/>
.<value xsi:type="BL” value="true”/>
<!-- E. i, 3.2f: Other Medlcally Important Condition #4 —>
{/ohsérvation>
{YoutboundRelationship2>
{outboundRelationship? typeCode="PERT™>
<observation classCode="0BS" moodCode="E¥YN">
<code code="27" codeSystem="2. 16. 840, 1. 113883, 3, 989. 2:1.1.19" codeSystemVer51on— .17
displayName="outcome”/> .
‘ : {valie xsi:type="CE” code="E.i.7" codeSYStem— 2.16.840. L. 113883 3. 989 2 1.1.1t”
codeSystemYersion="1.0"/> ' ) . )
<l— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 —>
{/observation> ' e
</outhoundRelationship2>
(outboundRelat1onsh1p2 typeCode— PERT ;
{observation classCode="0BS” moodCode="EVN">’
<eode code="24" codeSystem="2. 16. 840, I, 113883.3. 989 2.1.1. 19 codeSystemVer51on— .17
displayName= “nedicalConfirmationByHealthProfessional”/>
<value xsiitype="BL” value="true”/>
¢!-— E.i.B: Medical Confirmation by Healthcare Professional #4 —>
. {/observation>
</outboundRelationship2>
<outboundRelationship? typeCode="] PERT >
{observation classCode="0BS” moocdCode="EVN"> .
{code code="11" codeSystem="2. 16. 840. 1. 113883 3 989.5.1.3.2.1.10 codeSystemVersion="L.0”

'

dlsplayName—”iﬁiﬂ Effﬂ'/>
. . . ¢value 1si:type="CE” code="J2.14.1" codeSystem=" 2.16.840.1.113883.3.989.5.1.3.2.1.8'
codeSystemVersion="1. 0> - : . :
. {1— @0@)2.14. i KW - EéE‘z‘u 44—
{/observation>
{/outhoundRelationship2>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SBI">
{observation classCede="0BS" moodCode="EVN">
¢id root="1071064c-cf10-4a3b~83c1-34F9ddbTeabd” />
. <code code="29" codeSystem="2.16.840, 1. 113883. 3.986. 2. 1. 1. 18" codeSystenVersion="1. 1"
d1sp1ayName— reaction”/>
<effectiveTime xsi: type— “IVL_TS">
<low value="20080101"/>
¢l-— E.i.4: Date of Start of Reaction / Event #5 —>
{/effectiveTine> ) .
<value xsi:type="CE" code— E 1 2.1b" codeSystem='2.16.840.1.113883.6.163”
codeSystemVerslon— E.i.2.1a">
¢l— E.i.2.la: MedDRA Version for Reaction / Event #5 -~—>
¢l— E.i.2.1b: Reaction / Event (MedDRA code) #5 —>
CoriginalText language="E.i.'l. 1b”>E.i. 1 la{/originalText>
<]— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language 5 —>
¢]— E.i.1.1b: Reactlon / Event as Reported by the Prlmary Source Language #5 - )
</valued ’
¢location typeCodé="LOC™>
. <locatedEntity classCode="LOCE™>
¢locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
<code code="E.i.9” codeSystem="1.0.3166.1,2.27/>
<l— £.i.9: Identification of the Country Where the Reaction / Event Occurred #5 —>
¢/locatedPlace>
{/locatedEntity>
{/location> : T,
{outboundRelationship? typeCode="PERT"> - \
{observation classCode~ 085" moodCode="EVN"> '
{code code="30" codeSystem— 2. 16. 840, 1. 113883. 3. 989, 2, 1. L. 197 codeSystemVers1on— 1. 1
displayName="reactionForTranslation W
¢yalue xsi:type="ED">E.i.1.2¢/value> -
¢l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translatlun #5 -
-{/observation? .
<{/outboundRelationship2>
<putboundRelationship? typeCode="PERT"> . : .
¢observation classCode="0BS” moodCode="EVN"> :



{code code="37" codeSystem="2. 16 840, 1. 113883 3.989.2.1,1.19” codeSystemVer51on— 1.17

displayName="term{ighlightedByReporter”/>

{value xsi:type="CE” code="E.i.3.1” codeSystem="2.16.840.1,113883,3.989, 2.1.1. 10"

codeSystemVersion="1.0"/> - .
¢I-- E. 1.3 1:Term Highlighted by the Reporter #5 —~=>
{/observation>
</outboundRelaticnship2>
<outboundRelationship2? typeCéde="PERT">
" <observation classCode="0BS” moodCode="EVN">

{code code="34" codeSystem="2. 16.840. 1. 113883, 3.989,2.1.1. 19"

dlsplayName— resulisinDeath” />
<value xsi:type="BL”" value— true”/>
¢l-~ E.i.3.2a: Results in Death #5 ——>-
{/ohservation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
<observation classCode="0B3" moodCode="EVN™>

<code code="21" cédeSystem=’2.15.840.1.113883.3.989.2.1.1.19”

displayName="isLifeThreatening”/>
' <value xsiitype="BL” nullFlaver="NI1"/>
{I-- E.i.3.2b: Life Threatening #5 ->
</observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="(BS” moodCode="E¥N">
. {code code="33" codeSystem="2. 16. 840.1.113883. 3.989.2.1.1. 19"
displayName="requiresInpatientHospitalization”/>
{value xsi:type="BL” value="true”/> *
{I— E.1i.3.2¢: Caused / Prolonged Hospitalisation H#5 -
{/observation>
</outboundRelationship2>
<outhoundRelationship2 typeCode="PERT” > ;
{observation classCode="0BS” moodCode="EVN">
{code code="35" codeSystem=" 2.16.840. 1. 113883. 3. 980. 2 1.1. 19
dlsplayName— resultsInPer31stentOrS1gn1f1cantD15ab111ty /> oo-
{value xsi:type="BL” nullFlavor="NI"/>
{l=~ E,i.3.2d: Disabling / Incapacitating #5 ——>
¢/observation> .
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="E¥N">

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

displayName="congenitalAncmalyBirthDefect” />
{value xsi:type="BL” nullFlavor="NI"/>
¢<!— E.1.3.2e¢: Congenital Anomaly / Birth Defect #5 ——>
{/chservation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN"> ~

{code code="26" codeSystem="2. 18. 840. 1.113883. 3, 989. 2. 1. 1. 19"

“displayName="otherMedicallyImportantCondition”/>
{value xsiitype="BL” value="true”/>
<l— E.i.3.2f: Cther Medically Important Condition #5 —>
{/observation>
</outhoundRelationship2>
<outboundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">

{code code="27" codeSystem="2. 16. 840, 1, 113883. 3.0989. 2. 1. 1. 19"

" displayName="outcome™/>

codeSystemVersion="1.0"/> -

codeSystemVersion="1.

~

codeSystemVersion="1.

‘codeSystemVersion="1.

codeSystemVersion="1.

codeSystemVersion="1

codeSystemVersion=hl.

codeSystemVersion="1

<value xsi:type="CE” code="E.i.7" codeSystem="2.16.840. 1.113883.3.989.2. 1. 1.11"

© {!— E.i.7: Qutcome of Reaction / Event at the Time of Last Observation #5 —>

{/cbservation
. {/outboundRelationship2>
{outboundRelationship2 typeCode="PERT"»
{observation classCode="0BS" moodCode="EVN">
{code code="24" codeSystem="2. 16. 840, 1. 113883. 3.980. 2. 1. 1. 19
displayName="medicalConfirmationByHeal thProfessional”/> )
<value xsi:type="BL" value="true"/>

codeSystemVersion="1.

1



¢{l-- E.i.8' Medical Confiimation by Healthcare Profess1onal #5 -3
. £/observation>
</outboundRelationship2>
<outboundRelationship? typeCode=" PERT">
{observation classCode="0BS” moodCode="EVN">
) : {code code="11" codeSystem="2. 16. 840. 1. 113883, 3. 689,65, 1. 3. 2. 1. 10" codeSystemVersion="1.0"
"displayName="3% + BE&®"/ .
’ {value xsiitype="CE” code="J2.14.i" codeSystem=”2.16.840.1.113883.3.989.5.1.3.2.1.8”
codeSystemVersion="1, 0" /> ’ .
{l— 66672 14. 1 kEH - B #5 —
{/observation>
{/outboundRelationship2>
{/observation>
'¢/subject0f2>"
<subJect0f2 typeCnde— SBI”>
-{observation classCode="0BS” mocdCode=" EWN"> -
{id root= 1f927283—10b6—4334—9d43—e925640fb18f v
-{code code="29" codeSystem="2. 16, 840, 1, 113843, 3,989, 2. 1. 1.19” codeSystemVer51on— 11"
d1sp1ayName~ reaction” />
(effectiveTime xsi:itype="IVL_TS™>
<high value="20090101"/>
<l— E.1i.4: Date of Start of Reaction / Event #6 >
{/effectiveTime>
<value xsiitype="CE” code="E.1i.2.1h" codeSystem— 2.16. 840. 1. 113883, 6. 1637
codeSystemVer51on— E.i.2.1a™
¢!— E,i:2. Ia: MedDRA Version for Reaction / Event #6 —>
» . {l=- E.i.2.1b: Reaction / Event (MedDRA code) #6 —> & '
: <originalText language="E.i.1. 1b">E. §. 1. 1a</or1g1nalText>
¢l— E.i.l.1la: Reaction / Evemt as Reported by the Primary Source in Native Language 6 —>
¢!—— E.i,1.1b: Reaction / Event as Reported by the Primary Source Language #6 —>
</value> ’ B ' : ’
<location typeCode="LOC">
{locatedEntity classCode="LOCE™>
¢locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="E. i.9" codeSystem="1.0. 3166, 1. 2. 2"/> '
{!— E.i.9: Identification of the Country Where the Reaction / Event Occurred #6 —>
¢/locatedPlace? . ,
</locatedEntity>
</location>
<outboundRelationship2 typeCode— PERT">
{observation classCodé=" OBS” moodCode="EVN™>
<code code="30" codeSystem— 2. 16, 840 1.113883,3.989. 2.1, 1. 197 codeSystemVer51on— 1.17
dlsplayName— reactlonForTranslatlon el
<{value xsiitype= ED’)E.i.l.Z(/value>
¢l— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation 6 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN” > '
<code code="37" codeSystem— 2,16, 840.1.113883.3.989. 2. 1. 1 19”7 codeSystemVerslon— 1.17
displayName= "t ermiighlightedByReporter” /> .-
{value xsiitype="CE” code="E. 1. 3 17 codeSystemF”Z.16.840.1,113883.3.989.2;1.1.10

codeSystenVersion="1.0"/>
¢1— B.i.3.1:Term Highlighted by the Reporter -
{/obsérvation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN">
N {code code="34" codeSystemr 2. 16, 840. 1. 113883. 3. 989; 2 1.1.19” codeSystemVerslon— 1.1”
dlsplayName— “resultsInDeath”/>
<value xsiitype= “BL” value— true />
{!— E.i.3.2a: Results in Death #6 —>
< fohservation>
</outboundRel ationship2>
{outboundRelationship? typeCode="PERT">’
{ohservation classCode="0BS” moedCode=" EVN">
{code code="21" codeSystenh 2. 16. 840, 1. 113883. 3. 989. 2. 1 1. 19 codeSystemVersion="1. 1"
d1splayName- isLifeThreatening”/>
¢value zsi:type="BL” nullFlavor— NS



<I— E.i.3.2b: Life Threatening #6 ——
{/ohservation> ‘ . .
{/outboundRelationship2>
<outhoundRelationship2 typeCode="FERT”>
<observation classCode="0BS” moodCode="EVN">
{code code="33" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1
displayName="requiresInpatientHospitalization”/>
{value xsi:type="BL” value="true”/>
<l— E.1i.3.2¢c! Caused / Prolonged Hospitalisation #6 —>
{/observation> -
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT*>
{cbservation classCode="0BS" moodCode="EVN">
{code code="35" codeSystem="2. 18. 840, 1. 113883. 3.989. 2. 1. 1..19” codeSystemVersion="1, 1"

”

- displayName="resultsInPersistentOrSignificantDisability”/>

<value xsi:type="BL” mi}lFlavor="NI1"/> -
<]— E.i.3. 2d: Dlsabllng / Incapacitating #6 —>
{/observation>
{/outboundRelaticnship2>
<outhoundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="12" codeSystem— 2.16.840.1.113883. 3.989. 2. 1. 1. 19 codeSystemVersiern="1.1"
displayName="congenitalAnomalyBirthDefect”/>
{value xsi:type="BL” nullFlaver="NI />
¢l— E.i.3.2e: Congenital Anomaly / Birth Defect #6 —> ,
{/observationd =~
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT"> : ‘ . .
{observatien classCode="0BS" moodCode="EVN">
{code code="26" codeSystem="2. 16. 840. 1. 113883 3.989.2.1, 1, 19" codeSystenVersion="1.1"
dlsplayName— otherMedicallyImportantCondition”/> R .
{value xsi:type="BL” value="true”/>
<l— E.i..3.2f: Other Medically Important Condltlon #6 —>
{/observation>
{/outboundRelationshipZ>
<outboundRelationship2 typeCede="PERT">
<observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2. 16. 840. 1. 113883, 3, 989. 2, 1. 1. 19” codeSystemVersion="1.1"
displayName="outcome”/> .
{value xsi:type="CE” code="E.i, 7" codeSystem=”2.16.840.1.113883.3.989.2.1.1.11”
codeSystemVersion="1, 0"/> : ’
' ¢l— E.1i.7: Outcome of Reaction / Event at the Time of Last Ohservatlon #e —>
{/observation>
</outboundRel ationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moedCode="EVN"> . :
{code code="24" codeSystem="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1, 1"
displayName="medicalConfirmationByHealthProfessicnal”/>
<value xsi:type="BL" value="true”/>
¢{I— E.i.8: Medical Confirmation by Healthcare Professional #6 —>
{/observation>
{/outboundRel ationship2>
{outboundRelationship2 typeCode="PERT">
<observation classCode— 0BS” moedCode="EVN">
. {code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.10 codeSystemVer51on— 10"
displayName="5%n - BEd0" /> ‘
. <value xsi:type="CE"” code="J2.14.1i" codeSystemi”2.16.840.1.113883.3.989.5.1.3.2.1.8”
codeSystenVersion="1. 0" /> . -
- @llIZ 14.1 %0 - EEfﬂ B —>
(/observat10n>
{/outboundRelationship2>
{/observation>
<{/subjectOf2>
<{subject0f2 typeCode="SB]">
{observation classCode="0BS” moodCode="EVN™>
<id root="e0342969-38be-423f-b6bb—cel4bc279d8e” /> .
{code code="29" codeSystem="2. 16. 840, I, 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName=" eact1on /> . .
{effectiveTime xsi:type="IVL_TS"> . ‘



<width value="24" unit="E.i.6b"/>
¢!— E.i:6a: Duration of -Reaction / Event (number) # —>
¢}-- E.1.6b: Duration’ of Reaction / Event (unit) #7 ——>
</effectiveTime>
<value xsiitype= CE code="E. i. 2. 1b” codeSystem=”2.16.840.1.113883.6.163’
codeSystemVerslun— E.i.2.1a"> : '
¢I— E.i,2.1a: MedDRA Version for Reaction / Event H7 -
¢l— E.1i.2.1h! Reaction / Event (MedDRA code) #7 —>
<originalText language="E.i.l.1b">E.i.L la</originalText>
“¢l—— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #7 —>
<l-—— E.i.1.1b: Reactlon / Event as Reported by the Primary "Source Language &7 —>
{fvalued
¢location typeCode— Lac”»
{locatedEntity classCode=" LOCE™>
{locatedPlace classCode="COUNTRY” determ1nerCode~ INSTANCE >
{code code— E.i.9” codeSystem="1.0.3166. 12, 2" />
¢l— E.i.97 Tdentification of the Country Where ths Reaction / Event Occirred #7 ——>
¢/locatedPlace> ‘
{flocatedEntity>
{/location>
' <outboundRelat10nsh1p2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
) N {code code="30" codeSystem="2, 16, 840. 1. 113883, 3, 989. 2. 1. 1. 19" codeSystemVersion="1.1"
dlsplayName— react1onForTranslat10n />
¢value xsi:type="ED">E.{i. L. 2<¢/value>
- {l=— E.i.1.2: Reaction / Event as Reported by the Fr1mary Source for Translation ﬁ? ——>
{/chservation>
*<{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT"> .
{ohservation classCode="0BS” moodCode="EVN">
{code code="37" codeSYstem=”2.15.840.1.113883.3.989.2.1.1.19’ codeSystemVersion="1.1"
dlsplayName— "termHighlightedByReporter iy
{value xsiitype="CE” code="E.i.3.1” codeSystem— 2. 16, 840. 1. 113883, 3.989. 2. 1. 1, 107
codeSystemVersion="1.07/>
‘ <l— E.i.8.1:Tern ngh11ghted by the Reporter #7 —>
{/observation>
</outboundRelat10nship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN"> . '
. <code code="34" codeSystemu 2. 16.840.1. 113883. 3.989.2.1.1. 19" codeSystemVersion="1.1"
displayName="resultsInDeath”/>

- ¢value xsi:type="BL” value="true"/>
+ {1——-E.i.3.2a: Results in Death #7 —>
- {/observation> i -

{/outboundRelationship2>
- ¢outhoundRelationship? typeCode="PERT">
{ohservation classCode="0BS” moodCode="EYN"> : '
<code code="21" codeSystem="2. 16.840. 1. 113883, 3.989.2,1.1.19" codeSystemVersion="1.1"
dlsplayName- isLifeThreatening”/> :
<value xsi:type="BL” nullFlavor="NI"/>
¢<|— E i. 3. Zb Life Threatening ﬁ? —>
{/observation>
¢/outboundRelationship2> -
CoutboundRelationship? typeCode="PERT"> Lo '
{observation classCode="0BS” moodCode="EVN">
<code code="33" codeSystem="2. 16. B40. 1. 113883, 3.989, 2. 1. 1. 18" codeSystemVersion="1.1"
dlsplayNameH requlresInpat1entHosp1ta11zat10n “/ )
" {value xsiitype= “BL” value="true”/> .
¢}—E.1i. 3.2c: Caused / Prolonged Hospltallsatlon H7 —>
- {/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="35" codeSystem="2. 16. 840, 1. 113883. 3.989.2.1. 1. 18" codeSystemVers1on— .17
displayNeme=" resultsInPers1stentOrS1gn1f1cantD1sab111ty “fy
{value xsi:type="BL" nullFlavor= NI/
<!— E.i.3.2d: Dlsabling / Incapacitating #7 -
{/observation>
. ¢/outboundRelationship2>



<outboundRelationship2 typeCode="PERT">
<ohservation classCode="0BS” moodCode="EVN">
{code code="12" todeSystem="2. 16. 840. 1. 113883 3,980, 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="congenitalAnomalyBirthDefect”/>
<value xsi!type="BL” nullFlavor="NI /)
{l— E.i.3,2: Congenital Anomaly / Birth Defect #7 -->
{/observation>
<{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="26" codeSystem="2. 16.840. 1. 113883, 3, 989.2. 1. 1. 19 codeSystemVersion="1.1"
displayName="otherMedical lyImportantCondition”/>
{value xsi:type="BL” value="true”/> - .
¢{]— E.1,3.2f! Other Medlcally Important Condition #7 —>
</observation>
{/outboundRelationship2s
{outboundRelationship2 typeCode="PERT">
. <observation c¢lassCode="0BS” moodCode="EYN"> ‘
- {code code="27" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19" . codeSystenVersion="1, 1”
" displayName="outcome”/> .
' . (value xsi:type="CE” code="E.i.7" codeSystem=”2.16.840.1.113883.3.989.2.1.1.11”
codeSystemVersion="1.0"/>
¢!—— E.i.7: Outcome of React1on / Event at the Time of Last Observatlon #7 —
</observation
¢/outboundRelationship2>
<outhoundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> o
<code code="24" codeSystem="2. 16. 840. 1. 113883. 3, 989. 2, 1. 1. 19” codeSystemVersion="1,1"
displayName="medicalConfirmationByHealthProfessional”/> ’
{value xsi:type="BL” valie="true W
¢l-— E.i.8: Medical Confirmation by Healthcare Prof3551ona1 #7 —>
{/observation>
</outhoundRelationship2>
<outboundRelationship2 typeCode="PERT">
<{observation classCode="0BS” moodCode="EVN">
{code code="11" codeSystem="2. 16. 840. 1. 113883, 3. 989, 5. 1. 3. 2. L. 10” codeSystemVersion="1.0"

displayName="3%] - BE&"/> ‘ N
o <value xsi:type="CE” code="J2.14.1" codeSystem="2. 16. 840. }.113883. 3,989,5.1.3.2. 1. 8"
codeSystenVersion="1.0"/> : .
<I-- @88J2.14. 1 Ak - BEsn #7 —
{/chservation>
</outhoundRelationship2>
{/observation>
{/subject0f2> .
{subjectQf2 typeCode="SR]"> :
{observation classCode="0BS” moodCodse="EVN"> .
{id rogt= a15he092-8070—426d—af04—6863263443e0 />
{code code="29" codeSystem— 2.16.'840. 1. 113883, 3.989.2. L. 1. 19" codeSystemVersion="1.1"
dlsplayName— reactlon Wi : i . ;
<effectiveTime xsi:type="SXPR_ 5™
{comp xsi:type="IVL_TS">
<low value="20090101"/>
{!— E.i.4: Date of Start of Reaction / Event #8 —>
Cwidth value="24" unit="E.i.6b"/>
¢!~ E.i,6a: Duration of Reagtion / Event (number) #8 —>
" (l— E.i.6b: Duration of Reaction / Eveht {unit) #8 —>
{/comp>
© Ceomp xsi:type="IVL_TS” operator="A">
<high,value="20101201"/>
¢l— E.1i.5: Date of End of Reaction / Event #8 —>
</comp>
{feffectiveTine>
{value xsi:type="CE" code=" E i. 2. 1b” codeSystem— 2. 16 840. 1. 113883, 6. 163"
codeSystenVersion="E.i. 2. 1a”>
<I— E.i.2.la: MedDRA Version for Reaction / Event # —
<l— E.i.2.1b: Reaction / Event (MedDRA code) #8 —>
{originalText language="E.i.1.1b">E.i. 1. la{/originalText>
<l— E.i.1.la: Reaction / Event as Reported by the Primary Source in Native Language H8 —>
<l— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #8 —>



{/value> ]
<location typeCode="LOC™> -
(locatedEntity classCode="LOCE”>
< <locatedPlace clagsCode="COUNTRY” determinerCode="INSTANCE”>
<code code="E.1.9" codeSystem="1.0. 3166, 1. 2. 2°/>
¢l-- E.i,9: Identification of the Country Where the’ Reactlon / Event Occurred H#8 ~—>
) ¢/locatedPlace>
. </locatedEntity>
</locationd ‘
<outboundRelationshipZ. typeCode="FERT™> .
{observation classCode="0BS” moodCode="EVN"> .
<code code="30" codeSystem=”2.16.840.1.113883.3.989.2.1.1.19” codeSystemVersion="1, 1"
displayName="reactionForTranslation”/> ) ) .
<value xsi:type="ED"DE.i. 1. 2¢/value>
<l—E.i.1.2: Reactlon / Event as Reported by the Pr1mary Source for Translatlon # -
{/observation?
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT” >
observation classCode="0BS" moodCode="EVN"> . -
<code code="37" codeSystem="2.16.840.1.113883.3.989.2.1.1;19"'codeSystemVersion="1.I”
'dxsplayName— termHighlightedByReporter Wil i
<value xsi: type=’CE code="E. i.3.1" codeSystem=’2.16.E40;1.1138@3.3.989.2.1.1.10”
codeSystenVersion="1.0"/>
¢<|—"E.i.3.1:Term H1ghl1ghted by the Reporter #8 -
: </observat10n>
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT">
. {chservation classCode="0BS" moodCode="EVN™> IR T
{code code=" 34 codeSysten="2. 16. 840. 1. 113883, 3. 989.2. 1. 1. 19" codeSystemVersion="1.1"
dlsplayName— “resnltsInDeath”/>
{value xsi:type="BL” value="true”/>
¢|— E. i.3.2a: Results in Death #8 -

" ¢/observation>
{/outboundRelationship2>
<outhoundRelationship2 typeCode="PERT” >

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

<gode code="21" codeSystem=”2.16.840.l.113833.3.989.2.1.1.19” codeSystemVersion="1.1"
dlsplayName— 1sL1feThreaten1ng » . -

{value xsi'type="BL” nullFlavor="NI"/>

¢l— E.i.3.2b: Life Threatening #8 ——>

{/observation>
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT”>

<observation classCede="0BS” moodCade="EVN">. - ) :

<ecode code="33" codeSysteu& 2, 16. 840. l 113883. 3. 989. 2 1.1.197 codeSystemVersion="1,1"
displayName=" requiresInpatientHospitalization”/>

<value xsiitype="BL” value="true”/> -

¢l— E.1.3.2c: Caused / Prolonged Hospitalisation #8 —>

{/observation>
</outboundRelationship2>
¢outboundRelationship? typeCode="] PERT >

{observation classCode="0BS" moodCode="EVN"> :

<code code="35" codeSystem="2. 16. 840. 1, 113883, 3. 989 2.1.1.19” codeSystemVersion="1.1"
displayName= “resultsInPersistentOrSignificantDisability” />

<valte xsiitype="BL” nullFlavor="NI"/> .

{l— E.i.3.2d: Disabling / Incapacitating #8 -

{/observation> ‘ .
</outboundRelationship2> ) . v
<outboundRelationship2 typeCode="PERT"> ‘ )

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

<code code="12" codeSysten="2. 16.840. 1. 113883, 3.989.2. 1. 1. 197 codeSystem¥ersion="1.1"
dlsplayName— congenltalAnomalyBlrthDefect 1

¢value xsi:type="BL" nullFlavor="NI"/>

¢l=~ E.1i.3.2e: Congenital Anomaly / Birth Defect #8 ——>

{/observation> - -
¢/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
. <observation classCode="0BS" moodCode="EVN"> : )

<code code="26" codeSystem="2. 16. B40. 1. 113883, 3, 989, 2. 1. 1. 18" codeSystemVersion="1.1"

v

'



displayName="otherMedicallyImportantCondition”/>
<value xsi:type="BL” value="true”/>
{I— B.i.3.2f: Other Medically Important Condition #8 ——>
{/observation®
</outboundRelationship2>
_ <outhoundRelationship2 typeCode="PERT™>
<observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2. 16. B40, 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1,1"
displayName="outcome”/> . ) ) : ) -
. <value xsiitype="CE” code="E.i,7” codeSystem="2.16. 840, 1. 113883, 3.989. 2, 1, 1. 11"
codeSystemVersion="1.0"/> :
¢l— E.1i.7: Outcome of Reaction / Event at the Time of Last Observation #8 —>
{/ohservation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN"™>.
{code code="24" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2, 1. 1. 19" codeSystemVersion="1.1"
dlSplayNameH medicalConfirmationByHealthProfessional”/>
<value xsi:type="BL" value="trus"/>
<!—Ei8& Medical Conflrmatlon by 'Healtheare Profess1onal #8 —>
¢/observation> .
{/outboundRelationship2> '
<outboundRelationship2 typeCode=“PERT">
<observation classCode="0BS” moodCode="EVN"> ‘ .
{code code="11" ecodeSystem="2. 16. 840. 1. 113883. 3. 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0"
displayName="3%n « BE5n”/> ] : . .
) {value xsi:type="CE" code="J2.14.i" codeSystem="2. 16.840. 1. 113883, 3.980,5.1.3.2.1.8”
codeSystemVersion="1. 0" /> ) . : ’
: <I— @8@eJ2. 14. 1 K - BEs #8 —>
¢/observation> )
{/outboundRelationship2>
<fohservation> .
{/subjectDf2> . ’ : .
{subject0f2 typeCode="SBJ"> :
<organizer classCode="CATEGORY” moodCode="EVN”>
{code code="3" codeSystem="2. 16.840.1. 113883, 3, 989, 2.1. 1, 20" codeSystemVer51on— 1. 0
displayName=" testsAndProceduresRelevantToTheInvestigation”/> :
{compenent typeCode="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. 2a: MedDRA Version for Test Name #l —> '
<!— F.r.2.2b: Test Name (MedDRA code) #1 —>
{originalText>F, r, 2. 1<{/originalText> .
<I— F.1.2.1: Test Name (free text) #1 —— .
</code>
<effectiveTime value="20090101"/>
¢l== F.r.1: Test Date #1 —>
<value xsi:type="IVL.PG™>
<center value="10" unit="mg/d1"/>
{!— F.r.3.2: Test Result (value / qualifier) #1 —>
{l=~ Fir.3.3: Test Result (unit) #1 —>
{/value> . :
: - {interpretationCode code="F.r.3.1" codeSystem="2.16.840.1. 113883, 3,989.2.1.1.12"
codeSystemVersion="1. 0" /> .
’ {l-— F.r.3.1: Test Result (code) #1 —>
{referenceRange typeCode="REFY">
<observationRange classCode="0BS" moodCode="EVN.CRT">
<value xsi:type="PQ” value="40" unit="mg/d1"/>
{l=— F.r.4: Normal Low Valus #1 —>
{interpretationCode code="L" codeSystem="2.16. B40. 1. 113883, 5 83"/>
{/cbservationRange>
, ¢/referenceRanged - ~
{referenceRange typeCode="REFV">
<observationRange classCode="0BS” mobdCode="EVN, CRT">
<{value xsi:type="PQ” value="110" unit="mg/dl"/>
<l-- F.r.5: Normal High Value #1—>
{interpretationCode cede="H" codeSystem="2. 16. 840.1.113883. 5. 83 ')
{/observationRange>
. </referenceRange>



<outhoundRelationship? typeCode="PERT”> ) .
{observation classCode="(0BS" mocdCode="EVN">

displayName="comment” /> :
" ¢value zsi:type="ED7>F.r.6<{/value>
<|— F.r.6: Comments (free text) #1 —>
-~ </observation
</outboundRelationship2>
*¢outboundRelationship? typeCode="REFR*>
{observation classCede="0BS” moodCode="EVN">

{code code="10" codeSystem="2. 16. 840, 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"

{code code="25" codeSystem— 2, 16. 840. 1. 113883. 3.989. 2.1, 1. 197 codeSystemVer31on— 1.17

d1splayName— “moreInformationAvailable’ />
¢value xsiitype="BL” value="true”/>
{!-—F.r.7: More Information Available #1 ——>
{/ohservation> :
<{/outboundRelationship2>
{/ohservation>
{/component>
{comporent typerde— COMP™>
. <observation classCode="0BS” moodCode="EVN">
“{code code="F.r.2.2b7 codeSystem=" 2.16.840. 1. 113583. 6. 163"
<)— F.r.22a: MedDRA Version for Test Name #2 >
¢1— F.r1.2.2b: Test Name (MedDRA code) #2 —>
CoriginalText>F.r. 2. 14/originalText>
¢]— F.r.2.1: Test Name (free text) ﬁz -
{/code>
- {effectiveTime value— 200901017 />
¢l F.r.1: Test Date #2 —
{value xsiitype="IVL_PQ">
<low nullFlavor="NINF"/> .
. <high value="10" unit="mg/d1” inclusive="false”/>
{/value> '
¢<|— F.r.3.2: Test Result (value / qualifier) #2 —>.
¢l— F.r.8.3: Test Result (unit) #2 —>
. &1== LT 10 mg/dl #2 —> :
(/observat10n>
{fcomponent
{component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN™>
Ccode code="F. r. 2. 2b" codeSystem— 2.16.840. 1. 113883, 6 163"
<{I— F.r. 2. %a: MedDRA Version for Test Name {3 —>
¢{l— F.r.2.2b: Test Name {MedDRA code) #3 ~—>
LoriginalText>F. r. 2. 1¢/originalText>
<l—— F.r.2.1: Test Name (free'text) #3 —>
{/code>
{effectivelime value=" 20090101'/>
¢l-— F.r. 1: Test Date #3'—>
~ <value xsitype="IVL_PQ™>
<low nullFlavor="NINF"/>
<high value="10" unit="mg/d1” inciusive=’true”/>
- </value>
<{l— F.1.3,2: Test Result (value / qualifier) #3 —->
¢l—= F.r.3.3: Test Result (unit) #3 —>
¢I— LE 10 mg/dl #3—>
{/observation>
</component?
{component typeCode="COMP™>
{observation eclassCode="0BS” moodCode="EVN">

<code code="F.r.2.2b" codeSystem="2. 16. 840. 1. 113883, 6, 163"

¢l— F.r.2.2a: MedDRA Version for Test Name #4 —>
(I— F.r.2.2h: Test Name (MedDRA code) #4 ——>.
CoriginalText>F. r. 2, 1{/original Text>
(!=— F.r.2.1: Test Name (free text) #4 —>

{/code> s

<effectiveTime value="20090101"/>

. ¢]-- F.1.1: Test Date #4 —

{yalue xsi:type="IVL_PQ™> _
<low value="10" unit="mg/dl” inclusive="false”/>’
-<high nullFlavor="PINF"/>

.codeSystemVersion="F.r. 2. 2a">

codeSystenVersion="F.r, 2. 2a">

codeSystemVersion="F. r.2.2a">



<{/value>
{I— F.r.3.2: Test Result (value / qualifier) #4 —‘>
{l-- F.1.3.3: Test Result (unit) #4 -
<|— GT 10 mg/dl #4 —>
{/observation)> .
" {/component>
{eomponent typeCode="COMP">
<abservation classCode="0BS” moodCode="EVN">
{code code="F.r. 2. 2b" codeSystem="2. 16. 840, 1. 113883. 6. 163" codeSystemVersion="F.r. 2. 2a">
¢l-- F.r.2.2a: MedDRA Version for Test Name #5 —> : :
<}— F.r.2.2b: Test Name (MedDRA code) #5 —
<originalTextF. . 2. 1</originalText>
l— F.r.2.1: Test Name (Free text) #5 —>
{/code>
{effectiveTime value— 20090101 />
(|-~ F.1r. 1% Test Date #5 —>
{value xsi:type="IVL_PQ™>
<low value="10" unit="mg/d1” inclusive="true”/>
<high nullFlavor="PINF"/>
{/value>
¢l— F.r.3.2! Test Result (value / qualifier} #5 ——>
¢l— F.1r.3,3: Test Result (unlt) #5 —
<|— GE 10 mg/dl #5 ——> '
</observat10n>
{/component>
{component typeCode="COMP">
{obseryation classCode="0BS” moodCode="EVN" >
. {code code="F. . 2. 2b” codeSystem="2. 16. 840, 1, 113883. 6, 163" codeSystemVerslon— F.r.2.2a" )
<l— F.r.2.2a: MedDRA Version for' Test Name #6 ——> ‘
<}~ F.1.2.2b% Test Name (MedDRA code} #6 —>
CoriginalText>F. r. 2. 1{/originalText>
{—Fr.2 1 Test Name (free text) #6 —->
{feodey
(effectiveTime value="20000101"/>
¢l— F.r.1: Test Date #6 —>
{value xsi:type="ED"DF.r. 3.4<¢/valued
¢l— F.r.3.4: Result Unstructured Data (free text) H#6 —>
{/observation>
{/component>
{/organizer> "
{/subject0f2>
{subject0f2 typeCode="SB]">
<organizer classCode="CATEGORY” moodCode="EVN">
{code code="4" codeSysten="2, 16. 840 1.113883. 3.989.2. 1. 1 20° codeSystemYersion="1.0"
- displayName="drugInformation”/>
d— 6k Drug(s) Information {repeat as necessary) #] —->
{component typeCode="COMP™>
" {substanceAdministration classCode=" SBADM moodCode="EYN">
<id root="3c91b4d5-e039-4a7a—9c30-67671b0ef%ed” />
{consumable typeCode="CSM">
{instanceOfKind classCode="INST">
<kind0fProduct classCode="MMAT" determznerCode~ KIND”>
<eode code="G.k.2.1.1b” codeSystem="TBD-MPID" codeSystemVers1on— G.k.2. 1. 1a /)
<l-= G.k.2.1.1a: MPID Version Date / Number #I —>
{d—- G-k 2.1, 1b: Medicinal Product Identifier (MPID) #1 —>
<{name>G. k. 2. 2{/name>
<!-— G.k.2.2: Medicinal Product Name as Reported by the Primary Source #1 —>
{asManufacturedProduct classCode="MANU"> -
{subject0f typeCode="SBJ">
{approval classCode="CNTRCT” moodCode— EVN™>
{id extension="G.k, 3.1” root="2. 16.840. 1. 113883.3. 989, 2. 1. 3. 4" />
¢<I—~ G.k. 3.1 Authorisation / Application Number #—
<holder typeCode="HLD"> -
<role classCode="HLD">
<playingOrganization classCode="ORG" determinerCode="INSTANCE">
<{name>G. k. 3. 3</name>
<l~- 6.%.3.3: Name .of Holder / Applicant #1 —>
</playingOrganization>
{/role>



¢/holder>
<author typeCode="AUT">
Cterritorialduthority classCode=" TERR”>
Cterritory classCodé="NAT” determinerCode="INSTANCE">
{code code="G. k. 3.2 codeSystem="1.0.3166. 1-2.27/>
" ¢l— 6.k . 3.2: Country of Author1sat10n / Appllcatlon #1 —>
{/territory>
</terr1torlalﬁuthor1ty>
</author>
<pert1nentInf0rmat10n typeCodeﬁ PERT™>
<policy classCode="POLICY” moodCode=" EVN">
. . {code code="]2.5.k" codeSystem="2, 16.840. 1. 113883. 3. 989.5.1.3.2.1.4
codeSystenVersion="1.0"/>
d—@%msk —h%&%&%m)zazﬁ%#1—>
<{/policy> )
¢/pertinentinformation>
{/approval>
{/subjectOi>
{subjectOf typeCode=" SBJ b
{characteristic classCode="0BS" moodCode="EVN">

{code code="1" codeSystem="2. 16. 840. 1. 113883.3.989. 5. 1. 3. 2. 1. 10"
codeSystemVersion="1. 0" displayName= I A ORI RS

<value xsi’ type— "CE” codé="J2.4.k" codeSystem="2.16.840. 1. 113883.3.989.5.1.3,2.1.37
codeSystenVersion="1.0"/> . .
' : <]-- @BaJZ. 4.k: %ﬂ%%:m%m#tﬁl‘a'é} #1 -
-{/characteristic> -
£/subject0f>
{/asManufacturedProduct>
<asSpecializedKind classCode="GEN">
{generalizedfaterialKind classCode="MAT" determinerCode="KIND">
{code> '
{originalText>]J2. 12{/originalText>
<|— @eJ2. 12: BBRESRE —
{/code>
{/generalizedMaterialKind>
{/asSpecializedKind>
<ingredient classCode="ACTI”>
{quantity>
<numerator value="10" unit="G.k.2.3.r,3b"/>
<)— G.%. 2.%.17. 3a: Strength (number) §i1-1 —>

* ¢l— G.k 2.3.7r.3b: Strength (unit) #1-1 ——>
{denominator value— 1 “
{/quantity>

{ingredientSubstance claasCode— MMAT" determinerCode="KIND">
{code code="G. k. 2.3.7.2b" cudeSystem— TBD-Substance” : -

codeSystenVersion="G. k. 2.3.1.2a"/> ~
. : <l— G.k.2.3.r. 2a: Substance / Specified Substance TermlD Version Date / Number #1—
-—>
<F—GKZ&L%:ﬁMmMe/&%ﬁwdwmmme%mm#kl—>
{name>G. k. Z. 3. r. 1{/name>
{I-- 6.k 2.3.r. 1 Substance / Specified Substance Neme #1-1 —>
{/ingredientSubstance>
{/ingredient> ' '
¢ingredient classCode="ACTI"> S
{quantity> ’
{numerator value="10" unit="G.k.2.3.r.38"/>
<l— G.k.2.3.1.3a Strength (number) #1-2 —>
¢l— G.k.2.3.r.3b: Strength {unit) #1-2 -->
{denominator value="17"/> -
{fquantity> )
{ingredientSubstance classCode="MMAT" determinerCode="KIND">
] . ' ¢code code="G.k.2.3.r.2b" codeSystem="TBD-Substance”
codeSystemVersion="0.k. 2.3.r. 2a"/> - ) .
: d—&k?&n%:hMmme/%mﬁmd&mmme%mmVuﬂmDﬂelmmu#kz,
¢!— G.k. 2.3.7.2b: Substance / Specified Substance TermID #1-2 —> .

<name>G. k. 2. 3. r. 1{/name>
«l— 6.k 2.3.1.1: Substance / Specified Substance Name #1-2 —>
</ingredientSubstance> '



{/ingredient>
</kind0OfProduct> !
* {subject0f typeCode="SB]">
<productEvent classCode="ACT” mocdCode="EVN"> .

{eode code="1" codeSystem=”2.16.840.1.113883h3.989.2.1.1.18” codeSystenVersion="1, 0"
displayName="retailSupply”/> :

{performer typeCode=" PRF >

KassignedEntity classCode="ASSIGNED” >
{representedOrganization ¢lassCode="0RG" determinerCode="INSTANCE™>
{addr> ‘ :
{country>G. k. 2. 4¢/country>
{I— Gk 2. 4: Identification of the Country Where the Drug Was Obtained #1 —>
o Saddry
{/representeddrganization’
</assignedEntity>
{/performer>
</productEvent>
{/subjectOf>
<stbjectOf typeCode="SBI">
{observationEvent classCode="0BS” moodCode="EVN™> ]

{code code="2" codeSysten="2.16. 840, 1. 113883, 3. 989, 5.1.3.2. 1. 10"
codeSystemVers1on— 1. 0" displayName="—H A EEROAERE "/,

{value xsi: type— “CE” code="]J2,6.k" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.5
codeSystemVersion=’1.D"/)I
) : |- @@aJ2.6.k: —RRHEESOAFRE 41 -->

{/observationEvent>
{/subject0f>
¢/instance0fKind> -
{/eonsumable>
" {outboundRelationshipl typeCode="SAS">
<{pauseQuantity value="10" unit="G.k.9.1i.3.1b"/>
{l— G.k.9.i.3.1a: Time Interval between Beginning of Drug Admlnlstratlon and Start of
Reaction / Event (number) Drug #I, Reaction #1 —>
{I-—— G.k.9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (unit) Drug #1, Reaction HL —>
<actReference classCode="0BS” moodCode="EVN">
<{id root= 154eb889—958b—45f2—302f-42d4d6f4657f”/>
</actReference> - >
{/outboundRelationshipl>
{outboundRelationshipl typeCode="SAE”">
<pauseQuantity value="10" unit="G.k 9.i.3.2b"/>
{!—'G.k.9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event
(number) Drug #1, Reaction #1-—> -
== 6.k 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event
(unit) Drug #i; React1on H—
{actReference classCode="0BS” moodCode="EVN">
{id root= 154eb889—95Bb—45f2—aDZf—42d4dBf4657f”/>
{/actReference>
<{/outhoundRelationshipl>
<outboundRelationshipl typeCode="S4S">
<pausefuantity value="10" wnit="G.k 9.i.3.1b"/>
<4— 6.k.9.1.3.1a: Time Interval between Beginning of Drug Adm1n1strat10n and Start of
Reaction / Fvent {number) Drug #1, Reaction ¥2 —>
<1— 6.k 9.1.3.1b: Time Interval between 'Beginning of Drug Admlnlstrat1on and Start of
Reaction / Event (unit) Drug #1, Reaction #2'—>
<actReference classCode="0BS” moodCode~ EVN” )
<id root="2baa28d6-cleB- 4eﬁc—93eB—5b860b314220”/>
{/actReference>
</outboundRelationshipl> .
<outboundRelationshipl typeCode="SAE">
<{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
¢l— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event
{number) Drug #1, Reaction #2 —>
- G.k.9.i.3.2b: Time Interval between Last Doge of Drug and Start of Reaction / Event
(unit) Drug #1 Reaction #2 —>
<actReference classCode="0B5" moodCode="EVN">
" <id root= 2ba328d6-c938—4eﬁc 03e9-5b860b3142207 />
¢/actReference>
{/outboundRelationshipl>



<outhoundRelaticnshipl typeCode="SAS™>
<pauseQuantity value="10" unit="G.k. 9. i.3.10"/>
¢l— 6.%k.9.i.3. la: Time Interval between Beginning of Drug Administraticn and Start of
Reaction / Event -(number) Drug #1, Reaction #3 —>
<A— G.k. 9. 1.3, 1b: Time Interval between Beginning of Drug Adm1n1strat1on and Start of
Reactlon / Event (un1t) Drug #1, Reaction #3 —> -
<actReference classCode="0RS” moodCode— EVN™>
£id root= 338626cb~9f1h—4ea8 8a0f—e0ff34430adf I
{/actReference>
(/qutboundReIat1onsh1p1)
CoutboundRelationshipl typeCode="SAE">

{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
{}— G, k.9.4,3.2a! Time Interval between last Dose of Drug and Start of Reaction / Event
(number) Drug #I, Reaction #3 --> ’ :

(1——.G.k.9.1.3.2b Time Interval between Last Dose of Drug and Start of Reaction / Event
(unit) Drug #1 Reaction #3 —> *
¢actReference classCode— 0BS” moodCode="EVN">
<id root= 338626cb—9flb—4eaS—BaOf—eﬂff34430adf />
{/actReference> .
</outboundRelationshipi>
- CoutboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k. 9.i.3.1b7/> .
¢!— 6.k 9.1.3. 1a: Tinme Interval between Beginning of Drug Administration and Start of
Reaction / Event (number) Drug #1, Reaction #4 —> .
¢!-- G.k.2.%. 3 1b: Time Interval between Begimning of Drug Administration and Start of
Reactlon / Event (unit) Drug #1, Reaction #4 —> :
‘<actReference classCode="0BS” moodCode— EW"> . .
<id rooi="2e99840f- 08b4—4—9QC—BOff.—ddS‘llefifBaS‘_'/)
{/actReference> . .
¢/outboundRelationshipl>
{outhoundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit= "6.k.9.1.3.26°/>
AI— 6.k 9.1.3. 2a; Tlme Interval between Last Dose of Drig and Start of Reaction / Bvent
(nurber) Drug #1, Reaction #4 —> ) o
<!— 6.k 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event
(unit) Drug #1, Reaction #4 —> ’
<actReference classCode="0BS” moodCude— EVN">
. - ’ ¢id root="2¢99840f-08b4-499c-80ff-dd8415F4fRa5" />
{/actReference’ .
</outboundRelationshipi>
¢outboiindRelationshipl typeCode="SAS">
. {pauseQuantity value="10" unit= G.k.9.1.3.1b”/>
¢l— 6.k 9. i.3. 1a> Time Iaterval  beiween Beginning of Drug Admihistration and Start of
Reaction / Event (number) Drug #1, Reaction #5 —>
¢l—— (. k. 9.1.3.1b: Time Interval between Beginning of Drug Administration and Start of
Reactlon / Event (unit) Drug #1, Reaction #5' -
{actReference classCode="0BS” moodCcde— EVN">
<id root="1071064¢— cf10~4a3b-83cli- 34f9ddb7936d”/>
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k. 9.i.3.2b"/>

: — G. k. 9.1.3.2a: Time Interval between Last Dose of Drug and-Start of Reaction / Event
(number) Drug #1, Reaction #5 —> i
: {}— G.k.9.i.3. 2b: Time Interval between Last Dose of Drug and Start of Reaction / Event

{unit) Drug #1, Reaction #5 —>
. {actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1-3419ddbTeabd” />
{/actReference>
{/outboundRelationshipt>
.<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k.9.1,3. 1b"/>
: ¢l-—- 6.%. 9.1.3. 1a: Time Interval between Beginning 'of Drug Admln}stratlon and Start of
Reaction / Event (number) Drug #1, Reaction #6 ——>
¢!-- 6.k 9.1, 3 1b: Time Interval betwaen Beginning of Drug Administration and Start of
Reaction / Event (unit) Drug #1, Reaction #6 —>
¢actReference classCode="0BS” moodCode="EVN">
<id rou£=”1f927283-10b§-4334—9d43—e925640fhle"/)
¢/actReferenced i



</outbcundRelationshipl®
<outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G. k.9 i.3.2b"/>
d— G.k.9.1.3.Za T1me Interval between Last Dose of Drug and Start of Reaction / Event
(number} Drug #1 Reaction #6 —
<|-—- G.k.9,1.3.2b: Time- Interval between Last Dose of Drug and Start of Reaction / Event
(unit) Drug %1, Reactlon 6 —> .
{actReference classCode="0BS” moodCode="EYN">
<id root="1f927283-10b6-4334-9d43~e025640Fh18E" />
</actReference>
{/outboundRelationshipl>
{outboundRelationshipl typeCode="SAS">
{pauseQuantity valueu 10" wnit="G. k. 9.1, 3. 1b"/>
: <l— G.k.9.1.3. 1a: Time Interval between Beginning of Drug Administration and Start of
‘Reaction / Event (number) Drug #1, Reaction #7 —>
{l— G.k.9.1.3.1b! Time Interval between Beg:nnlng of Drug Administration and Start of
Reaction /' Event {(unit) Drug #I, Reaction #7 —>
<actReference classCode="0BS” moodCode="EVN">
<id root=”eO342969“38be—423f—b6bb—ce14bc279d8e”/>_'
{/actReference> '
</outhoundRelationshipl>
<outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" iumit= G.k.9.1.3.2b />
{}— G.k. 9, i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event :
(number) Drug #1, Reaction #7 —>
<l— 6.k 9.4.3.2b: Time Interval between Last Dose of Drug and Start of Reactlon / Event
(unit) . Drug #1, Reaction #7 —> :
<actReference’ classCode— 0BS” moodCode— EVWN™> .
<id root="e0342069-38be—423f-h6hb~celdbe270d8e” />
{/actReference>
{/outboundRelationshipl> ~
{outboundRelatichshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>

{!— G.k.9.i.3.1a: Time Interval between Beginning of Drug Adm1n1strat1on and Start of
‘Reaction / Event (numbetr) Drug #1, Reaction #8 —->
- G. k.9 1i.3.1b! Time Interval between Beginning of Drug Administration and Start of

Reactlon / Event (unit) Drug #1, Reaction #8.——> -
<actReference classCode="0BS” moodCode="EVN">
<id root="215be092-8070-426d-af04-6R63263443e07 />
{/actReference>
{/outboundRelationshipl>
{outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" wnit="G.k.9.i.3.2b"/>
== G.k.9.1.3.2a: Tlme Inteival between Last Dose of Drug and Start of Reaction-/ Event
(number) Drug #1, Reaction #8 —>
<{I-— 6.k 9. 1. 3. 2b: T1me Interval between Last Dose of Drug and Start of Reactlon / Event
(unit} Drug #1 Reaction #8 —> -
<actReference classCode="0BS" moodCode="EVN">
<id root="albbe092~-8070-426d-af04- 686326344390 />
{/actReference>
" ¢/outhoundRelationshipl>
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN">
<code code="6" codeSystem- 2.16.840. 1. 113883, 3. 989. 2. 1 1.19” codeSystemVerslon~ .17
displayName="hlinded”/> ..
<value xsi:type="BL” value= true”/>
<l— 6.k.2.5: Investigational Product Blinded #1 —
</cbservationy
(/outboundRelatlonshlpZ)
<outboungRelationship2 typeCode="COMP”>
<!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #l-1 -
{substanceAdminisiration classCode="SBADM”™ moodCode="EVN">
{text>G. k. 4. r. 8</text>
<l— G.k. 4.r.8: Dosage Text #l1-1 —>
{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 #1-1 —>
“ <l G.k.4.r.3: Definition of the Time Interval Unit #1-1 —>

+



{/comp>
<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
¢1— G.k.4.7:4: Date and Time of Start of Drug #1-1 —>
<high value="20080101"/>
¢]-- G.k. 4.1.5: Date and Time of Last Administration #1-1 —>
</comp> ' ' -
{comp xsi: ttype="IVL_TS" operator= ">
<width value="4" unit="G.k.4.r.6b"/> )
¢l=~ G.k. 4.7.6a: Duration of Drug Administration (number) #1-1 -->
¢<|— G.k 4.1.6b: Duration of Drug Administration (unit) #1-1 —> !
{/comp>
{/effectiveTime>
<routeCade code="G. k.4 r.10. 2b codeSystem— 2. 16 840 1.113883.3,980. 2. 1.1. 147
codeSystemVerslonﬂ G k. 4,1, 10, 2a"> -
’ g <|—— G:k 4. r.10.2a: Route of Administration TermID Version Date / Number #1 1>
¢!-- G.k 4. r.10.2b: Route of Administration TermID #1-1 —»
<originalText>G. k. 4.r. 10, 1</originalText> ) -
¢l— G.k.'4.71.10. 1: Route of Adm1n15tratlon (free text) #1-1 -
</routeCode’
{doseQuantity value="10" mﬁ=&k¢Lm/>
{l-- G.k. 4.r.1a Dose {number) #1-1 —>
== 6.k 4. r. 1b: Dose (unit) #i-1 —>
{consumable typeCode— C8M">.- '
‘{instanceOfKind ¢ldssCode="TNST">
<productInstancelnstance classCode— MMAT” determinerCode="INSTANCE">
{lotNumberText>G. k. 4. . 7¢/LotNumberText>
¢|l— G.k.4. 1.7 Batch / Lot Number #1-1 —>.
4 (/productInstanceInstance)
<kind0fProduct classCode="MMAT” determinerCode="KIND">
{FormCode code="G. k. 4,1.9.2b" codeSysten="TRD-DoseForm"

codeSystenVersion="G, k. 4.r. 9. 2a">
) ¢l—'G.kK.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1- -1 —> -

. ¢le= G.k.4.1.9. 2b: Pharmaceutical Dose Form TermID #1-1 ——>
<originalTextG. k. 4. r. 9. I</originalText> !
<!— 6.k 4.7, 9.1: Pharmaceutical Dose Form (free text} #1- 1 —>

</faormCode>
¢/kindOfBroduct?
{/instance0fKind>
</consumable>

<1nboundRelat10nsh1p typeCade=" REFR">
<ohservation classCode="0BS” moodCode="EVN"> o
- . "{code code="28" codeSystem— #2.16. 840. 1. 113883, 3. 989, 2. 1. 1, 19" codeSystemVersion="1, 1"
dlsplayName— parentRouteUfAdmlnlstratlon'/) : '
<{value xsi’type="CE” code="G. k. 4. 1. 11. 2b” codeSystem="2. 16. 840, 1, 113883, 3.989. 2. 1. 1, 14"
codeSystemVersion="G. k. 4.r. 11, 2a"> : _
- <l— G.k.4.r.11.2a: Parent Route of Administration TermiD Version Date / Number #1-1
“¢l-- G.k.4.r.11.2b; Parent Route of Administration TermID #1-1 —>
<originalText>G. k. 4. 1. 11. 1{/originalText>
<= G.k 4.r.11.1: Parent Route of Administration (free text) #1-1 -
</value>
{/observation>
(/1nboundRelationsh1p>
{/substanceAdministration> - .
</outboundRelationship2>
(outboundReIatlonsh1p2 typeCode="COMP”>
¢!— G.k. 4. r: Dosage and Relevant Informstion (repeat as necessary) -2 -
<substanceAdm1nxstrat1on classCode="SBADM” moodCode="EVN">
. CtextdG. k. 4. r. B/ text>
¢l-= G.k.4.r.8: Dosage Text #1-2 —> -
¢effectiveTime xsi:type="SXPR.TS™>
{comp xsi:type="PIVL_TS">
<period value="10" unit="G.k 4.r.3°/>
¢l— G.k.4.1.2: Number of Units in the Interval #1-2 —> .
(I G. k.4.r.3: Definition of the Time Interval Unit #1-2 —=>
</comp>
<comp xsi:type="IVL TS operator— A"
Llow value="200901017/> i



[4
{I—G.k 4.1, 4: Date and Time of Start of Drug #1-2 -—>
<high value="20090101"/> '
<]— G.k.4.r.5: Date and Time of Last Administration #1-2 —
~{/comp>
{feffectiveTime> L R )
{routeCode code="G.k. 4. r, 10, 2h" codeSystem="2.16ﬁ840.1.113883.3.989.2.1.1‘14”
.codeSystemVersion="G. k. 4.1, 10. 2a”>
<l-- G.k.4.r.10. 2a: Route of Admlnlstratlon TermID Version Date / Number #1-2 "“)
<l G.k.4.1.10.2b: Route of Administration TerID #1-2 —>
{originalText>G. k. 4 r. 10. 1{/originalText>
<l-- G.k.4.r.10. 1: Route of Administration (free text) H1-2 -->
{/routeCode>
{doseQuantiiy value="10" unit="G.k. 4. x.1b"/>
<|-- G.k.4.1. 1a Dose (number) #1-2 -—>
<{!-- G.k.4.1.1b: Dose (unit) #1~2-—>
{consumable typeCode="CSM"> .
<instanceQfKind classCode="INST">
{productInstancelnstance classCode="MMAT" determlnerCode— INSTANCE >
{lotNumberText>G. k. 4, r. 7</TotNumberText>
<l G.k 4.7 7: Batch / Lot Number H#1-2 ~>
¢/productInstancelnstance>
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode code=”G.k.4.r.9.2b” codeSystem="TBD-DoseForm”

codeSystemVersion="6.k.4.1.9.2a"™> )
- G.k.4.r.9.25 Pharmaceutical Dose Form TermID Version Date / Number #1 2 —>"
<1-- 6.k 4.1. 9. 2b: Pharmaceutical Dose Form TermID #1-2 ——>
<or;g1nalText>G.k.4.r.9.1</or1g1nalText>
¢l G.k.4.1.9.1: Pharmaceutical Dose Form (free text) H#1-2 —>
{/formCode> .
</kindCGfProduct>
{/instance0fKind>
{/consumable)>

- {inboundRelationship typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16.840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1, 1”
d1splayName— parentRouteOfAdministration”/>
’ {value xsi:type="CE” code="G.k.4.r.11.2b" codeSysten="2. 16, 840, 1. 113883. 3. 989, 2. 1. 1. 14"
. codeSystemVersion="G. k. 4. r.11. 2a”>
) : <l— G.k.4.r.11.2a3 Parent Rbute of Administration TermID Version Date / Number #1-2
J— 6, k 4.1, 11, 2b: Farent Route of Administration TermID #1—2 —
{originalText>G. k. 4. r. 11, 1<{/original Text>
{}— G.k. 4.7.11.1: Parent Foute of Administration (free text) #1-2 —>
fvalued
{/observationy
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<!— 6.k 4. r: Dosage and Relevaht Information (repeat as necessary) #1-3 —>
{substanceAdministration classCode="SBADK"” moodCode— EVN">
<text>G. k. 4. r. 8</text>
<d— G.k.4.r.8: Dosage Text #1-3 —>
<effectiveTime xsi:type="SXPR_TS™>
{comp xsi:type="PIVL_TS">
{period value="10" unit="G.k.4.r.3"/>
{l— G.k.4.r, 2: Number of Units in the Interval #1-3 —>
{J— G k.4.r.3: Deflnltlon of the Time Interval Unit #1-3 —
</comp>
{comp xsi:type="IVL_TS” operator= AT
<low value="20080101"/>
{!— G.k.4.r. 4 Date and Time of Start of Drug #1-3 —>
- <width value="4" unit="G.k.4.r.6b"/> ‘
{!— G.k.4.r.6a: Duration of Drug Administration (number) H#1-3 —>
{l— G.k.4.r.6b: Duration of Drug Administration (unit) #1-3 —>
{/comp>
{/effectiveTime>
<routeCode code="G.k.4.r.10.2b" codeSYstem=”2.15.840.1h113883=3.989.2.1.1.14” !
codeSystemVersion="G. k. 4.1, 10, 2a"> .



<l— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-3 —>
. <{l— G.k.4.r 10.2b: Route-of Administration TermID #1-3 —>
<originalText>G. k. 4. 1. 10. 1</originalText> -
{l-- G.% 4.r.10.1: Route of Administration (free text) #1-3 —>
. &/routeCode>
- {doseQuantity value="10" unit="6.k. 4 r. 1b" />
¢l— G: k. 4. r. la Dose (number) #1-3 —>
<1<~ G, k.4.r.1b: Dose (unit) #1-3 —>
{consumahle typeCode="CSM">
<instanceOfKind c¢lassCode="INST">
<{productInstanceInstance classCode=" MMAT” determlnerCode— INSTANCE >
<lotNumberText>G. k. 4. r. T{/lotNumberText>
¢l— G. k. 4. 1.7: Batch / Lot Number #1-3 —>
¢/productInstancelnstance?
<kindOfProduct classCode="MMAT" determinerCode=" KIND >
. {formCode code= "Gk 4.r.9.2b" codeSystem="TBD-DoseForn”
codeSystenVersion="G. k. 4. 1, 9. 2a”>

(orlginalText)G.k.4.r.9.1</or1g1na1Text) -
{}— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-3 —
{/formCode>
</kind0fProduct>
{/instanceOfKind>
“¢fcorisumable> o .
* ¢inboundRelationship typeCode— REFR™> - [ ) : . ) v
{observation ¢lassCode="0BS” moodCode="EVN">.
{code code="28" codeSystem="2. 16. B40. 1, 113883 3. 989 2. 1 1.19° codeSystemVerslon— L1
displayName= parentRuuteOfAdmlnlstratlon ol
{value xsiitype= CE code="G. k. 4.1, 11. Zb codeSysten="2. 16, 840. 1. 113883 3.980.2.1.1.14"
codeSystemVersion="G. k. 4. r. 11. 2a">
: ’ : - {|— G,k 4.r. 11, 2a! Parent Route of Administration TermlD Version Date / Number #1-3°
_> | -
.<l—= G.k.4.1.11, 2b: Parent Route of Administration TermID #1;3 —>
originalText>G. k. 4. r. 11. 1</originalText>
¢l— G.k.4.r.11.1: Parent Route of Adm1nlstrat10n (free text) #1-3 ——>
{/value>
{/observation>
{/inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
¢l— G.k. 4.1: Dosage and Relevant Information (repeat as necessary) #1-4 —>
{substanceAdministration classCode="SBADM” moodCode="EVN™>
{text>G. k. 4. r. 8</text>
{)~—G.k.4.1.8: Dosage Text f#l-4 -—>
"CeffectiveTime xsiitype="SXPR_TS">
<comp xsiitype="PIVL_TS">
{period value="10" unit="G.k. 4 r.3°/>
¢1=—— G.k.4.r.2: Number of Units in the Interval #$1-4 —>
¢<!— G.k 4.r.3: Definition of the Time Interval Unit #l1-4 ——>
{/comp>
<comp Xsi:type="IVL_TS” operator="A">
{width value="4" unit="G.k 4.1.6h"/>
¢!— 6.k 4.1.6a: Duration of Drug Administration (number)' #1—4 -
{1— G.k 4. 1.6b: Duration of Drug Administration (unit) #1-4 —>
<high value="20090101"/>
¢1-- G.k.4.1.5: Date and Time of Last Admlnlstrat1on #1-4 -
</comp>
(feffectiveTime> .
<routeCode code— G. k. 4.1.10.2b” codeSystem=" 2 16. 840. 1. 113883 3.989.2.1. 1. 14"
codeSystemVersion="G. k. 4. r. 10. 2a"> :
¢! G.k.4.7.10.2a: Route of Administration TermID Version Date / Number #1-4 —>
¢1—= G.k.4. 1. 10. 2b:. Route .of Administration TermID #1-4 ——>,
{originalText>G. k. 4. 1. 10. 1</originalText>
<l== G.k.4.1.10,1: Route of Administration (free text) #1-4 —>
</routeCode> .
- {dosefuantity value="10" unit="G.k.4.r.1b"/>
¢I— G.k 4.z la Dose {number) #1-4 -—>

i



£l— G.k.4.1. 1b: Dose (unit) #i-4 —>
{consumable typeCode="CSM"> -
Linstance0fKind classCode="INST"»
<productInstanceInstance classCode="MMAT" determinerCode=" INSTANCE >
{lotNumberText>G. k. 4. r, 7{/1otNunberText>
<l~— G.k.4.r,7: Batch / Lot Number #I-4 ——>
</productInstancelnstance?
<kindOfProduct classCode="MMAT” determinerCode=" KIND b

{formCode code="6. k. 4.r.9.2b” codeSysten="TBD-DoseForm”
codeSystemVersion="G. k. 4. 1. 9. 2a"> - ‘ o )
<!~ G.k. 4.r. 9 2a: Pharmaceutical Dose Form TermID Version Date / Number #1-4 —>
- G. k. 4.r.9.2b: Pharmaceutical Dose Form TermID #1-4 —>
{originalText>G. k. 4. 1. 9. L{/originalText>
<J— G.kdr91: %mmmﬁmﬂDme%m(ﬁ%tuﬂ#k4—>
¢/formCode>
</kind0fProduct>
- ¢/instance0fKind>
{/consumable>

<inboundRelationship typeCode="REFR">
<observation classCode="0BS” moodCode="EVN™>
{code code="28" codeSystem— 2.16.840. 1. 113883. 3. 989, 2. 1. 1 19" codeSystemVers1on— .17
displayName="parentRouteOfAdministration”/>
{value xsi:type="CE” code="G.k.4,r.11.2b" codeSystem="2. 16. 840, 1. 113883.3.989.2.1.1.14"
codeSystemVersion="G. k. 4. r. 11, 2a™>
' ' ) <= G.k. 4.1. 11.2a: Parent Route of Administration TermID Versicn Date / Number #1-4
—
{l— G.k 4.r.11.2b: Parent Route of Administration TermID #1-4 -
{originalText>G. k. 4. r. 11. 1<{/original Text> .
¢{!— G.k.4.r.11.1: Parent Route of Administration (free text) #1-4 —>
{/value>
~ {/observation>
" </inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelaticnship2 typeCode="COMP™>
<!=— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-5 —>
{substanceAdministiration classCode="SBADM” moodCode="EVN">
{text>G. k. 4. 1. 8¢/text> o
¢! G.k.4.1.8: Dosage Text #1-5 ——>
<effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="IVL_TS">
low value="20090101"/>
<l— G.k.4.r.4: Date and Time of Start of Drug #1—5 -=>
<high- value="20090101"/> ‘
<l— G.k.4.r.5: Date and Time of Last Adm1nlstrat10n #1-5 =
{/ecomp>”
<comp xs5i:type="IVL_TS" cperator="A">
<width value="4" unit="G.k. 4.1.6b"/>
<{!— G,k 4.r.6a: Duration of Drug Administration (number) #1-5 —->
{d— Gk 4.r. 6b Duration of Drug Adm1nlstrat10n (unit) #1-5 -
{/comp>
<feffectiveTime>
<routeCodé code="G.k. 4. r.10.2b" codeSysten="2. 15, 840. 1, 113883, 3,989, 2. 1. L. 14"
codeSystemVerslon- G.k.4.r.10.2a™">
{I-- 6.k 4.1 10. 2a Route of Adm1n1strat10n TermID Version Date / Number #1-5 —
¢l-- G.k.4.1.10.2b: Route of Administratipn TermID. #1-5 —>
<originalText>G. k, 4. r. 10 1</or1g1nalText> '
<l G. k. 4.r.10.1: Route of Administration (free text) #1-5.-->
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<l~- G.k. 4.r.la Dose (number) #1-5 -->
¢l— G.k 4.r.1b: Dose (unit) #1-5 —>
{consumable typeCode="CSH">
- KinstanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
{lotNumberText>G. k. 4. r. 7¢/lotNumberText>
{l— G.k.4,7.7: Batch / Lot Number #1-5 —->
</productInstanceInstance’
<kindOfProduct classCode="MMAT” determinerCode="KIND">



<formCode code="G. k. 4.7.9.2b” codeSystem=”TBD-DoseForm”

codeSystenVersion="G.k. 4.r. 9. 2a">
: U—Gk&mﬂiaPanwanMWmehmmVummDMe/mmu#kS—)
<!— G.% 4.r.9.2b Pharmaceutical Dose Form TermID #1-5 —>
CoriginalText>G. k. 4. 1. 9. 1{/originalText>
<— Gk 4.1.9.1: Pharmaceut1cal Dose Form (free text) #1-b ——
. &/fornCode> i
{/kind0fProduct>
{/instanceCfKind>
{/consumable> ’ .
. <inboundRelationship typeCode="REFR” > . :
' ’ {observation classCode="0BS” moodCode="EVN"> -

{code code="28" codeSystemr 2. 16 840 1. 113883 3 989 2.1.L 19 cudeSystemVers:on— 1. 1
displayName= parentRouteOfAdmlnlstrat1nn Wi ‘ ‘
{value xsi: type CE code" G.k.4. r. 11 2b codeSystem— 9. 16. 840. 1. 113883. 3. 989, 2. 1 1. 14
codeSystemVer51on— G. k4. r.11. 247> )
“¢l— Gk 4.r 11. 2a: Parent Route of Adm1n15trﬂt10n TermID Version Date / Number #1 5
—>
¢!== Gk 4.1 11.2b: Parent Route of Administration TermID #1-56 ~>
<originaiText>G. k. 4.x, 11, 1{/originalText>
¢|— 6.k 4,1.11.1: Parent Route of Administration (free text) #1-5 —>
</value> ‘ . -
{/chservation> ’
¢/inboundRelationship>
{/substanceAdministration> -
- <{/outboundRelationship2>
ﬁoutboundRelat10nsh1p2 typeCode="COMP™> :
- ¢l— G, k.4. 1% Dosage and Relevant Information -{repeat as necessary) #1 5 —
<{substanceAdninistration classCode=" SBADM” moodCode=" EVN >
{text>G. k. 4. 1. B/ text>
{l— G.l.4.r. 87 Dosage Text #1-6 —>
{effectiveTime xsiitype="SXPR_TS™>
{comp xsi:type="PIVL_TS">
{period value="10" unit="G.k.4.1.3"/>
“¢!— G.k 4.t.2: Number of Units-in the Interval #1-6 —>
d—Gk4r 3 Def1n1t10n of the Time Interval Unit #1-6 —>
</compr
<comp xsiitype="IVL_ TS operator="A">
© Clow value="20080101"/>
¢!-- G.k. 4. 1. 4: Date and Time of Start of Drug #1-6 —>
<width value="4" unit="G.k.4.1. 6b" />
¢J]— @:k 4.r.6a: Duration of Drug Administration (number) #1-6 —>
<l— G.k 4.1 6b: Duration of Drug Administratien (unit) #1-6 —>
{/comp>
Leomp xsi:type="IVL_TS” operator= A"y
<high value="20090101"/>
{— G k. 4.1.5 Date and Time of Last Adm1n15trat10n #1-6 —>
<{/comp>
{/effectiveTime> -
<routeCode code— G. k. 4.r. 10. 2b” codeSystem— 2. 16.840.1, 113883, 3,989. 2. 1. 1. 14
codeSystemVerslon— G.k.4.r.10,2a">
¢l—- G.k.4.7.10.2a: Route of Administration TermID Version Date / Number #1 6 —>
<)-- 6.k 4.1.10.2b* Route of Administration TermID #1-6 —>
<originalText>G. k. 4. 1. 10, 1{/originalText>
¢<|—— G.k 4. 1. 10, 1: Route of Administration (free text) #1-6 —> .
{/routeCode> '
¢doseQuantity value="10" unit="G.k.4.r.1b"/>
¢!~ G. k. 4.r.1a Dose (number) #1-1 ——>
-~ G.k. 4.1, 1b: Dose (unit) #1-1 —>
{consumable typeCode="CS{">
{instanceOfKind classCode="INST™> -
- ¢productInstancelnstance -classCode="MMAT® deterninerCode="INSTANCE">
<lotNumberText>G. k. 4. r, 7¢/lotNumberText>
¢l— G.k.4.r.7: Batch / Lot Number #i-1 —>
{/productInstanceIlnstance> ) :
<kind0fProduct classCode="MMAT® determinerCode="KIND">
<fornCode code="G.k. 4.r.0.2b" codeSystgm=”TBD—DoseForm”

codeSystemVersion="G. k.4, r.9.2a">



<!-- G.-k.4.r.9.2b! Pharmaceutical Dose Form TernmID #1~§ —>
{originalText>G. k. 4. r, 9, i{/originalText> 1
<l— G.k.4.r.5:1: Pharmaceutical Dose Form {(free text) #1-6 —>
</fornCode> ‘
</kind0fProduct>
{/instance0fKind>
{/consumable>
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16. B40. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1"
displayName="parentRouteOfAdministration”/>
- {value xsi:type="CE" code="G.k.4.r.1l1.2b" codeSyétem='2.16.840.l.113883.3.989.2L1.1.14'
codeSystemVersion="G. k. 4.r. 11. 2a”> - . N : T
: <!-- G.k.4.r 11.2a: Parent Route of Administration TermID Version Date / Number #1-6
__> . . B
<{I— G.k.4.r.11. 2b: Parent Route of Administration TermiD §1-6 —>
{originalText>G. k. 4. x. 11. 1{/originalText>
{!— G, k4.1, 11.1: Parent Route of Administration (free text) #1-6 —>
</value> ) ’ -
{/observation> :
</inboundRelationship>
</substanceAdninistration>
</outboundRelat10nsh1p2>
<outboundRelationship? typeCode="COMP">
{!=- G.k.4.1: Dosage and Relevant Information (repeat as necessary) #1-7 —>
{substanceAdministration. classCode="SBADM" moodCode=" EVN >
{textdG. k. 4. r. 8</text>
<)-- Gk 4.1. 8 Dosage Text #1-7 —> -
{effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="IVL_TS">
<low value—”20090101”/>
<!-- 6.k 4.r. 4: Date and Time of Start of Drug #1-7 ——>
<{width value="4" unit="G.k, 4.r.6b"/> .
<!— G.k 4.r.6a: Duration of Drug Administration (number) #1-7 -
<l-—-G, k. 4.1, 6b: Duration of Drug Administration (unit) #1-7 —-»
{/comp>,
<comp xsi:type="IVL_TS” operator="A">
<high value="20090101"/> -
<{l— G.k.4.r.5: Date and Time of Last Administration #1-7 ~~>
</eomp>
</effectiveTime>
{routeCode code="G.k%. 4.r.10.2b" codeSystem=" 2 16. 840 1. 113883 3.969.2.1.1. 14"
codeSystemVersion="G. k. 4. r. 10, 2a”>
¢{l-- G.k.4.r.10. 2a: Route of Admlnxstrat1on TermID Version Date / Number #1“7 —>
¢l-- G.k.4.r.10. 2b: Route of Administration TermID #1-7 -->
<originalText>G. k. 4.r. 10. 1¢/original Text>
<!-- G.k.4.1.10.1: Route of Administration (free text) #1 7 —>
{/routeCode>
{doseQuantity value=" 10 ‘unit="G.k.4.r. 1b"/>
-~ G.k.4.r.1a Dose (number) #1-7 —>
{I— G.k.4.r 1b: Dose (unit) #1-7 —> -
<consumable typeCode="CSM">
{instance0fKind classCode="INST"> '
{productInstanceInstance classCode="MMAT” determinerCode="TNSTANCE" )
{lotNumberText>G. k. 4. r. 7</lotNumberText>
<!— G.k.4.r.7: Batch / Lot Number #1-7 —>
</productInstancelnstance®
" <kindOfProduct classCode="MMAT” determinerCode="KIND">

v

- {formCode code="G.k.4.r.9.2bh" codeSysten="TBD-DoseForm” ' -
codeSystenVersion="G. k. 4.1.9. 2a™>
. ¢{!-- G. k. 4.r. 9. 2a: Pharmaceutical Dose Form TermID Version.Date / Number #1-7 —>
¢!-= 6.k. 4.1.9.2b: Pharmaceutical Dose Form TermID #i-7 —=>
(or1g1naIText>G.k.4.r.9.1</or1g1na1Text>
<l 6.k 4.r.9.1: Pharmaceutical Dose Form (free text) #1- 7 —>
{/formCode>
{/kind0fProduct>
{/instance0fKind>
</consiumabled

-{inboundRelationship typeCode="REFR">



{ohservation classCode="(BS" noodCede="EVN">
¢code code="28" codeSystem=”2 16.840.1.113883.3.989.2.1.1.19’_codeSystemVersion=”1.l”
displayNawme= parentRouteOfAdmlnlstratlon W)l
{value xsi:type="CE” code="G.k. 4.1. 11 2b codeSystem— 2. 16, 840. 1. 113883 3.989.2.1.1.14"
codeSystenVersion="G. k. 4. r. L1. 2a">
. = Gk 4.r.11.2a: Parent Route of Administration TermID Version Date / Number #1-7
-
<[-—'G.k.4.r;ll.2b: Parent Route of Administration TermID #1-7 —>
<originalText>G.k.4.r.11.1</originalText>
¢]— G.k.4.1.11.1: Parent Route of Administration (free text) #1-7 —>
{fvalue> . .
¢/observation> )
{/inboundRelationship> ~
{/substanceAdministration>
{/outboundRelationship2>
{outhoundRelationship2 typeCode=" SUMM >
(observation classCode="0BS" moodCode="EVN"> o
. ) {code code="14" codeSystem— 2. 16 840 1.113883,3.980.2.1.1. 19" codeSystemVersion="1.1"
displayName="cumulativeDoseToReaction™/>
¢value xsiitype="PQ” value="10" wnit="G.k. 5b"/>
<1—— G.k.Ba: Cumulative Dose to First Reaction (humber) #1 —>
¢1-~ G. k. 5b: Cumulative Dose to First Reaction (unit) #1 —>
{/observation> :
{/outhoundRelationship2>
¢outboundRelationship2 typeCode="PERT">-
<ohservation classCode="0BS™ moodCode="EVN">
code code="16" codeSystem="2, 16. 840. 1. 113883, 3. 989, 2 1.1.19” codeSystemVers1on— 1.1
displayName="ggstationPeriod”/>
<value xsi'type="PQ" value="10" unit="G.k. 6b"/>
¢l G.k.Ba: Gestation Period at Time of Exposure {number) #1 -->
" ¢{l-- G,k.6b: Gestation Period at Tlme of Exposure (unit) #1 —>
. {/observation> ]
</outboundRelationship2> -
<onthoundRelationship2 typeCode="PERT™>
" {observation classCode="0BS" moodCode="EVN">
{code code="31" codeSystem— 2. 18. 840. 1. 113883. 3. 989 2.1.1. 19" codeSystemVersion="1.1"
displayName= “recurrance0fReaction”/> -
) <value xsi:itype="CE” code— G. k.9.1.47 codeSystem— 2. 16. 840, 1. 113383 3. 989 2.1.1.16”
codeSystemVersion="1.0"/>
¢1— G.k:9.i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #1 —>
<outboundRelationshipl typeCode="REFR™>
<actReference classCode="0BS” moodCode="EVN">
{id root="154eb880-068b-45f2-a02f-42d4d6£4667L" />
{/actReference)
{/outbolndRelationshipl>
~ </observation>
¢/outboundRelationship2>
<outhoundRelationship2 typeCode="PERT"> N
{observation classCode="0B5” moodCade="EVN">
: <code code="31" codeSystem="2. 16. 840, 1. 113883, 3. 989 2.1.1. 19" codeSystenVersion="1.1"
dlsplayName— recurrancerReactlon "/
{value xsi: type— CE code— G.%. 9. 1 4" codeSystem="2. 16. 840 1.113883.3.989.2.1. 1. 16"
codeSystemVersion= 1.0”/)
’ ¢t— G.k.9.i.4: Did Reaction Recur on Re-administration? Drug #1, Reaction #2 ——)
. {outboundRelationshipl typeCode— REFR™>
<actReference classCode="0BS” moodCode="EVN">
<id root="2baa2Bd6-cleB-4efic-93e9-5bB60L314220" />
{/actRefererce>
{/outboundRelationshipl>
{/observation>
</vutboundRelationship2>
<outhoundRelationship? typeCode="REFR™>
<{observation classCode="0BS” moodCode="EVN"> .
. . " <code code="9" codeSystem="2. 16, 840, 1. 113883 3. 989 2. 1. 1 19" codeSystemVersion="1.1"
displayNeme="codedDrugInformation”/> L .
¢value xsiitype="CE” code="G.k 10.r” codeSystem=”2.16.840.1.113883.3.989.2.1.1.17”

v

codeSystenVersion="1.0"/> ]
’ ¢l— G.k. 10.7: Additional Information on Drug (coded) (repeat as necessary) #1-1 -—>
{/observation>



{/outboundRelationship2>
<outboundRelationship2 typeCode="REFR">
{observation classCode="0BS" moodCode="EVN">
{code code="9" codeSystem="2.16.840. 1. 113883. 3. 989 2.1.1.19” codeSystemVersion="1.1"
displayName="codedDrugInformation”/>
<value xsi'type="CE” code="G.k.10.r" codeSystem="2.16.840. 1. 113883.3.989.2.1.1.17"
codeSystenVersion="1.0"/> - ‘ : ' . -
<l— 6.k 10, r: Additional Information on Drug {coded} (repeat as necessary) #1-2 —>
{/obsérvation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN">
: {ccde code="2" codeSysten="2.16.840. 1. 113883. 3. 989. 2. 1. L. 19" - codeSystemVersion="1.1"
d1sp1ayName‘ additionalInformation”/> -
<value xsi:type="ST">G.k. 11</value>
<|— G.k.11: Additional Information on Drug. (free text) #1 —>
</chservation>
(/outboundRelatlonshlpZ)
<inboundRelationship typeCode=" RSON >
" {observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystem='2.16.840.1.113883.3.989.2.1.1.19” codeSystemVersion="1, 1"
‘displayName="indication”/>
' <va1ue xsi: type- CE code="G. k 7.r.2b" codeSystem="2, 16, 840, 1. 113383, 6. 163
codeSystemVersion="G. k. 7.r. 2a”>
<I— G.k.7.7.2a% MedORA Version for Indication #1-1 ==>
¢!— Gk 7.r.2b: Indication {MedDRA code) #1-1 —>
- CoriginalTextdG. k. 7.r. 1</originalText>
<J-- G.k.7.r.1: Indication as Reported by the Prlmary Source’ #1-1 —>
</value> .
{performer typeCode="PRF">
<assignedBntity classCode="ASSIGNED"> ' ’
<code code="3" codeSystem="2.16.840. 1. 113883.3. 989. 2. 1. 1. 21" codeSystemVersion="1, 0"
displayName="sourceReporter”/> : L
{/assignedEntity>
{/performer>
{/ohservaticn®
. {/inboundRelationship>
{inboundRelationship typeCode="RSON">
{observation classCode="0BS” moodCode="EVN" >
- <code code="19" codeSystem="2, 16, 840, 1, 113883, 3. 989. 2. 1. 1. 19" c:on:leSystemVersit)n="1.l’r
displayNamee’indication”/)
<value xsiitype="CE” code="G.k.7.1.2b" codeSystem— 2, 16 840, 1. 113883, 6. 163"
codeSystemVerslon— G. k. 7.r.2a"
<l— G.k.?.r.Za. MedDRA Version for Indication #1-2 —
{l~= G.k.7.1.2b: Indication {MedDRA code) #1-2 —>
originalText>G, k. 7.1, 1</originalText>
J— Gk T.r.1: Indlcat1on as Reported by the Primary Source #1 2 —>
</value>
<{performer typeCode="PRF">
{assignedEntity classCode="ASSIGNED">
<code cede="3" codeSystem="2. 16, 840, 1, 113883. 3, 989. 2, 1. 1. 21" codeSystemVersion="1.0"
displayName="sourceReporter” /> ’
’ {/assignedEntity>
</performer>
</observation> )
{/inboundRelationship>
{inboundRelationship typeCode="CAUS">
Cact classCode="ACT” moodCode="EVN™>
. Scode code="G. k. 8" codeSystem="2, 16, B40. 1. 113883. 3. 989. 2. 1. 1. 15" codeSystemVersion="1.0%/>"
<l-- 6.k 8 Action(s) Taken with Drug #1 —>
. ) {/act>
' {/inboundRelationship> i
{/substanceAdministration> :
{/component>
<!=~ G.k Drug(s) Information (repeat as necessary) #2 - -
{component typeCode="COMP">
{substanceAdministration classCode="SBADM” moodCode— EVN™>
<id reot="68d6f5ce-3b3b-45c7-02dd-60e06730c3a8”/> -
- <consumable typeCode="CSM">

5



{instance0fKind classCode=" INST >
. <kind0fProduct classCode="MMAT" determlnerCode— KIND">
<code code="G.k%.2.1.2b" codeSystem="TBD-PhPID" codeSystemVersion="G.k. 2. 1. 2a />
<1— 6.k. 2, L. 2a% PhPID Version Date / Number #2 —>
¢l— G.k.2.1.2b! Pharmaceutical Product Identifier (PhPID) #2—.
Cname>G. k. 2. 2</name> .
{l— G.k.2.2: Medicinal Product Name as Reported by the Primary Source #2 —>
" {asManufacturedProduct classCode="MANU">
<subject0f typeCode="SBJ">
{approval . classCode="" CNTRCT” moodCode— EVN™>
¢id extension="G.k.3.1” root="2.16.840. 1. 113883. 3. 989.2.1.3.4"/>
I—6.k3.1: Authorlsatlon / Application Number #2 —> '
<holder typeCode="HLD">
<role classCode="HLD™>
<playingOrganization classCode- ORG determlnerCode— INSTANCE >
* {name>6. k. 3. 3</hame -
¢e- .k 3.3 Name of Holder / Applicant #2 —>
¢/playingQOrganization>
" </role>
</holder>
{author typeCode="AUT"}
{territorialAuthority classCode= “TERR">
<territory classCode="NAT”- determinerCode="INSTANCE™>
{code code="G.k. 3.2 codeSystem="1, 0. 3186.1.2.2"/>
“¢!— G.k. 3.2: Country of Aﬂthorlsat1on 4 Appllcatlon #2 —>
</terr1t0ry>
(/terr1t0r1alAuthor1ty>
</author>
<pert1nentInformatlon typeCode— PERT">
<policy classCode="POLICY” moodCode— EVN™>
: ¢code code="J2.5.k” codeSystem— 2.16.840, 1.113883.3.980,5.1.3.2. 1, 47
codeSystemVersion="1.0"/>
‘ U“ﬂmmjkiHﬁﬁ@%%%wuzﬂgﬁ%#2*>
</policy>
</pert1nentInformat10n>
{/approval>
{/subject0i>
{subjectOf typeCode— SBI">
<characteristic classCode="0BS” moodCode="EVN">
: <code code="1" codeSystem="2. 16, 840. 1. 113883 3. 989.5.1.3.2.1.10
codeSystenVersion="1. 0 dlsplayName—'%ﬁEEEEnnggﬂjikﬂﬂEiﬁ} />
<value xsi:type="CE" mﬁ—ﬂ4k wﬁwﬂm—2w8@113%33%&5L&2L3
.codeSystemVerslon— 1.0°/>
<= @@872. 4. k: ﬁE%un%@ﬁmgﬁ 2 —>
{/characteristic>
' ¢/subject0f>
{/asManufacturedProduct>
{ingredient classCode="ACTI">

<{quantity>
<(numerator value="10", mﬂ—&k&&n%/)
¢l— G.k.2.3.r.3a Strength (number) #2-1 —> N
¢!— G.k 2.3.1.3b! Strength (unit) #2-1 -
<denominator value="1"/)
{/quantity>

{ingredientSubstance classCode— MMAT determinerCode="KIND">
E : : <code code="G.k.2. 3.r.2b" codeSystem="TBD-Substance”
codeSystemVersion="G. k. 2.3.r.2a"/>

—>

</1ngred1ent5ubstance>
{/ingredient>
. <ingredient classCode="ACTI">
<quantity>
<mmmﬁrmh&lOuthk£JmJVﬁ
{l— G.k.2.3.r.%: Strength {number) #2-2 —>
- G.k.2.3.r.3b: Strength (unit) #2-2 —



<denominator value="1 />

</quant1ty)
-{ingredientSubstance clasqude=”MMAT” determinerCode="KIND">
- ‘ {code code="G.k.2.3.1.2b" codeSystem="TBD-Substance”
codeSystemVersion="G.k 2. 3. r. 2a”/> .
] ‘ {}— 6.k 2.3.r. 2a:_ Substance / Specified Substance TermID Version Date/Number #2-2 —
>
i <!— G.k. 2, 3.r. 2b Substance / Specified Substance TermID #2-2 mﬂ)

. <name>G. k. 2. 3. . 1</name>
{l— G.k.2.3.r. 1: Substance / Specified Substance Name #2-2 —>
{/ingredientSubstance> .
¢/ingredient °
{/kindOfProduct>
{subject0f typeCode="SBI">
{productEvent classCode="ACT” moodCode="EVN" )
{code code="1" codeSystem— 2. 16. 840, 1. 113883, 3, 089, 2 1.1. 18 codeSystemVer51on— L.0"
displayName="retailSupply”/>
{performer typeCode="PRF"> ‘
<{assignedEntity classCode="ASSIGNED">
<represented0rgan12at10n classCode="0RG" determ1nerCode— INSTANCE™>
{addr> |
{eountry»G. k, 2. 4{/country>
{J— G.k. 2. 4! Identification of the Country Where the Drug Was Obtained #2 —>
{faddr>
{/representedOrganization>
</assignedEntity>
{/performer>. ,
{/productEvent>
{/subject0f>
) <subjectQf typeCode="SB]">
<observationEvent classCode="0BS” moodCode="EVN">
<code code="2" codeSystem="2.16.B840.1.113883.3.989.5.1.3.2,1,1¢"
codeSystenVersion="1. 0" displayNeme="—fFHEHE LD AERE"
<value xsi:type="CE” code="J2.6.k" codeSystem="2.16, 840, 1, 113883, 3.989.5.1.3.2.1.'5”
codeSystenVersion="1.0"/>
: <l— @68J2.6:k: mﬂxﬁlEﬁmo)\ﬁ%% 2
</observationEvent>
<{/subjectOf> .
</instance0fKind> )
{/consumable> '
<outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k. 9.1i.3.1b"/>
. {!— 6.%.9.1.3, 1a; Time Interval between Beglnnlng of Drug Admlnlstratlon and Start of
Reaction / BEvent (number) Drug #2, Reaction #1—> .
o 6. % 9.1.3. 1b: Time Interval between Begimning of Drug Administration and Start of
Reaction / Event (unit) Drug #2, Reaction #1 —> .
<actReference classCode="0BS” meoodCode="EVN">
<id root="154eb8B9-958b-45F2-a02f-42d4d6£4657F" />
{/actReference>
</outboundRelatlonsh1pl>
{outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>
) €l G, k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reactlon / Event
(number) Drug #2, Reaction #1 —>
) {d— 6. k.9.1.3.2b: Time Interval between Last Dose of Drug and Siart of Reaction / Event
{unit) Drug #2, Reaction 1 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="154¢b889- 958b—45f2—a02f—42d4d6f4657f I
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
" <pauseQuantity value="10" unit="G.k. 9.i.3.1b"/>
¢l-- G.k.9.1.3.1a: Time Interval between Beginning of Drug Administraticen and Start of
Reaction / Event (number) Drug #2, Reaction #2 —>
<{]— 6.k.9.4.3. 1b: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (unit} Drug #2, Reaction #2 —>
<actReference classCode="0BS” moodCode="EVN" >
<id root= 2baa2Bdﬁ—c998—4960-93e9—5b860b314220 ”
</actReference>



</outboundRelationshipl>
. <outboundRelaticnshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k.9.1.3.2b"/>
" ¢1— G.k.9.i.3.2a! Time Interval between Last Dose of Drug
(number) Drug #2 Reactlon #2 —
CJ— G. k.9 1.3 2b: T1me Interval between Last Dose of Drug
(unit) Drug #2 Reaction #2 =
(actReference classCode="0BS” moodCode=" EVN™>
{id root= 2baa28d6—c9e8—4e60-93e9—5h860b314220”/>
{/aciReference> .
</vuthoundRelationshipi>
<outhoundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit= "6.k. 9. 1.3. 1b"/>
‘ © ¢l-— 6.k 9.i.3.1a: Time Interval between Beginning of Drug
'Reactlon / Event (number} Drug. #2, Reaction #3 —> -
o <l— 6. k/9:1:3:1b! Time Interval between Beg1nn1ng of Drug
Reactlon / Event funit) Drug #2, Reaction #3 —>
CactRefersnce classCode="CBS” moodCode="EVN">
<id root="3aB626ch-9f 1b-4ea8-8a0f—e0ff34430adf” />
{/dctReference>
</outboundRelationshipl>
<outboundRelationshipl- typeCode="SAE">
{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
: <l—- 6.k 9,1, 3.2a: Time Interval between Last Dose of Drug
(number)  Drug #2, Reaction #3 —>
- G.k.9.1.3.2b Time Interval betweén Last Dose of Drug
(unit} Drug #2, Reaction #3 —»
: {actReference classCode="0BS”~ maodCode— EVN™>.
T <id reot= 3886260b—9f1b—4eaBHSa0f—e0ff34430adf”/>
</actReference> .
¢/outboundRelationshipl> -
<outboundRelationshipl typeCode="SAS™>
<{pauseQuantity value="10" wnit="G.k.9.i.3.1b"/>
{!~- G.k.9.1i.3.1a! Time Interval between Beginning of Drug
Reaction / Event (number) Drug #2, Reaction #4 —>
{l— 6.%.9.4.3. 1b: Time Interval between Beginning of Drug
Reaction / Event (unit) Drug #2, Reaction #4 ——>
{actReference classCode=" OBS moodCode="EVN">
<id root="2e99840f-08b4-499c—80ff~dd8416f4f8a5" />
{/actReference®
</outboundRelationshipi>
CoutboundRelationshipl typeCode="SAE™> -
<pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
‘ ¢l—— G.%.9.i.3.2a: Time Interval between Last Dose of Drug
(number) Drug #2, Reaction #4 —> ‘ : -
. {l— G.k.9.1.3.2b: Time Interval between Last Dose of Drig
. (unit) Drug #2, Reaction #4 ——> -
{actReference classCode="0BS” moodCode— EVN">
<id root= 2999840f—08b4—4996-80ff-dd8415f4f8a5”/>
{/actReflerence>
- ¢/outboundRelationshipl>
-<outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k. 9.i.3.1b />
¢l— G:k.9.1. 3. la: Time Interval between Beginning of Drug
Reaction / Event {number) Drug #2, Reaction #5 —>
o 6.k 9.1.3. 1b: Time Interval between Beglnnlng of Drug
Reactlnn / Event (unit) Drug #2, Reaction #5 ——»
{actReference classCode="0BS" moodCode="EVN">
<id root= 1071064c-cf10—4a3b—83c1-34f9ddb7ea6d />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">

“

{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>

¢l— 6.%.9.4.8.2a: Time Interval between Last Dose of Drug
{number) . Drug #2, Reaction #5 —>

¢<l— 6.k 9.i.3.2b: Time Interval between Last Dose of Drug

{unit) Drug #2, Reaction #5 —
{actReference classCode="0BS" moodCode="EVN">
<id root="107Ti064c-cf10-4a3b-83c1-34f9ddhTeadd” />

and Start of Reaction / Event

and Start of Reaction / Event

Adninistration and Start of

Administration and Start of

and Start of Reaction / Event

and Start of Reaction / Event
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Administration and Starf of

and Start of Reaction / Event

and Start of Reactfon / Event

Administration and Start of
. i

'

‘Administration and Start of -

.

and Start of Reaction / Event

and Start of Reaction / Event



{/actReference>
</outboundRelationshipl®
{outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" wnit="G.k.9.i.3.Ib"/>
- <! G.k.9.i.3. 1a: Time Tnterval between Beginning of Drug Administration and Start of
Reaction / Event (number) Drug #2, Reaction #6 —
<!-- 6.k 9.1.3.1b: Time Interval between Beg1nn1ng of Drug Administration and Start of.
Reaction / Event (unit) Drug #2, Reaction #6 ~—-
<actReference classCode="0BS" moodCode="EVN">
{id root="1f327283- 10b6~4334-9d43-e025640fb18F" />
{/actReference>
© ¢foutboundRelationshipl> -
{outboundRelationshipl typeCode="SAE">
<pauseQuantity value="10" unit="G.k.9.i.3 2b"/>
<{!— 6. k. 9.i.2 2a: Time Interval between Last Dose of Drug and Start of React1on / Event
(number) Drug #2, Reaction #6 —>
- G.k 9.i.3. 2b Time Interval between Last Des¢ of Drug and Start of Reaction / Event
(un1t) Drug #2, Reaction # —>
<actReference classCode="0BS" moodCode— EVN">
<id root=" 1f927283"10b6—4334—9d43—9925640fb1Sf />
{/actReference?
</outboundRelaticnshipl)
<outhoundRelationghipl typeCode="SAS”>
_{pauseQuantity value="10" unit="G.k 9.i.3. 1b"/>
<l— 6. k.9.i.3,1a! Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (number) Drug #2, Reaction #7 - :
{I— 6.k.9.i.3 1b: Time Interval between Beginning of Drug Admlnlstratlon and Start of
Reaction / Event {unit} Drug #2, Reaction #7 —>
<actReference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-h6bb-celdbc273d8e” />
</actReferance>
</outboundRelationshipl>
{outboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k.9.1i, 3. 2b*/>
¢}— G.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event
(number) _ Drug #2, Reaction #7 ——
{1+~ G.k.9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event
(unit} Drug #2, Reaction #7 —>
<actReference classCode="0BS" moodCode="EVYN">
. <id root="e0342969-38be—-423f- bﬁbb—ce14b0279d3e />
</actReference>
</outboundRelationshipl>
<outboundRelaf10nsh1p1 typeCode="545">
{pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
{!— 0.k 2.1.8.1a! Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (number) Drug #2, Reaction #8 —> -
¢!— 6.k 9.1i.3.1b: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (unit) Drug #2, Reaction #8 —>
LactReference classCode="0BS” moodCode— EYN” >
<id root= al5be092~8070—426d—af04—686326344360 o
¢/actReference>
</outboundRelationshipl?
{outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k.9.i.3.2b"/>
<I— G:k.9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event-
(number) Drug #2, Reactlon #8 —>
<!— 6.k 9,i. 3 2b Time Interval between Last Dose of Drug and Start of Reaction / Event
(unit) Drug #2, Reactlon #8 —
{actReference classCode="08S" moodCode="E¥N”>
<id root="albhe(92-8070-426d-af04-6363263443:0"/> - . ' -
{/actReference} ‘
</outboundRelationshipl>
{outboundRelationship2 typeCede="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="6" codeSystem="2. 16.840. 1. 113883. .3.989.2. 1. 1. 18" codeSystemVersion="1. 1"
displayName="blinded”/>
{value xs1-typ§— “BL” value="true”/>
<{l—— G.k.2.5: Investigational Product Blinded #2 —>
{/observation®



{/outboundRelationship2>
<outboundRelationship? typeCode="COMP">
¢l-- G.k 4.r : Dosage and Relevant Information (repeat a8 necessary) #2—1 —
{substanceAdministration classCode» SBADM” moodCode="EVN™>
{text>G. k. 4. r. 8<{/text>
¢l-- G.k.4.1.8: Dosage Text #2-1 —>-
¢effectiveTime xsi:type="IVL_TS™
<low value="20080101"/>
“¢{!-- G. k. 4.r. 4% Date and Time of Start of Drug #2-1 -->
<high value="20090101"/> -
¢l=~'6.k 4.1.5° Date and Time of Last Admlnlstratlon #2—1 -
{feffectiveTimed
<routeCode code="G.k. 4 1. 10 2™ codeSystem— 2.16. 840. 1 113883,3,989.2. 1. 1. 14"
codeSystemVer51on— G. k. 4 r. 10, 2a™>
]~ G.k.4.7.10. 2a: Route of Administration TermID Version Date / Number- #2-1 —
¢+ G, k.4.1. 10, 2b: Route of Admifiistration TermID #2-1—->+ -
<originalText>G. k. 4. . 10. 1</or1g1nalText>
¢l— G.k.4.r.10.1: Route of Administration -{free text) #2-1 —>
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
¢l— 6.k.4.7.1a Dose (number) #2-1—>
¢<l— G.k.4.r.1b: Dose (unit) #2-1 ——>
{consumable. typeCode="CSM">
(1nstance0fK1nd classCode="INST">
- ¢productInstanceInstance classCode="] MMAT determinerCode="TNSTANCE™> -
{lotNumberText>G. k. 4, r. 7¢/1otNumberText>
<l— G.l.4.7.7: Batch / Lot Number #3-1 —>
<¢/productInstancelnstance> ‘ .
<kindOfFreduct classCode="MMAT” determinerCode="KIND"> - -

. (formCode code= "G. k4.1, 9. 2b7 codeSystemr TBD-DoseForm”
codeSystemVersion="G. k. 4. r. 0. 22" .
B : e G.k.4.r.9.2a: Pharmaceutical Dose Form TermID) Version Date / Number #2-1 —
¢!—- G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-1 —>
<0r131nalText>G.k.4.r.9.1</or1g1nalText>
- 6Gkdirol: %meuwﬂDme%m(ﬁwtud#%l—>
{/formCode> :
{/kindOfProduct>
{/instance0fKind>
</consumable> )

<1nboundRelat10nsh1p typeCode— REFR™>
<observaticn classCode="0BS” moodCode="EVN">
{code code="28" codeSystem="2. 16. 840. 1. 113883 3, 989 2.1.1.197 codeSystemVerslon— .17
displayName= parentRouteDfAdm1n1stratlon 77>
- Kvalue xsi: type— "CE” code=”G.k.4.r.11.2b' codeSystem=”2.16.840.1.113883.3.989.2.1.1.14
codeSystemVersion="G. k. 4. r. 11. 2a"> .
: ' : <]— G.k.4.r.11.2a! Parent Route of Adninistration TermID Version Date / Number #2-1
.r-.> ; Y
‘ <|— G.k.4.r.11.2b: Parent Route.of Administration TermID #2-1 —>
‘ ) CoriginalTextdG. k. 4. r. 11. 1</original Text>
! : " ¢l— G.k-4.1.11. 1! Parent Route of Administration (free text) #2-1 —>
{/value>
{/ohservationy
¢/inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
{puthoundRelaticnship2 typeCode=" COMP >
¢le— G k. 4.r: Dosage and Relevant Information (repeat as necessary) #2-2 —>
<substanceAdministration classCode="SBADM" mocdCede="EVN">
{text>G k. 4. 1. 8BS/ text>
== Gk 4.r.8' Dosage Text H2-2 —> -
{effectiveTime xsi:type="IVL_TS™>
<low value="20090101"/>
¢{l—- G.k 4. 1. 4: Date and Time of Start of Drug #2-2 —>
<width value="4" unit="G.k.4.r.6b"/>

L ¢}-~ G.k 4.r.6a: Duration of Drug Administration (number) #2-2 —->
¢l-— G.% 4 r.6b: Duration of Drug Administration (unit) ¥2-2 -->
¢/effectiveTimer

- (routeCode code="G. k. 4. T 10. 2b” cndeSystem— 2, 16. 840 1. 113883 3.989.2.1. 1. 14
codeSystemVerslon— "G k. d.r. 10.28"



{l-- G.k.4.7.10. Za: Route of Administration TermID Version Date / Number #2-2 ——>
<I— G.k. 4.1.10.2b: Route.df Administration TermID #2-2 —>
{originalText>G. k. 4. r. 10. 1</original Text> :
{!-— G.k.4,1.10. 1: Route of Admlnlstrat1on (free text) #2-2 ——>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
1= G.k.4.1. la Dose (number) #2-2 —>
{!~~ G.k.4.r.1b: Dose (unit) #2-2 —>
{consumahle typeCode="CSM">"
{instance0fKind classCode="INST">
{productInstanceInstance classCode="MMAT" determinerCode="INSTANCE">
<lotMumberText>G. k. 4. r. 7¢/IotNumberText>’
{!-- G.k.4.r. 7' Batch / Lot Number #2-2 —>
{/productInstancelnstance’
<kindOfProduct classCode="MMAT" determinerCode="KIND">
{fornCode code="G.k.4.r,9,2b" codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r. 9. 2a™> : '
' . <l—— 6.k 4. r.9.2a: Pharmaceutical Dose Form TermID Versien Date / Number #2-2 -
{!— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #2-2 —>
<originalText>G. k. 4. 1. 9. 1{/originalText>
-6 k491 Pharmaceut1ca1 Dose Form (free text) #2—2 —>
</fornCode> .
</kind0fProduct>
{/instanceQfKind>
{/consumable>
<inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN">
{code code="28" codeSystem="2. 16, 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<yalue xsi:type="CE” code="G.k. 4.z.11. 2b" codeSysten="2, 16. 840. 1, 113883. 3. 989. 2. 1.1, 14"
codeSystenVersion="G. k. 4. r. il. 2a™> ! . .
: <]—"G.k.4.r.11. 2a: Parent Route of Administration TermID Version Date / Number #2-2
__> b .
{l-= 6.k.4.r.11.2b: Parent Route of Administration TermID #2-2 —>
{originalText>G. k.'4. r. 11. 1¢{/original Text>
-G k4 r1l.1: Parent Route of Adm1n1strat1on (free text) #2—2 -—>
{/value>
. {/observation>
I </inboundRelationship>
{/substanceAdministration®
{/outboundRelationship2>»
{outboundRelationship2 typeCode="COMP"> .
¢l=- G.k. 4.r: Dosage and Relevant Information (repeat as necessary) #2-3 —> '
<substanceAdministration classCode="SBADM” moodCode="EVN"> o
<textdG. k. 4. T. 8</fext> )
<I-- G. k4. 1.8 Dosage Text #2-3 —> .
{effectiveTime x5i:type="IVL_TS">
<width value="4" unit="G.k. 4.1.6b"/> ]
{}~~ G.k. 4.r.6a: Duration of Drug Administration (number) #2-3 —->
¢!~ G.k.4.1.6b: Duration of Drug Administration (unit) #2-3 -2
<high value="20090101"/>
{l— G.k.4.1.5: Date and Time of Last Administration #2-3 —>
</effectiveTime>
<routeCode code="G.k. 4.r.10.2b” codeSystem="2. 16. 840. 1, 113883.3.980. 2. 1. 1.14"
codeSystemVersion="G. k. 4. r. 10. 2a >
’ -Gk 4r 10 Za: Route of Administration TerwID Version Date / Number #2-3 —>
<l=- G.k.4.r, 10. 2b: Route of Administration TermID #2-3 —
<originalText>G. k. 4. 1. 10. 1</originalText>
d--G.k.d.r101: Route of Administration (free text) #2—3 —>
" </routeCoder
{doseQuantity value="10" unit="G.k.4.r.1b"/> _ ‘ . '
<l— 6.k 4.1. la Dose (number) #2~3 —>
<l-- G.k.4.r.1b: Dose (unit) #2-3 —>
<consumable typeCode="CSM">
¢instanceOfKind classCode="INST">* :
{productInstancelnstance classCode="MMAT” determ1nerCode— INSTANCE >
<{lotNumberText>G. k. 4. r. 7{/lotNumberText>
<l— G.k.4.r.7: Batch / Lot Number #2-3 -‘)
</productInstanceInstance>

i



<kindOfProduct classCode="MMAT” determinerCode="RIND™>
<foruCode code= G.k.4.r.9.2h codeSystemA TBD- DoseForm” -

codeSystenVersion="6. k. 4. r. 9, 2a™>
J— G.k.4.r.9.2a Pharmaceutical Dose Form TermlD Version Date / Number #2—3 —
{I— G.k.4.r.9. 2b: Pharmaceutical Dose Form TermID #2-3 —>
{originalText>G. k. 4. r. 9. 1{/originalText>
¢}-- G.k.4.r.9.1: Pharmaceutical Dose Form (free ‘text) #2-3 —
{/formCode>
{/kindQfProduct>
. {/instance0fKind>
{/consumable>

_ ¢inboundRelationship typeCode="REFR">
' (observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystem— 2.16,840. 1. 113883 3. 989 2. 1.1 19 codeSystenVersion="1. 1"
displayName= parentRouteOfAdmlnlstratlon W
) <value xsi:type="CE” code—”G k.41, 11 2b” codeSystem— 2 16.840.1. 113883 3.984, 2. 1 1 14"
codeSystemVersion=fG.k.4.r.ll.Za >

o <= G.k.4.r.11.23: Parent Route of Admlnlstratlon TermID Version Date / Number #2-3
N o . " .
- <!~ 6.k 4.7.11.2b: Parent Route of Administration TermID #2-3 ~=>
<originalText>G. k. 4. r. 1L. 1</or1g1na1Text>
<{l— G.k.4.r.11:1: Parent Route of Administration (free text) #2-3 —>
{/value>
¢/cbservation> ] ) .
¢/inboundRelationship> -
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship? typeCode="COMP*> - . !
¢l— G.kod.r} Dosage and Relevant Information (repeat as necessary} #2-4 —>
<substanceAdministration classCode="SBADM” noodCode="EVN">
{textG. k. 4. r. 8(/text>
¢1— G.k.4.r.8: Dosage Text H2-4 —>
CeffectiveTime xsi:type="SXPR_TS"> P
~{comp xsi:type="PIVL_TS™>
{period value="10" unit="G.k.4.r.3"/>
U= Gk 4T 2 Number of Units in the Interval #2-4 —>
d—Gk4r 3 Def1n1t10n of the Time Interval Un1t H2-4 —>
{/comp?
<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
¢!=- G.k 4.1.4: Date and Tlme of Start of Drug #2—4 -
¢/compy
{feffectiveTime>
¢routeCode code="G.k. 4.r.10, 26" codeSystem="2. 16. 840 1.113883.3.989.2. 1.1, 147
codeSystenVersion= "Gk 4.1, 10 2a%>
<I— G.k.4.r.10. 2a? Route of Administration TermID Ver31on Date / Number #2-4 —>
<|-="G.k. 4.7, 10. 2b: Route of Administration TermID #2-4 —>
<eriginalText>G. k. 4. r. 10, 1<{/originalText>
- = <1— G.k. 4. r.10.1: Route of Administration (free text) 24 —>
~ {/routeCode>
- ¢doseQuantity value="10" unit="G.k.4.1.1b"/>
{J— G.k. 4.r.1la Dose (number) #2-4 ——>
¢l-- G.X 4.r.1b: Dose {unit) #2-4 —>
<consumable typeCode="CSM">
" <instanceOfKind classCode="INST"> AN
{productInstancelnstance classCode= “MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4. - 7¢/1otNunberText>
¢I— G.k.4.r.7: Bateh / Lot Number #2-4 —>
(/productInstanceInstance>
- <kind0fProduct classCode="MMAT" determlnerCode— KIND >

. {formCode code="G.k 4.1.9.2h" codeSystem= TBDﬂDoseForm
codeSystemVersion="6. k. 4.r. 9. 2a">
’ {!—- G.k. 4.r.9. 2a} Pharmaceutical Dose Form TermID Version Date / Nunmber #2-4 —>
¢— G.k.4.r. 9. 2b: Pharmaceutical Dose -Form TermID. #2-4 —>
- - <originalText>G.k.4.r.9. 1<{/originalText>
l=- G.% 4.7.-9. 1: Pharmaceutical Dose Form (free text) #2-4 —>
</fornCode>
<{/kindOfProduct>

‘ <{/instanceOfKind>



</cansumahle
<inboundRelationship typeCode=" REFR >
{observation classCode="0BS" moodCode="EVN"> )
{code code="28" codeSystem="2. 16.840. 1. 113883, 3.989. 2, 1. 1. 19" codeSystemVersion="1.1"
dlsplayName~ parentRuuteUfAdmlnlstratlon Wi : :

) <value xsi:type="CE" code="G.k. 4 r. 11 2b” codeSystemr="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 14"
codeSystenVersion="G. k. 4. r. 11, 2a"> .
<l~- G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-4
__> . e .

¢l— G.k.4,r.11.2b: Parent-Route of Administration TermID #2-4 —>
{originalText>G. k. 4. r. 11. 1</originalText>
<!~ G.k.4.r.11.1: Parent Route of Administration (free text) H2-4 —>
<fvalue> . .
{/observation>
¢/inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outhoundRelationship2 typeCode=" COMP > ' . .
¢l— 6.k 4.r: Dosage and Relevant Information {(repeat as necessary) #2-5 -->
¢substanceddministration classCode="SBADM” moodCode=" EVN>
<text>G. k. 4. r. 8¢/ /text>
* Kl— G.k.4.r.8: Dosage Text #2-5 —>
‘{effectiveTime xsi'type="SXPR_TS">
{ecomp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
!— G. k. 4.r.2: Number of Units in the Interval #2-5 —>
<!~ G.k.4.1.3: Definition of the Time Interval Unit #2-5 >,
</comp>
{comp xsi:type="IVL_TS” operator="A">
<high value="" 20090101”/)
{l-- G.k.4.r.5: Date and Time of Last Adm1nlstrat1on #2-5 —>
{/comp>
{/effectiveTime>
' {routeCode code="G.k.4.r. 10.2b" codeSystem— 2. 16. 840. 1, 113883, 3.989, 2. 1. 1. 14"
codeSystemVersion="G. k. 4. r. 10. 2a”>
<I~~ Gk 4.1.10. 2a: Route of Adninistration TermID Version Date / Number #2-5 —>
{I-= G.k.4.1.10. 2b! Route of Administration TermID #2-5 —>
{originalText>G. k. 4 r. 10, I{/originalText>
<l=-= 6.k.4.r.10.1: Route of Administration (free text) #2-5 —»
¢/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
<|— G.k.4.r 1a Dose (number) #2-5 —>
<!-- G.k.4.1.1b Dose (unit) #2-5 —
<consumable typeCode="CSM">
{instance0fKind classCode="INST">
<productInstanceInstance classCode="MMAT” determlnerCode— INSTANCE >
<lotNumberText>G. k. 4. r, 7¢/lotNumberText>
{!— G.k.4.r.7: Batch / Lot Number #2—5 -
{/productInstancelnstance>
<kindOfProduct’ classCode="MMAT” determinerCode="KIND">
{formCode code="G, k. 4. 1.9, 2b" codeSystem=”TBD—DoseForm’

codeSystemVersion="G. k. 4. r. 9. 2a™>
‘ d— G.k.4.r.9.2a Pharmaceut1cal Dose Form TermID Version Date / Number §2-5 -
¢1~~ G.k.4.7.9.2b: Pharmaceutical Dose Form TermID #2-5 —>
LoriginalText>G. k. 4. r. 8. 1<{/originalText>
¢I— G k.4.r.0.1: %mmwumﬂDme%m(ﬁ%tﬂﬂ#%5—>
{/formCode>
</kindCfProduct>
</instance0fKind>
<{/consumable>
{inboundRelationship typeCode="REFR"> . ‘ .

<observation classCode="0BS" moodCode="EVN"> .
: ‘Ceode code="28" codeSystem=”2.16.340.1.113883.3.989.2.1.1.19” codeSystemVersion="1.1""

displayName=" parentRouteOfAdm1n1stratlon />

{value xsi:type=" CE” code="G.k. 4.r.11. 25" codeSysten="2, 16. 840. 1. 113883.3.089. 2, 1. 1. 14"

codeSystemVersion="G. k. 4. r. 11. 2a™> ’

co. {1-- G.k.4.r.11.2a: Parent Route of Administration TermnID Version Date / Number #2-5

-

d— G.k.4.r.11. 2b: Parent Route of Administration TermID #2-5 —>



originalText>G, k. 4. 1. 11. 1</originalText>
¢I— G.k.4.1.11.1: Parent Route of Admlnlstratlon (free text) #2-5 —>
<fvalued
{/observation>
{/inhoundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationshipZ typeCode="COMP”>
" ¢)— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-6 —>
. <substanceAdministration classCode=" SBADM moodCode="EVN">
Ctext>G. k. 4. r. B</text>
{!-= G,k 4.1.8: Dosage Text #2-6 —>
{effectiveTime xsi‘tyﬁe—”SXPR_TS”)
Lcomp xsi:type="PIVL_TS™>
{period value="10" unit="G.k.4.r. 3”/) -
<!— G.k.4.r.27 Number of Uniis in the Interval #2-8.—
d— 6.k 4r.3: Deflnltlon of the Time Interval Unit #2-6 —>
{/comp>
<comp xsi:type="IVL_TS” operator="A">
<width value="4" unit="G.k. 4.1.6b"/>
¢!— G.k 4.7, 6a: Duration of Drug Administration (number) #2-6 —>
KY—= G.k.4.1.6b: Duration of Drug Administration (unit) #2-6 --> ‘,
{/comp> )
</effectiveTime>
(rnuteCude code="G. k. 4. 1. 10. 2b” codeSystem="2. 15 840. 1 113883,3.989.2.1. 1. 14°
codeSystemVer51on— G.k.4.r. 10. 2a™>"
<1-- 6.k 4.7. 10. 2a: .Route of Adm1n1strat1on TernID Version Date / Number #2-6 —>
<)== G.k.4.x.10.2b: Route of Administration TermID #2-6 —>
<originalText>G. k. 4. r. 10. 1(/or1g1nalText>
{l— 6.k, 4.7.10.1: Route of Administratien (free text) #2-6 —>
{/routeCode’
<doseQuantity value="10" unit="G. k 4.1.1b"/>
¢l— G.k.4.r.1a Dose (number) #2-6 —>
<)== G.k. 4. r.1b: Dose {unit) #2-6 -—>
<consumable typeCode="CSM">
" <instaneceOfKind classCode="INST">
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE">
<lotNumberText>G. k. 4, r. 7</lotNumberText>,
<{— 6.k.4.1.7: Bateh / Lot Number #2-6 —> ’ : _
{/productInstanceInstance> ~ :
¢kindOfProduct classCode="MMAT” determinerCode="KIND"*>
(formCode code="G.k. 4.1.9.2b" codeSystem="TBD-DoseForm”

codeSystemVersion="G. k. 4. 1. 9. 2a">
: <'- G.k.4.r.9.23 Pharmaceutical Dose Form TermID Version Date / Number ﬂZ-B -—>
- G.k. 4.1.9.2b: Pharmaceutical Dose Form TermID #2-6 —>
<originalText>G. k. 4. 1. 9. 1</originalText>
s <l-- 6,k 4r.9.1: Pharmaceutlcal Dose Form {free text) #2-6 —>
{/formCode>
</kindOfPFroduct>
</instance0fKind>
{/consumable> : . -
{inboundRelationship typeCode— REFR™> ¢

{observation classCode="0BS" moodCode="EVN"> ' -
. {code code="28" codeSystem="2. 16 840, 1.113883. 3. 989 2.1.1.19" codeSystemVersion="1. 1”
displayName="parentRoute0fAdninistration”/>
<value xsi:type="CE" code="G.k.4.r.11.2b" codeSystenr 2. 16. 840. 1. ‘113683, 3.989.2. 1. 1. 147
codeSystemVersion="G. k. 4. . 11. 2a™>
' . ¢l— G.k.4.r.11.2a:-Parent Route of Administration TermID Version Date’/ Number #2-6
—>
: ¢|— G.k.4.r.11.2b: Parent Route of Administration TermID #2-6 -—>
<originalText>G.k 4.r. 11. 1¢/originalText> /
¢l-— G.k. 4.1.11,1: Parent Route of Administration (free text) #2-6 —>
{/value>
{/cbservation> - ‘
{/inboundRelationship> - o R
{/substanceAdministration>
</outboundRelationship2>
<{outboundRelationship2 typeCode=" COMP™>
¢!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-7 'l



{substanceAdministration classCode="SBADM” moodCode="EVN™>
{text>G k. 4. r. 8{/text> ‘
¢! 6.k 4.r.8: Dosage Text #2-7 —>
<effectiveTime xsi: type="PIVL_TS">
<period value="10" unit="G.k:. 4.r.3"/>
{l-= 6. k.4 1.2: Number of Units in the Interval #2-7 —>
¢l— 6.k 4.1.3: Deflnltlon of the Tlme Interval Unit #2-7 —>
{/effectiveTime>
<routeCode code="G. k. 4.r.10. 2b" codeSystem= 2.16.840.1.113883.3.989.2.1.1.14"
codeSystemVers1on— G k4.1 10.2a">
<1= G.k.4.r.10. 2a: Route of Administration TermID Vers1on Date / Number #2-7 —=>
<I— G.k.4.1.10. 2b: Route of Administration TermID #2—7 —>
eriginalText>G. k. 4. 1. 10. 1{/originalText>
<!-~ G.k.4.1.10.1: Route of Administration (free text) #2-7 —
{/routeCode>
{doseQuantity value="10" unit="G.k. 4.1.1b"/>
<{l~~ .G,k 4.r. 1a Dose (number} #2-7 —> )
© ¢l-—G.k.4.r. 1b: Dose (unit) #2-7 —
{consumable typeCode="CSM"> o
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT” determinerCode="TNSTANCE">
‘{lotNumberText>G. k. 4. r. 7</lotNumberText> . ¢
¢!— G.k.4.7.7: Batch / Lot Number #2~7 —=> -
</productInstancelnstance>
<kindOfProduct classCode="MMAT” determinerCode="KIND">
. {formCode code="G.k. 4.r.9.2b" codeSysten="TBD-DoseForm”
codeSystenVersion="G. k. 4.r. 9. 2a">" ) )
' {l— G.k.4.r. 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>
{l=~ G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-7 —>
{/farumCode’
</kind0fProduct>
{/instanceOfKind>
{/consumable> ) : ,
<1nboundRelatlonsh1p typeCode="REFR">
'<observation classCode="0BS” moodCode="EVN">
{code'code="28" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="] parentRouteOfAdmlnlstratlon /> . L.
{value xsi’type="CE” code="G.k.4.r.1l.2b" codeSystem="2, 16, 840, 1. 113883. 3. 989. 2. 1. 1. 14"

4

codeSystenVersion="C. k. 4. r.11.2a™> .
{}— G.k.4.1.11.2a: Parent Route of Administration TermID Version Date / Number #2-7
—
<t G.k.4.7.11.2h: Parent Route of Admlnlstratlon TermlD #2~7 —>
<originalText>G. k. 4. 1. 11. 1</original Text> '
= Gk 4.r. 11.1: Parent Route. of Administration (free text) #2-7 —>
{/valued>
{/observation>
</inboundRelationship>
{/substanceAdministration>
¢/outboundRelaticnship2>
¢outboundRelationship2 typeCode="COMP">
* <l— G.k.4.r: Dosage and Relevant Informetion (repeat as necessary) #2-8 —>
{substanceAdministration classCode="SBADM™ fmoodCode="EVN">
{text>G. k. 4. r. 8</text> .
{I-- G. k. 4.7.8: Dosage Text #2-8 —>
{effectiveTime xsiitype="IVL_TS">
<low value="20090101"/>
{!— G.k 4,r.4: Date and Time of Start of Drug #2-8 —>
</effectiveTimed
“<routeCode code="G. k. 4.r.10, 2b” codeSystem="2. 16. 840. 1. 113883. 3. 980. 2. 1. 1. 14”
codeSystemVer51on— G k. 4.7r.10,2a™>
<{I-- G.k.4.1.10. 2a: Route of Administration TermID Version Date / Number #2-8 -->
<I~— G.k.4.r.10.2b: Route of Administration TermID #2-8 —~>
<originalText>G. k. 4. r. 10. 1{/original Text>
. "~ l— G.k.-4.1.10.1: Route of Administration (free text) #2-8 ——>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{l— G.k/4.r.1a Dose (number) #2-8 —>



¢l-— Gk 4. 1. 1b: Dose (unit) #2-8 ——>
{consumable typeCode="CSM"> .
<instanceDfKind- classCode="INST">
¢productInstancelnstance classCode="MMAT” determinerCode="TNSTANCE">
<lotNumberText>G. k. 4. r. 7¢/lotNumberText>
¢<!— G.k.4.7.7: Batch / Lot Number #2-8 —>
{/productlnstancelnstance> i
: <kind0fProduct classCode="MMAT" determinerCode="KIND">
Gumwem@gakQL&%”wﬁwﬁMJWWMR&m”
codeSystemVersion="6.k.4.r. 9. 2a™>

<!—— G.k.4.r.9.2b Pharmaceutical Dose Form TermID #2-8 —>
{originalText>G. k. 4. 1. 9. 1{/originalText>
—Gk4r9.l: Pharmaceut1cal Dose Form (free text) #2-8 —->
{/formCoded -
_ &/kind0fProdict>
{/instance0fKind>
{/constumable>
<inboundRelationship typeCode— REFR™>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystemr 2.16, 840. 1. 113883 3.080,2,1.1.187 cudeSystemVer51on~ 1.1”
‘displayName=' parentRouteOfAdmlnlstratlnn /)
<value xsi:type="CE" code="G. k. 4.1.1L. 2b" 'codeSystem? 2.16.840.1.113883.3.989.2.1.1.14
codeSystemVer51onu "G, k 4.r.11. 2a™> N '
; <!*‘-G.k.4.r;ll;2a! Parent Route of Administration TermID Version Date / Number #2-8
.= - . - .
' <l— G.k.4.1.11.2b% Parent Route of Administration TermID §2-8 —>
<or1g1na1Text>G k. 4.1.11. 1<{/original Text>
{!— G.k.4.r.11.1: Parent Route of Administration (free text) #2-8 ——>
{fvalue> '
{/cbservation>
{/inboundRelationship>
{/substanceAdministration”
{/outboundRelationship2> -
{outboundRelationship2 typeCode="COMP”>
¢1-— G.k 4.r: Dosage and Relevant Information (repeat as necessary) #2‘9 “>
¢substanceAdministration classCode="SBADM” moodCode="EVN">
Ctext>C. k. 4. r. 8</text>
¢{l-= G.%. 4.r.8: Dosage Text #2—9 -—>
{effectiveTime xsi:type= “TVL_TS™>
<high value="20080101"/> .
" €I+ G,k 4.1.5: Date and Time of Last Administration f#2-9 —>
{/effectiveTime>
- {pouteCode code="G.%. 4.r.10.2b" codeSystem="2. 16. B40. 1. 113883. 3.980. 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- #2-9 —> |
¢l-= G.k.4.7.10.2b: Route of Administration TermID #2-8 ——>
<originalText>G. k. 4.r. 107 1{/originalText> |
¢l 6.k 4.1.10.1: Route of Administration (free text) #2-9 —>
{/routeCode> .
{doseQuantity value="10" unit="6.k 4.1.1b"/>
<l—— 6. k. 4 r. 1a Dose (number) #2-9 —>
{!— G.k.4.7.1b: Dose (unit) #2-9 —>
R <consumable typeCode="CSM">
<instance0fKind classCode="INST">
¢productInstanceInstance classCode="MMAT”- determinerCode="INSTANCE">
{1otNumberText>G. k. 4. r. 7</lotNunbetText>
<l— G.k.4.1.7: Batch / Lot Number #2-9 —>
</productInstanceInstance)
<k1nd0fProduct classCode="MMAT” determinerCode=" KIND >
"¢formCode code=" G.k.4.r.9.2b codeSysten="TBD-DoseForm”
* codeSystemVersion="G. k. 4.r.9. 2a"> B

1

U—GJAJﬂJbPMmuwnwlMNmeth#%9—> ‘
- {originalText>G. k. 4, r. 9. 1</originalText>’ .
- ' ¢!— G.k.4.7.9.1: Pharmaceutical Dose Form (free text) #2-9 —>
{/fornCode> ’ '
{/kind0fProduct>

{/instance0fKind>



</consumable>
<inboundRelationship typeCode="REFR">
{cbservation classCode="0BS". moodCode="EVN">

{code code="28" codeSystem="2, 16 840.1.113883.3.989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName=" parentRouteOfAdm1n1stratlon » .

{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.r.11.2a > : _
<)== G.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / Number #2-9
—>

<!— 6.k 4.1r.11.2b: Parent Route of Administration TermID #2-9 —>
{originalText>G. k. 4.r. 11. 1<¢/originalText> _ ’
<l-- G.k.4.1.11.1: Parent Route of Administration {free text) #2-9 —>
</fvalue>
{/observation>
</inboundRelationship>
- {/substanceAdministration} )
{/outtoundRelationship2>
<outboundRelationship2 typeCode="COMP”>
<{I--"G.k. & r: Dosage and Relevant Information (repeat as necessary) #2-10 —>
<substanceAdm1n1stratlon classCode="SBADM” moodCode="EVN">
<text>G. k. 4. r. 8{/text>
<I-— G, k.4.r.8: Dosage Text #2—10 —>
o CeffectiveTime xsi:type="IVL_TS">
<width value="4" unit="G. k.'4.r.6b"/>
{!-- G.k. 4 1.6a: Duration of Drug Administration (number) #2-10 —>
{!— G.k.4.1.6b: Duration of Drag Admlnlstratlon (unit) #2-10 —>
CfeffectiveTime>
<routeCode code— G. k 4.1.10.2b" codeSystem— 2. 16. 840. 1 113883 3.989.2.1.1. 147
codeSystemVersion="G. k. 4.r. 10. 2a"> :
<l— 6.k 4.1.10. 2a; Route of Administration TernID Version Date / Number #2-10 —>
¢l-- 6. k. 4.r. 10. 2b: Route of Administration TermID #2—10 ——)
{originalText>G. k. 4. 1. 10, 1</originalText> }
<l-- 6.k 4.7.10,1: Route of Administration (free text) #2-10 —>
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
{l— G.k.4.r,1a Dose (humber) #2-10 —>
¢l— G.k.4.r.1b: Dose (unit) #2-10 ——>
<consumable typeCode="CSH™>
<instance0fKind classCode="INST">
: <prodictInstancelnstance classCode="MMAT” determ1ner€ode— INSTANCE >
{lotNumberText>G; k, 4, r. 7</lotNumberText>
<I— 6.k 4.1.7: Batch / Lot Number #2-10 —>
{/productInstanceInstance)
<kindCfProduct classCode="MMAT" determinerCude=”KIND”>
: _ <formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm” "
codeSystenVersion="G. k. 4. 1. 9. 2a”>
{I— G.k. 4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-10 —>
<I— G.k.4.r.9.2b! Pharmaceutical Dose Form TermID #2-10 ——>
CoriginalText>G. k. 4. 1. 9. 1</originalText>
<!|— G.k 4.r. 9.1 Pharmaceutical Dose Form (free text) #2-10 ——>
</fornCode>
</kind0fProduct>
</instanceOfKind>
{/consiumable> o
<inboundRelationship typeCode="REFR">
{observation classCode="0BS” mocdCode="EVN">

{code code="28" codeSystem="2, 16, 840, 1. 113883. 3.989.2. 1. 1. 19" codeSystemVersion="1.1"
displayName="parentRoute0fAdministration”/> ‘

{value xsi:type="CE” code="G. k.4.r.11l,2b" codeSystem="2, 16, 840, 1, 113883. 3.989.2. 1, 1. 14"

codeSystemVersion="G.k. 4. r. 11, 2a"> . .
. <! G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-10
_) . . .
‘ {!-— 6.x 4.1, 11. 2b: Parent Route of Administration TermID #2-10 —>
{originalText>G, k. 4.1, 11, 1{/originalText>
{!— G.k.4.r.11.1: Parent Route of Administration (free text) #2-10 —>
<{/value>
<{/observationd
{/inboundRelationship>
</substanceAdninistration>



</outboundRelationship2>
<outboundRelationship2 typeCode="SUMM">
<observation classCode="0BS" moodCode="EVN">
{code code="14" codeSystem="2. 16. 840. 1. 113883. 3. 089, 2. 1.1.19” codeSystemVers1on— 1.17
displayName="" cumulatlveDoseToReact1on e
{value xsi:type="PQ" value=" 10 un1t‘ "Gk 5b7/>
{l-- G.k.5a:. Cumulative Dose to First Reaction (number} #2 —>
<1—'G:k 5b: Cumulative Dose to First Reaction {unit) #2 ——)
{/observation>
</outboundRelat10nsh1p2>
~ <outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
{code code="16" codeSystem=”2.16.840.1.113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName= gestatlonPerLOd /> ’ ’ : :
¢value xsi:type="PQ” value="10" unit="G.k. 6b" />

v o ¢1-- G.k.6a: Gestation Period at Time: of Expdsure” (number) #2 -3
' ¢l=- G.k.Bb: Gestation Period at Time of Exposure (unlt) #2 —»
: {/observation>

</outboundRelationshipZ>
<outboundRelaticnship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
<code code="31" codeSystem="2. 16. 840. 1. 113883, 3.983. 2. 1. 1. 197 codeSystemVer31on— 1.17
dlsplayName— *recurrance0fReaction”/> ;
. i <{value xsi:type=”CE” code=”G.R.9.i.4” codeSYstem=”2.16.840.1;113883.3.989.2.1.1.16”
codeSystemVersion="1.0"/>
: ¢t— G.k.9.i.4: bid Reaction Recur on Re—adm1n15trat10n7 ‘Drug. #2, Reactlon #1 ——>
{outboundRelationshipl typeCode=" REFR">
<actReference classCode="0BS” moodCode="EVN"> . ‘
{id root= 154eb889-958b-45f2—a02f—42d4d6f4657f e o
{/actReference>
- - {foutboundRelationshipl>
{/observation>
. </outboundRelationship2>
<outboundRelationship? typeCode="PERT"> .
{observation e¢lassCode="0BS” moodCode="" EVN"> .
¢code code="31" codeSystem="2.16.840, 1. 113883. 3. 989. 2. L. 1 19 codeSystemVerszon— .17
' d1splayName— “recurrancelfReaction”/>
*Kyalue xsi: type— “CE” code="G.k 9.1.4" codeSystem— 2 16 840.1.113883,3,989.2. 1. L. 167

codeSystemVersion=”1.0"/)
' <!—— G.k.9.i.4: Did Reaction Recur on Re—administration? Drug #2, Reaction #2 —>
<cutboundRelationshipl typeCode="REFR">
<actReference classCode="0BS" moodCode="EVN"}»
¢id root="2bda2Bd6-cle8-4e6c-939-5b8E0L3142207 />
<{/actReference>
{foutboundRelationshipl>
£/observation>
</outboundRelationship2>
<outboundRelationship? typeCode="REFR™>
{observation classCode="0BS” moodCode="EVN">
<code code="9" codeSystem="2.16.840. 1, 113883.3. 989, 2. 1. 1. 19 codeSystemVer51on~ 1.1
displayName=" codedDrugInformatlon 2
¢value xsi:type="CE”.céde="G.k.10.r" codeSystem=”2 16.840.1. 113883.3.989. 2. 1. 1. 177
codeSystemVersioen="1.0"/>
' : ¢]— ¢.k.10.r: Additional Information on Drug (coded)(repeat as necessary) #2-1 >
</observation>
¢/outboundRelationship2>
. ¢outboundRelationship2 typeCode="REFR">
{observation classCode="0RS” moodCode="EVN">
. {code code="9" codeSysten="2.16. 840. 1. 113883. 3. 989, 2. 1. L. 19”7 codeSystemVersion=”1.1”
dlsplayName— codedDrugInformat1on >
<value xsiitype="CE” code="G. k 10. " codeSystem="2. 16, 840, 1. 113883, 3,980. 2. L. L. 17"
codeSystemVersions™L. 07 />
' <!=- 6.k.10.r: Additional Information on Drug (coded)(repeat as necessary) #2-2'-—>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="REFR">
{observation classCode="0BS” moodCode— EVN">
{code code="2" codeSystenr 2.16.840. 1. 113883, 3. 989.2. 1. 1. 197 codeSystemVersion=’1.1”
displayName= addltlonallnformatlon s :



<value xsi:type="ST°>G.k.11</value>
(= G.k.11: Additional Infermation on Drug {free text) 82—
</observationd
‘{/outhoundRelationship2> .
{inboundRelationship typeCode="RSON"> : . ) .
{observation classCode="0BS” moodCode="EVN™>
: <code code="19" codeSystew="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19 codeSystemVer51on— 1. I
displayName="indication”/>
<value xsi:type="CE" code="G.k.7.r.2h" codeSystem=”2.16.840.1.113883.6.163”
codeSystenVersion="G. k. 7.r. 2a”> : o .
! G.k.7.1.2a: MedDRA Version for Indication #2-1 —>
{l— 6.k 7.1.2b: Indication (MedDRA.code) -#2-1 ——>
<originalText>G k. 7.r. 1<{/originalText>
<I— 6.k 7.r.1: Indication as Reported by the Primary Source #2-1 ~>
{/value> )
<performer typeCode="PRF"> ' o
{agsignedEntity classCode="ASSIGNED"> ' .
. o {cade code="3" codeSystem="2. 16.840. 1. 113883.3.989. 2. 1. 1. 21" codeSystemVersion="1.0"
displayNapme="sourceReporter”/> ) ’ . .
{/assignedEntity>
{/performer>
</observation>
“¢/inboundRelationship>
{inboundRelationship typeCode="RSON">
<observation classCode="0BS” moodCode="EVN">
{code code="19" codeSystem="2.16. 840, 1. 113883.3.989. 2. 1. 1.19” codeSystemVersion="1.1"
displayName="indication”/> S
<value xsiitype="CE” codé="G.k.7.1.2b" codeSystem="2, 18, 840, 1. 113883, 6. 163"
codeSystemVersion="G.k 7.1.2a"> '
¢l—— G. k. 7.r.2a: MedDRA Version for Indication #2-2 —>
- &Y== G k. 7.r. 2b: Indication (MedDRA code) #2-2 —>
<eoriginalText>G. k. 7.r. 1{/originalText> '
{I— G.k.7.r.1: Indication as Reported by the PrlmarY Source #2-2 —>
{/valued>
. {performer typeCode- PRE™> -
{assignedEntity classCode="ASSIGNED">
) <code code="3" codeSystem="2.16.840. 1. 113883. 3. 989. 2. 1. 1. 21” codeSystemVersion="1.0"
displayName="sourceReporter”/>
{/assignedEntity>
{/performer>
{/observation>
{/inboundRelationship>
{inboundRelationship typeCode="CAUS">
<act classCode="ACT” moodCode="EVN™> ’
{code code="G. k% 8" codeSystem="2. 16. 840. 1. 113883. 3,989. 2. 1. 1. 15 codeSystemVer51on— L.07/>
<!-- G. k. 8: Action(s) Taken with Drug #2 —>
{fact>
¢/inboundRelationship>
{/substanceAdministration>
</component>
{/organizer>
{/subject0f2>
<{subject0f2 typeCode="SBJ"> .
{organizer classCode="CATEGORY” moodCode="EVN">
) {code code="1" codeSystem="2. 16. 840. 1, 113883. 3. 989, 5. 1. 3. 2. 1. 11" codeSystemVersion="1. 0"
displayName="{&%% DAFE"/>
{component typeCode="COMP">
{observation classCode="085" moodCode="EVN">
<code code="T" codeSystem— 2.16.840.1. 113883. 3. 989.5.1.3.2.1.10 codeSystemYersion="1. 0"
displayName="/5 HE%"/> :
- {yalue xsi:type="INT” value="1"/>
<!-- @882 13.1. 1: fRHEXK #H1 — .
. ) {/observation> l
! {/component>
{component typeCode="COMP">
<observation classCode="0BS” moodCode="EVN">
{code code="8" codeSystem="2. 16.840. 1. 113883. 3. 989, 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0"
displaylame="3%8EH"/>
- {value xsi:type="ED">JZ. 13.r.2</valued



<l @eaJ2. 13.7. 2! ﬁf%ﬁ%% 1~ '
{/observation>
</component>
{component typeCode="COMP™>
{observation classCode="0BS moodCode="EVN™>
. <code code="9" codeSystem="2. 16. 840. L. 113883, 3. 989.5.1.3.2.1.10 codeSystemVer51on— 1.0"
displayName="F§%8"/>
: <value xsirtype="CE” code="J2.13.r.3" codeSystem=" 2.16. 840. 1. 113883. 3. 989, 5,1.3.2. 1. 77
codeSystemVersion="1,07/> ‘ .
' {l-- @eeJz.13.r. 3: Eﬁ&é*ﬁ #1 -
</observation>
< /eomponent>
{compenent typeCode=" COMP > .
" <observation classCode=T0BS” moodCode="EVN" >
_ <code code— 10 _codeSystem="2. 16. 840, 1. 113883 3 989 5. 1L 3 2.1.107 codeSystemVerSIGn— 1.0
d1splayName—”?§‘§ﬁP®ngJ®7ﬁ :
<value xsi:type="BL" value— true”/)
<I-- 90072 13. 1. 4 WEFOEMDOEE H1 —
{/cbservation?
© ¢/component>
‘ {/organizer>
f {/suhject0f2>
{subject0f2 typeCede="SBJ">
{organizeér c¢lassCode="CATEGORY” moodCode="EVN"™>
: , <code code="1" codeSystem="2.16. 840. i. 113883. 3 989.5.1.3.2.1.11 codeSystemVerslon— 1.07
. d1splayName— BB OBE" /> . .
<component typeCode="COMP">
{cbservation classCode="0BS” moodCodew EVN">
. <code code="T7" codeSystem="2.16.840. 1. 113883, 3. 989.5.1.3.2.1.10 codeSystemVersion="1. 0"
displayName="Ji HEI1$k" />
w {yalue xsi:type="INT" value="1"/>
<|— @@erz. 13.r.1: BHEEL #2 —>
</observation>
</component>
<component typeCode=" CUMP >
{observation classCode="0BS” moodCode— EVNT>
‘ ) <code code="8" codeSystem="2. 16. 840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 10” -codeSystenVersion="1. 0"
‘displayName="S B A" /> . b - h
; <value xsi:type="ED">J2.13.r.2</value>
<l— @82, 13. 1. 2: MBEE #2 —
{/observation> -
{/component>
! ‘ {component typeCode="COMP”">
: ¢observation classCode="0BS” moodCode="EVN"> \
{code code="9" codeSystem— 2. 16, 840. 1. 113883, 3. 989.5.1.3.2.1.10 codeSystemVersxan- .07
displayName="BEZE4H" />
{value xslltype= “CE” code= JZ.}3.r.3 codeSystem="2. 16, 840. 1. 113883, 3, 989.5.1.3.2. L. 7"
codeSystemVersion="1.0"/> . a .
' : <|— @@ey2.13.r.3: FAZEM #2 —
</observation>
</component> )
<component typeCode="COMP">
{observation classCode="0BS” moodCode="EVN">
{code code— 10" codeSystem— 2. 16, 840, 1. 113883. 3. 989.5.1.3.2.1.10 codeSystemVersion="1, 0”
displayName="33ZEtH DEFI DA/ . :
<value xsi:type= BL value="false”/>
<l @0672. 13.1.4: BEFOEFIOHE #2 —>
{/chservation>
{/component>
{/organizer>
{/subject0f2>
{/primaryRole>
¢/subjectl>
{component typeCode="COMP*>
{causalityAssessment classCode— 0BS”. moodCode="EVN">
<code code="20" codeSystem— 2. 16.840. 1, 113883, 3 9B9. 2. 1. 1 19” codeSystemVersion="1.1"
displayName="interventionCharacterization”/>
¢value xsi'type="CE” code— G.k1” codeSystem- 2. 16. 840 1.113883.3.989.2.1. 1. 13
codeSystemVerslon— 1 0" />



¢!— G.k.1: Characterisation of Druz Role Drug #1 ——> -
(subjecfZAtjpeCode=”SUBI”>
{productUseReference classCode="SBADM" moodCode="EVN">
<id root="3c¢31b4d5-e039-4aTa-9c30-67671b0ef9ed” />
{/productlUseReference>
</subject2>
{/causalityAssessment)
{/component> .-
<component typeCode="COMP">
{causalityAssessment classCode="0BS" moodCode— EVN"> ’
{code code="20" codeSystem="2. 16. 840. 1. 113883 3.989, 2. 1. 1. 19" codeSystenVersion="1.1"
displayName=" 1ntervent10nCharacter1zatlon /> ' :
{value xsi:type= CE code="G. k. 17 codeSystem="2. 16. 840. 1.113883. 3.989.2, 1. 1. 13"
codeSystemVer31on— 1.07/> . : -
, <= G.k.1: Characterisation of Drug Role Drug #2 ——>
{subject2 typeCode="SUB]">
<productUseReference classCode="SBADM” moodCode— EVN™>
<id root="6B8d6f5ce-3b3b—45c7-92dd-60e06730c3a9” />
{/productUseReference>
{/subject2>
{/causalityAssessment>
</component>
{component typeCode="COMP*>
<causalityAssessment classCode="0UBS” moodCode="EVN">
<code code="39" codeSystem="2, 16. 840. 1. 113883. 3. 989, 2. 1, 1. 19 codeSystemVersion="1. 1"
displayName="causality”/>
<{value xsi:type="ST">G. k. 9.i.2.r. 3{/value>
L <—6.k.9.i.2.r. 3: Result of Assessment Drug #1, Reactlon #1 Assessment # -—>

<rethodCode>

<originalText>G. k. 9. i. 2, r. 2¢/originalText>

<l— G.k.9.i.2.r.2: Method of Assessment Drug #1, Reaction #1, Assessment L —
</methodCode>

<author typeCode="AUT™>
{assignedEntity classCode— ASSIGNED">
{code>
<or1g1nalText>G.k.9.1.2.r.l</or1g1nalText> .
(4— G.}: 9.i.2.xr. 1: Source of Assessment Drug #1, Reaction #1, Assessment 1 —>
{/code>
{/assignedEntity}’
{/author>
{subject]l typeCode="SUBJ">
{adverseEffectReference classCode="0BS” moodCode="EVN™>
<id root="154eh835-958b-45f2-al02f-42d4d6F4657F" />
¢/adverseEffectReference>
{/subjectl>
{subject2 typeCode="SUBJ">
<{productUseReference classCode="SBADM” moodCode="EVN">
<id root="3c%1b4d5-e039-4a7a-Bc30-67671b0efIe4” />
</productlseReference>
_{/subject2> . ' -
{/causalityAssessment>
</compenent> .
{component typeCode="COMP">
{causalityAssessment classCode="0BS" moodCode="EVN">
{code code="39" codeSystem="2, 16, 840. 1. 113883. 3.989. 2. 1. 1, 19" codeSystemVersion="1.1"
displaylame="causality”/> .
{yalue xsi:type="ST” >G.k.9.1.2.r.3</va1ue>
¢1+6.% 9,i.2. 1.3 Result of Assessment Drug #1, Réaction #2, Assessment #1 -~
<methodCode> ’
<or1g1na1Text>G.k.9.1.2.r.2(/or1g1nalText)
<J—G.k.9.1,2.1.2: Method of Assessment Drug #1, Reaction #2, Assessment #1 —>
{/methodCode>
{author typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
<code>
<originalText>G. k. 9. 1. 2.r. 1{/originalText>
“4l— 6.k 9.i.2.r.1: Source of Assessment Drug #1, Reactlon #2, Assessment I —>
¥ </code> .
{/assignedEntity>



{/author>
¢subjectl typeCode="SUBJ">
<adverseEffectReference classbode="0BS” moodCode="EVN">
<id root="2baa28d6-cleB-4e6c-93e9-5b860b3142207 />
] </adverseEffectReference)
_ <{/subjectl>
<subject2 typeCode="SUBJ]” >
<{productUseReference classCode="SBADM” moodCode="EVN">
<id root="3¢91b4d5~e039-4a7a-9¢30-67671b0ef9ed” />
{/productUseReference>
{/subject2>
</causalityAssessment>
{/component?>
<{component typeCode— COMF >
{causalityAssessment ¢lassCode="0BS” moodCode="EVN">
{code code=" 39" codeSystem="2. 16. 840, 1, 113883 3 989, 2. 1. 1. 18" codeSystemVersion="1.1"
d1sp1ayName— "eausality”/> -
<value xsi: type— ST >G.k.9.1.2.r.3(/value>
U—&k&LZLBRwutﬁAmwmth@#ZRwﬂMnﬂ Mmﬁmm#1—>
<methodCode>
<or1g1nalText>G.k.9.1.2.r.2</or1glnalTekt> .
<|—“G.k.9.1.2.r.2 Method of Assesswent Drug #2, Reaction #2, Assessment #l —>
{/methodCode>
<author typeCode="AUT” >
{assignedEntity classCode— ASSIGNED >
i {code>
) <or1g1naIText>G.k.9.1.2.r.1</or1g1na1Text)
{I— 6.k 9.1. 2. 1. 1: ‘Source of Assessment Drug #2 Reaction #2, Assessment #1 -
{/code> . vy
{/assignedEntity> »
{/author>
<subjectl typeCode="SUBJ™>
<adverseEffectReference classCode="0BS” moodCode="EVN">
. <id root="2baa28d6-cYe8-4elic-93e9- 5b860b314220”/>
{/adverseEffectReference>
{/subjectl>
¢subject2 typeCode="SUBJ" >
{productlUseReference classCode="SBADN" muodCode— EYN™> .
£id root= 68d6f5ce—3b3b-45cT'Qde—69306730c339”/>
(/productUseReference)
{/subject2>
¢/causalityAssessment?
{/component>
{component typeCode="COMP">
eausalityAssessment classCode=" OBS” moodCode="EVN"> .
{code code="39" codeSystem="2. 16. 840. 1. 113883, 3.989, 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="causality”/> P ’
Cyalue xsi:type="ST">G.k.9.1i.2. r.3</value>
(I—6.k.9.1.2.7.3: Result of Assessment Drug #2, Reaction #2, Assessment #2 —>
<{methadCode> .
<or1g1nalText>G.k.9.1.2.r.2</or1g1nalText>
{l~G.k. 9.1, 2.1, 2: Method of Assessment Drug #2, Reaction #7. Assessment #2 —>
{/methodCode>
Cauthor typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
{code>
<or1g1na1Text>G.k.9.1.2.r.1</or1g1na1Text>
J—=Ghk9i2rl: Source ‘of Assessment Drug #2 Reaction #2, Assessment #2 —>
{/code>
{/assignedEntity>
{fauthor>
{subjectl typeCode— SUBJ >
<adverseBffectRefercnce c¢lassCode="0BS" moadCode="EVN">
<id root="2baa2Bdé-cYe8~4e6c-93¢9-5b860bL3142207/> -
¢/adverseEffectReference>
{/subjectl>
{subject? typeCode="SUBJ">
{productUseReference classCode=" SBADM moodCode— EVN™>
<id root="68d6f5ce—3b3b-45:7-92dd-69e06730c3ad"/>



¢/productUseReference>
{/subject2>
/causalityAssessment?
{/component?>
{componentl typeCode="COMP™>
{observationEvent classCode="0BS” moodCode="EVN")>
{code code="10" codeSystem=”2 16, 840, 1, 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="comment”/>
<{value xsi!type= “ED"H. 2</value)
<l—— H.2: Reporter’s Comments —> -
{author typeCode="AUT*>
<assipnedEntity classCode="ASSIGNED">
<code code="3" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 217 codeSystemVersion="1.0"
displayName="sourceReporter”/>
{/assignedEntity>
</author>
{/cbservationEvent>
{/component}>
<componentl typeCode="COMP™>
{observationEvent classCode="0BS" moodCode— EVN"> : c
{code code="15" codeSystem= 2.16.840.1.113883.3.989.2.i.1.19” codeSystemVersion="1.1"
displayName="diagnosis"/> c : -
<{value xsi:type="CE” code="H.3.r.1b" codeSystem— 2.16. 840. 1. 113883. 6 163~
codeSvstemVer51on— H.3.r.1a"/>
¢l— H.3.r.1la: MedDRA Version for Sendér’s Diagnosis / Syndrome and / or Reclassification of Reaction /
Event #1 - .
{1— H.3.r.1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA-
code) #l —> .
{author typeCode="AUT">
Yo {assignedEntity classCode="ASSIGNED">
’ {code code="1" codeSystem="2. 16. B40. 1. 113883. 3.989. 2. 1. 1. 21” codeSystemVersion="1. 0"
displayName="sender”/>
</assxgnedEnt1ty> ]
* {fauthor> B . ‘
{/abservationEvent>
{/component1>
{componentl typeCode="COMP”> :
{observationEvent classCode="0BS” moodCode="EVN">
. {code code="15" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 19” codeSystamVer51on— .17
displayName="diagnosis”/>
<value xsi:type="CE” code="H.3.r.1b” codeSystem— 2, 16. 840, 1. 113883. 6. 153
codeSystemVersion="H. 3.r. 1a"/>
<J— K 3.r la: _MedDRA Version for Sender’s Dlagn031s / Syndrome and / or Reclassification of Reaction /
Event #2 —> -
: {!— H.3.r.1b: Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA
code) . #2 —> - '
<auther typeCode="AUT">
{assignedEntity classCode="ASSIGNED"> . :
{code code="1" codeSystem="2, 16, 840, 1. 113883, 3. 989. 2. 1. 1. 21" codeSystemVersion="1. 0"
dlsplayName— sender 2] ’
' ¢{/assignedEntity>
{/author>
{/chservaticnEvent>
</componentl>
{componentl typeCode="COMP"> i
<ohservationEvent classCode="0BS” moodCode="EVN"> o
{code code="10" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1, 1. 13" codeSystemVersion="1.1"
displayName="comment”/>
{value xsi:type="ED">H. 4¢/value>
<l— H.4: Sender's Comments —>
{author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
. . <codé code="1" codeSystem="2. 16. 840, 1, 113683.3.989.2. 1. 1. 21" codeSystenVersion="1, 07
displayName="sender” />
{/assignedEntity>
{/author> -
¢/observationEvent>
{/component1>
<componentl typeCode="COMP™>



{observationEvent classCode="0BS" moodCode="EVN">
<code code="3" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.10
RETIEMNTHaA LD
<value xsi: type— ED >J2 7, 2¢/value>
<l— @esjz. 7.2: ;'E;-nTLi’TTéﬂ)‘ }‘ -—
{/observationEvent>
{/compcnentl>
{componentl typeCode="COMP">
) <observat10nEvent classCode="0BS" moodCode="EVN">
. <{eode code="4" codeSysten="2. 16. 840. 1. 113883, 3. 089,6.1.3.2.1. 107
-ﬁggkﬁia)ﬂﬂliﬁﬁéf />
<value xsi:type="ED">J2. 9</value>
<l— @eey2. 9: BESEOHRNE -
{/cbservationEvent>
</component1>
"{component] typeCode="COMP™>
¢observationEvent ¢lassCode="0BS” moodCode=" EVN >
<code code="5" codeSystem="2, 16, 840. 1. 113883, 3.989.5. 1.3. 2. 1. 10"

SHOIIE"/> ‘ .
! ¢value xsi:type="ED">J2.10<{/value>
<i— ggeJ2. 10: SEORE
{/ohservationEvent>
{/conponentl>

{componentl typeCode="COMP”>
‘CobservationEvent classCode=" 0BS” moodCode— EVN™>
{code code="6" COdESYStemP 2.16. 840 1. 113883, 3, 989.5.1.3.2.1.10
%@@@%%ﬁ%V) .
. <yalue xsi: ttype="ED">J2. 11</value>
<l— @peJz. 11: £ OBBFEES
{/observationEvent>
, {/comporentl1>
<componentl typeCode="COMP">
{ohservationEvent classCode="0BS” moodCode="EVN">

WERFDER"/>
<value xsi:type="ED">J2, 16</value>
<l— e, 16: MENFOES —
{/observationEvent>
{/componentl>
{componentl typeCode="COMP”>
{observationEvent. ciassCode="(0BS" moodCode— EVN">

<code code="13" cheSYstem— 2. 16, 840.-1. 113883, 3. 989.5.1.3.2.1.10’
TEAVE 3 T o
Cyalue xsiitype="ED">J2.19<¢/valued
<!—- @@erz. 197 HE 1 —
{/observationEvent>
</component1>
<componentl typeCode="COMP™>
<observationBvent classCode="0BS” moodCode="EVN"> -
<¢ode code="14" codeSystem=”2.16.840.l.113883.3.989.5.1.3.2.1.10'
wE2°/,H - . ' e
<value xsi:type="ED”>J2.20</value>
. <1-- eeaj. 20: B2 —
{/ohservationEvent>
</component1>
{componentl typeCode="COMP™>
<chservationEvent classCode="0BS” moodCode="EVN">
<code code="15" codeSystem—”Z 16. 840. 1. 113883. 3. 989.5.1.3.2.1. 107
wE 3/, ' s :
{value xsi:type="ED">J2.21</value>
1— @8ej2. 21: {FE 3 —>
¢/observationEvent> )
¢/componentl>
<componentl typeCode="COMP™>
<observationEvent classCode="0BS” moodCode="EVN">
{code code="16" codeSystem— 2. 16. 840, 1. 113883. 3. 989.5.1.3.2.1.10
e

<va1ue-xsi:type=’ED”>IZ.22</value>
{1~ @BJ2. 22: {H%E4 -

<code code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989, 5. 1.3,2.1. 107

codeSystemVersion="1. 0"

congystemVersion=”1.0”

codeSystemVersion="1. 0"

codeSystenVersion="1. ("

codeSystemVersion="1. 0"

codeSystemVersion:”laoﬁ

cbdeSystemVersion="1. 0"

cpdeS&stemVersion=”l.0”

codeSystenVersion="1, 0"

displayName="

displayName="

displayName="

displayName="

displayName="

displayName=" -

displayName="

displayName="

displayName="



{/observationEvent>
~ </componentl>
{/adverseEventAssessment>
{/component>
{compenent typeCode="COMP"> .
<observationBvent classCode="0BS” mocodCode="EVN"> . :
~ <code code="1" codeSysten="2. 16, 840, 1. 113883, 3. 589, 2. 1. 1. 19" codeSystemVersion="1. 1”
displayName— addlt1ona1DocumentsAva11ab1e 1
“ <value xsi:type="BL” value="true"/>’
<= C.1.8.1: Are Additional Documents Ava;lable9 -
{/observationEvent>
{/component> i
{component typeCode— COMP >
{observationEvent classCode="0BS” moodCode="EVN™> _
<code code="23" codeSystem="2. 15, 840. 1. 113883, 3. 989, 2. 1. 1. 19 codeSystemVerslan— 1.17
displayName=" loca1Cr1ter1aForExped1ted >
{value xsi:type="BL” valus="true”/> .
<l-- C.1.7: Does This Case Fulfil theLccal Criteria for an Expedlted Report? —>-
</observationEvent>
{/component>
{component typeCode="COMP” >
{observationEvent classCode="0BS" moodCode="EVN">
{code code="36" codeSystem="2, 16. 840, 1, 113883. 3,989, 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="summaryAndComment” /> )
<value xsi:type="ED” language="H.5.r.1b">H. 5. 1. la</value>
<!—j H 5.r.la! Case Summary and Reporter’s Comments Text #1 —>
<l— H,5.r.1b: Case Summary and Reporter’s Comments Language #I —>
<author typeCode="AUT"> . )
<assignedFntity classCode="ASSIGNED”> o
<code code="2" codeSystem="2, 16. 840. 1. 113883, 3.989. 2. 1. 1. 21" codeSystemVersion="1. 0"
d1sp1ayName— reporter”/> : !
: {/assignedintity>
{/author>
{/observationEvent>
{/component>
{component typeCode="COMP">.
<observationEvent classCode="0BS” moodCode="EVN">
<{code code="36" codeSystem="2. 16.840. 1. 113883. 3. 889. 2. 1. 1. 197 codeSystemVer51on— 1 "
displayName="summaryAndComment” />
<value xsi:type="ED” language="H.5.r. 1b">. 5. r. la{/valued
<{!— H.5.r. la: Case Summary and Reporter’s Comments Text #2 —>
¢{1— H.5.r.1b: Case Summary and Reportér’ s Comments Language #2 —>
Cauthor typeCode=" AUT™>
<assignedEntity classCode="ASSIGNED™>
{code code="2" codeSystem="2. 16, 840, 1. 113883. 3. 980. 2. 1. 1. 21 codeSystemVersion="1.0"
displayName="reporter” /> ’ ’ i '
{/assignedEntity>
<fauthor>
{/observationEvent>
{/comporent> ° .
<outboundRelationship typeCode="SPRT"> :
{relatedInvestigation classCode— INYSTG” mocdCode="" EVN > R , :
<code code="1" codéSystem="2. 16. 840, 1. 113883. 3. 989. 2: 1. 1. 22" codeSystemVersion="1. 0"
displayName="initialReport”/> '
{subject0f2 typeCode="SUB]">
{controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode="AUT">
{assignedEntity classCode="ASSIGNED">
{code code="C.1.8.2" codeSystem="2. 16, 840. 1. 113883, 3, 989. 2. 1. 1. 3" codeSystemVersion="1,0"/>
{l—C. 1,8 2: First Sender of This Case —>
{/assignedEntity>
{/author>
{/controlActEvent>
</subjectOf2>
{/relatedInvestigation>
{/outhoundRelatienship>
{outboundRelationship typeCode="SPRT™>
(relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code nullFlavor="NA"/>



{subject0f2 typeCode="SUB]">
<controlActEvent classCode="CACT” moodCode— EVH™> -
<id extension= "C.1.10. r” root="2.16. 840. 1; 113883. 3. 080.2. 1. 3. 2" />
<'—— C.1.10. r: Identification Number of the Report Which Is Linked to This Report (tepeat as necessary)
#1 —> .
{/controlActEvent>
{/subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
<outboundRelat10nsh1p typeCode="SPRT">
¢relatedInvestigation classCode=" INVSTG moodCode— EVN">
“{code nullFlavor="NA"/>
<subject0f2 typeCode="SUB]">
{controlActEvent classCode— "CACT” moodCode— EYN">
<id extengion= 7C.1.10. ” root="2. 16. 840.1,113883. 3. 989.2. 1. 3. 27 /> -
<|— €.1.10.r: Identification Number of the Report Whlch Is Linked to this Report (repeat as necessary)
#2 —> . - .
{/controlActEvent>
{/subject0f2>
\ {/relatedInvestigation>
<{/outboundRelationship>
" {outhoundRelationship typeCode— SPRT”>
{priorityNumber value="1"/>
<l-—C.2.7.5: Primary Source for Regulatory Purposes #1. —> -
<relatedInvestigation classCodes” INVSTG” moodCade="EVN"> o . o
<code code="2" codeSystem="2. 16 840, 1. 113883. 3. 989, 2 1, 1. 22 codeSystemVersion="1. 0"
dlsplayName— sourceReport” /> :
<subJect0f2 typeCode="SUB]">
" <econtrolActEvent classCode=" CACT moodCode="EVN">
<author typeCode="AUT">
{assignedEntity classCode="ASSIGNED”>
<addr> ' -
{streethddressLine>C. 2. 1. 2. 3{/streetAddressLine> ' .
<!-- €.2.1. 2. 3: Reporter's Street #1 —> ‘ L
<eity»C. 2. 1. 2. 4</city> .
{l— €. 2.r.2.4: Reporter’s City #1 ——>
<state>C. 2. 1. 2, 5(/state>
<l— C.2.r.2.5: Reporter' s State or Province £l —>
<postalCode>C. 2. r. 2. 6</postalCode> )
¢!— C.2.r.2.6: Reporter’ s Postcode #1 —>
{/addr> .
<telecom value="tel:C.2.1.2.77/> - . ’
4{}— C.2.1.2, 7' Reporter’s Telephone #1 —>
<assignedPerson ¢lassCode="PSN” determinerCode="INSTANCE™>
<{name>
{prefixdC, 2.1, 1. 1<{/prefix> ' ' Y
¢l+= €. 2.r.1.1: Reporter’s Title #1 ——>
<given>C. 2.1. 1. 2</given>
¢<|— C.2.%.1.2: Reporter’s Given Name #1 —>
<given>C. 2. 1. 1. 3</given>
<|— €.2.1.1. 3! Reporter's Middle Name #i ~—
<family>C. 2. 1. 1. 4</fam11y>
<!-— C.2.r.1.4: Reporter's Famlly Name #1 —>
</name>
<asQualifiedEntity classCode="QUAL">
<code code="C.2.r.4" codeSystem="2. 16. 840, 1 113883. 3. 989 2.1. 1. 68" codeSystemVersion="1.0"/>"
<l-- C.2.r.4: Qualification #1 —> . ‘
¢/asQualifiedEntity>
{asLocatedEntity classCode="LOCE">
Clocation classCode="COUNTRY” determinerCode="TNSTANCE™>
<code code="C.2.1.3" codeSystem="1.0.3166.1.2.2"/>
¢l--"C.2.r.3: Reporter’ s Country Code ¥1 ——>
¢/location>
{/asLocatedEntity>
{/assignedPerson>
{representedOrganization classCode=" ORG determ1nerCode— INSTANCE™>
<name>C. 2. r. 2. 2¢/name>
<{l— C.2.r.2.27 Reporter’s Depariment HI —> .
{assignedBntity classCode="ASSIGNED™>



{representedOrganization classCode="0ORG” determinerCode="INSTANCE™>
<name>C. 2. r. 2. 1{/name> B
<|— €. 2.r.2.1: Reporter' s Organisation #1 ——>
¢{/representedOrganization>
¢/assignedEntity>
{/representedlrganization>-
{/assignedEntity>
</author>
' ¢/vontrolActEvent> ] )
{/subject0f2> ’ . -
{/relatedInvestigation> :
</outboundRelationship>
‘{outboundRelationship typeCode="SPRT"> .
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
<code code="2" codeSystem="2. 16.840. 1. 113883, 3. 989, 2, 1. 1. 22" codeSystemVersion="1.0”
displayName="sourceReport”/>
{subject0f2 typeCode="SUBI">
{controlActBvent classCode="CACT” moodCode="EVN">
" <author typeCode="AUT"> ‘
<assignedEntity classCode="ASSIGNED">
<addr>
¢streetAddressLinedC. 2. r. 2. 3</streetAddressL1ne>
<1-- C.2.1.2.3! Reporter’s Street #2 —>
Ceity>C. 2.1. 2. 4{/city>
<I— C.2.1. 2.4 Reporter’s City #2 —>
{state>C. 2. 1. 2. 5</state>
l— C.2.r.2.5: Reporter’s State or Province #2 ——>
{postalCode>C. 2. ¥. 2. 6</postalCode>
<I—C.2.r.2.6: Reporter s Postcode #2 —>
{/addr>
<telecom value="tel:C.2.r.2.7°/>
{l-- C.2.r.2.7: Reporter's Telephone #2 —> .
{assignedPerson classCode="PSN" determ1nerCode— INSTANCE >
<{name>
$prefix>C. 2.r. 1. 1</prefix> .
<I—— C.2.r.1.1: Reporter’s Title #2 —>
{given>C. 2. r. 1. 2</given>
{!— C.2.r.1.2: Reporter’ s Given Name #2 —>
- LgivenrC. 2.1. 1. 3{/given>
- <l-- C.2.r/1.3: Reporter’ s Middle Name #2 —>
© {family>C. 2. r. L. 4¢</family> . .
(|-~ C.2.1.1.4: Reporter’ s Family Name #2 —> ’ . .
</name>
<asQualifiedEntity classCode="QUAL" )
{code code="C.2.r.4" codeSystem="2. 16. 840. 1. 113883, 3, 989, 2. 1. 1. 6” codeSystemVersion="1.0"/>
4— C. 2 r.4: Qualification #2 -->
{/asQualifiedEntity>
<asLocatedEntity classCode="LOCE™> ‘
<location classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="C.2.r.3" codeSystem="1.0.3166.1.2.2°/>
<l— C.2,r.3: Reporter' s Country Code 2 ——>
</location
{/asLocatedEntity>
{/assignedPerson> .
{represented0rganization classCode="0RG" determinerCode="INSTANCE">
<name>C, 2, r. 2. 2¢/name>
¢l-- C.2.r.2.2: Reporter's Department #2 —> i
<assignedEntity classCode="ASSIGNED"> :
{representédOrganization classCode="0RG" determinerCode="INSTANCE">
- <name>C. 2, 1, 2, 1{/name>
{!— C.2.r.2.1: Reporter's Organisation §2 ——
{/representedOrganization>
</assignedEntity>
{/represented0rganization>
{/assignedEntity>
{/author> o . .
</cantrolActEvent?
<{/subject0f2>
{/relatedInvestigation>



{/outboundRelationship?
<sub jectOf1 ‘typeCode="SUB] ">
{controlActEvent classCode="CACT” moodCode— EVN™>
{author typeCode="AUT">
<assignedBntity classCode="ASSIGNED">
Ccode code="C.3.1" codeSystén="2. 16. B40. 1, 113883, 3. 989, 2, 1. L. 7° .codeSystenVersion="1. 0"/>
<I—-C.3.1: Sender Type —> e
- Zaddrd

{streetAddressLine>C. 3, 4. 1{/streetAddressLine>

¢l— C.3.4.1: Sender’s Street Address ——>

cityrC, 3. 4. 2¢/city> : .

¢l— (. 8.4.2: Sender’s City —>

{state>C. 3. 4. 3{/state>

¢l— (.3.4.3: Sender’ s State or Province —>

{postalCode>C. 3. 4. 4¢/postalCode> '

¢1=—"C. 3.4, 4: Sender s Postcode —>.
{/addr>
{telecom value="tel:C.3.4.8"/>
¢l~- C.3.4.6: Sender’ s Telephone —>
{telecom value="fax:C,3.4.7"/>
<!-- €. 3.4.7: Sender’s Fax —>
{telecom value="mailto:C. 3. 4.8"/>

<l-- €.3.4.8: Sender’s E-mail Address ——>
<assignedPerson classCode— PSN” determ1nerCode— INSTANCE™>

<namg>

<pref1x>C.3.3.2(/prefix> ]

<!— C.3.8.2: Sender’s Title —>

{given>C. 3.3, 3</given>*

{J-- (.3.3.3: Sender’ s Given Name —>

<given>C. 3. 3. 4{/given>

¢l== C.3.3.4! Sender’ s Middle Name —> - ’ N

{family>C. 3. 3. 5</family> . . B
¢l—C,8.3.5: Sender’ s Family Name —>

{/name> ) _ . .

<asLocatedEntity classCode="LOCE”> .

<location classCode="COUNTRY* determinerCode="INSTANCE">
{code code="C.3.4.5" codeSysten="1.0, 3166.1.2.2"/>

- <l— €. 3.4.5: Sender’s Country Code ——>

{/location> .

{/asLocatedEntity> . N
¢/assignedPersony - ’ ’ - '
{representedOrganization classCode~ ORG” determlnerCode— INSTANCE >

<nanie>C. 3. 3. 1{/name> i : .

¢l~- (.3.3. 1! Sender’ s Department —>

{assignedEntity classCode="ASSIGNED">

{representedOrganization classCode="0RG" ‘determinerCode=" INSTANCE >
<name>C. 3. 2</name>
¢l— C.3.2: Sender’ s Organisation —>
</representedUrganization>
{/assignedEntity>
{/representedOrganization> -
</assignedEntity>
" </authory
<primaryInformationRecipient typeCode="PRCP">
<assignedEntity classCode="ASSIGNED"> e
{assignedPerson classCode="PSN” determinerCode="TNSTANCE">
<{name> ) :
{prefix>J2, 18. 2¢/prefix>
<l— @8ey2.18.2: ZEHF  FEEX —
{family>J2. 18. 3</family>
<1-- @86J2.18.3: SHEE ¥ —
<given>J2. 18. 4¢/given>
|-~ ggey2.18.4: REHL A — , '

hY

{/name>

{/assignedPerson>

{representeddrganization classCode— ORG” determlnerCode- INSTANCE™>
<name>J2. 18, 1{/name> -

{l— @EEF2.18.1: Z(ZH B4 —

{/representedOrganization



{/assignedEntity> .
</primaryInformatienRecipient>
{/controlActEvent>
<{/subjectOfl>
{subject0fl typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode="EVN">
<id assigningAuthorityName="C.1.9.1.1.1" extension="C.1.9.1.r.2" root="2.16.840, 1. 113883, 3.989.2. 1.3.3"/>
{!— C.1.9.1.1.1: Source(s) of thé Case Identifier (repeat as necessary) #1 —>
{!—C.1.9.1.1. 2 Case Identifier(s) #1 ——>
<{/controlActEvent>
</subject0f1> 7
{subjectOfl typeCode="SUB]"> , ‘ B
<controlActEvent classCode="CACT” moodCode="EVN">
{id assigningAuthorityName="C.1.9.1.1.1” extension="C.1.9. l.r.2" root="2.'16.840. 1. 113883. 3.989.2.1.3.3"/
d-—-cClelr1: %uw@)dtMCuewmnﬁa(mmﬂasmw%uﬂ#Zn)
<l-- C.1.9.1.r,2 Case Identifier{s) #2 -—
</controlActEvent>
{/subjectOf1> )
{subject0f2 typeCode="SUB]">
<investigationCharacteristic classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2.16.840.1.113883.3.980.2.1.1.23" codeSystemVer51on- 1. 0"
dlsplayName— ichReportType”/> .
<value xsiitype="CE” code="C.1. 3" codeSystem="2.16.840, 1. 113883.3.989.2. 1. 1. 2" codeSystemVersion="1, 0"/> -
<I--C.1.3 Type of Report —> .
{/investigationCharacteristic>
{/subject0f2> o
{subjectOfZ typeCode="SUBJ">
{investigationCharacteristic classCode="0BS" moocdCode="EVN"> )
{code code="2" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 23" codeSystemVersion="1. 0"
dxsplayName— “otherCaselds”/>
<value xsi:type="BL" wvalue="true"/>
{l— (.1,9.1 Other Case Identifiers in Prev1ous Transmissions —>
</1nvestlgat1onCharacterlst1c) .
</subject0f2>
{sub ject0f2 typeCode=" SUBJ >,
<1nvest1gatlunCharacterlstlc classCode="0BS” moodCode="EVN"> ) .
{cede code="3" codeSystem="2. 16, 840, 1. 113883. 3. 989. 2 1.1.23" codeSystemVersion="1.0"
displayName="nullificationAmendmentCode”/>
<value xsi:type=“CE” code="C. 1.11.1" codeSystem="2.186. 840, 1. 113883. 3. 989. 2. 1.1.5 codeSystemVersion="1. 07/>
{l— C.1.11L.1: Report Nullification / Amendment —>
{/investigationCharacteristic> -
{/subjectOf2>
{subjectO0fZ typeCode="SUB]">
{investigationCharacteristic elassCode="0BS" moodCode="EVN" 5
<code code="4" codeSystem="2,16.840.1.113883.3,989.2,1.1, 23" codeSystemVerslon— L.0"
displayName="nullificationAmendmentReason”/>
<value xsiitype="CE">
<originalText>C, 1. 11. 2{/originalText>
<1— C.1.11.2: Reason for Nullification / Amendment —->
</valued -
</1nvest1gat1onCharacterlstlc>
{/subject0f2>
{subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS" moodCode~ EVN">
@wewh—lcMﬁmeZJ&M&LuwmﬁﬁijjJJJTcwﬁanaﬁmJLWdﬁﬂw&mfﬁﬂ
B5 GESR S i | .
{value xsi:type="CE” code="J2.1a” codeSystem="2. 16.840.1.113883.3.989.5.1.3.2.1.1”7
codeSystemVersion="1, 07/> :
<|— 08872 1a: FERIBE (WELHE) —
{/investigationCharacteristic>
{/subject0Of2>
{subject0f2 typeCode="SUBI"> ,
{investigationCharacteristic classCode="0BS” moodCode=" EVN b ) o
{code code="2" codeSystem=" 2.16.840. 1.113883. 3. 989. 5. 1. 3. 2. 1. 127 codeSystenVersion="1.0" displayName="3}%

EERAT,. .
{value xsi:type="TS” value="20130107"/>
, <I-- g@eJ2. 2. 1: SLEE —
{/investigationCharacieristic>
{/subject0f2>

. .
'



<subjectOf2 typeCode="SUBI">
¢jnvestigationChatracteristic classCode="0BS” meodCode="EVN™> E i .
{code code="3" codeSystem=72.16.840.1.113883.3.989.5.1.3.2.1.12” codeSystemVersion="1,0" displayName="# %
ﬁﬁEL@Téﬂi/FV> ‘ .
<value xsi:type="ED">J2. 2. 2¢/valued
<I-- @eJ2. 2.2: ﬁ&*@ﬁﬁhﬁéd‘é:;ﬁ/b - _ ot
¢/investigatienCharacteristic> ' ’
{/subject0f2> : ) : P
.-{gubject0f2 typeCode="SUB]"> -
{investigationCharacteristic classCode="0BS" moodCode="EVN">
. {code code="4" codeSystem— 2.16. 840, 1. 113883 3.989.5.1.3.2. 1. 12" codeSystenVersion="1.0" displayName="RDi¥
BEZ7TD |
<value xsi:type="CE" code="J2.3” codeSystem="2.16. 840, 1. 113883. 3. 089.5.1.3.2.1.2" codeSystemVerslon— 1. 0”/)
<1— @68z, 3: BIRFE 7T Y
</1nvest1gat10nCharacterlst1c> .
“¢/subjectOf2y o . o N
¢subject0f2 typeCode=" SUBI”> '
¢investigationCharacteristic classCode="0BS” moodCode="EVN">

¢code code="5" codeSystem="%. 16.840.1,113883.3.989.5.1.3.2. 1,127 codeSystemVer51on- 1.0" displayName= i
HENTZT .
<value xsi:type= CE code— 72.8.1” codeSystem="2. 16, 840. 1. 113883 3. 989.5.1.3.2.1.6

codeSystemVer51on— L0"5>
<l-- @eay2.8.1: |EHBN7FS —
¢/investigationCharacteristic> |
£/subjectf2>
" {subjectOf2 typeCode— SUB]">
{investigationCharacteristic classCode="0BS" moodCode="EVN"> . '
! Ccode code="6" codeSystem="2. 16.840.1.113883. 3, 980.5.1.3.2.1. 12" codeSystemVerslon— 1.07 dlsplayName— TS
S OB,
¢value xsi:type="ED">J2.8.2¢</value>
< @0J2.8.2: WENSHOEDL —
</investigationCharacteristic> -
{/subject0f2>
{/investigationEvent>
</subject>
{/controlActProcess>
</PORR_ING49016UY>
¢l— Message #1 —>
{!— Wessage #2 —> - : R
" <1— PORR_IND49O16UV —> . - o : : .
<1— /PORR_IND49016UV —> ' : :
- ¢l— Message #2 —>
{receiver typeCode="RCV">
{device classCode— DEV” determinerCode="INSTANCE™>
¢id sxtension="N.1.4” root="2.16,840.1.113883.3.989.2.1.3, 14" />
¢]-— N.1.4: Batch Receiver Identifier —>
</device>
{/receiver>
<sender typeCode—-SND ?
<device classCode="DEV” determinerCode="INSTANCE™>
¢id extension="N.1.3” rToot="2.16.840.1.113883.3.989.2 1.3.13"/> ’ . .
<l— N.1:3: Batch Sender Identifier —— ‘
{/device> .
{/sender> 4
¢/MCCI_IN200100UVOL>



BHE 4

BEEFBE AT LAERAT—FHEE (JEE) OB

HHEBH ZIKL’ﬁJf:"JK‘OD M. |ESE) KESHEESEETT,

E# Tk B S X VST HREDELBINL TRERT 2,

T—HE |24 '

rEME Bk 5 BB _ .

XPath MCCI_IN200100UV01 [@ITSVersion='XML_'_1.0'] [@xsi:schemalocation="urn:hl7-
org:v3
MCCI_IN200160UV01.xsd'I/PORR, IN049016UV[r]/controlActProcess[@classCod
e='CACT][@moodCode="EVN')/subject [@typeCode"'SUBJ I[1)/investigationEvent
[@classCode=TNVSTG'] [@mood Code='"EVN/subjectOf2[@typeCode="SUBJ'I[inve
stigationCharacteristic/code[@code="1'"] [@codeSjstem='2. 16.840.1.113883.3.989.5.
1.3.2.1.121]][1}investigationCharacteristic[@classCode="OBS' [@mood Code="EVN'
Irvaluel@xsi:type='"CE1[@codeSystem='2.16.840:1.113883.3.989.5.1.3.2.1.1/@code

XPath /MCCI INZOOIOOUVOI[@ITSVerswn— XML 1.01[@xsi:schemal.ocation="urn:hl7-

‘(codeSystem | org:v3

Version) MCCI_IN200100UV01 xsd'J/PORR INO49016UV[r]/controlActProcess[@classCod

| e="CACT][@mo0dCode="EVN' l/subjectl@typeCode='"SUBJ'] [1]/1nvest1gat10nEvent
[@classCode=TNVSTG'l[@mood Code="EVN/subjectOf2[@typeCode="SUBJI"] [inve
stigationCharacteristic/code[@code='1"][@codeSystem="2.186. 840.1.113883.3.989.5.
| 1.3.2.1.1211[1/investigationCharacteristicl@classCode="0BS'l [@mood Code="EVN'
l/valuel@xsitype="CEl[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.1'//@code

SystemVersmn

1%1% 73>Hi-} LBl &S 2R T,

H B A

E RS BT oW TIL, ETHE - RETHEOMTICEb LT, ZME 5, $r. &
THPBICOWTE, RS L RIIE SR RRT 5, ETHRE. RETHET
HIHChLDLTE—SREI. FEEEZEWMETAILE L, BEICLABAES.

| DH 5% b TERHET L2 5, |

F—&8 | 8N '

FEE ZYR L

XPath /MCCI_IN2001000V01 [@ITSVersion=‘XML_1.0'] [@xsi:schemal.ocation="urn:hl7-

orgv3

' MCCI_IN200100UV01.xsd'//PORR_IN049016UV[rl/controlActProcess[@classCod

e="CACT'll@mood Code="EVN')/subject[@typeCode="SUBJ N [1}/investigationEvent
[@classCode="INVSTG'][@mood Code="EVN')/id[@root='2.16.840.1.113883.3.989.5.
1.3.2.3.1'][1]/@extension




s T, BEORE 725 A dat, M. HAE 228 %0 20 % 1 EE

UHESHEE 221 H L RE 273 4% LECEDAFHEEH T A L2 5,
WEFE | BIER CCYYMMDD % CR#T5 2 &,
5F—4#% | CCYYMMDDhhmmss.UUUU+ | -ZZz7]
HAIE BT
XPath /MCCI IN200100UV01[@ITSVersmn—XML 1.0'l[@xsi:schemalocation= urn:h17-

o org: w3 T : .
"MECI IN200100UV01 xsd']/PORR IN049016UV[r]/controlActProcess[@classCod

| stigationCharacteristic/code[@code="21[@codeSystem='2.16.840.1.113883.3.989.5.
11.3.2.1. 12']][1]/1nvest1gat1onCharactenstlc[@classCode 'OBS][@moodCode—'EVN‘
]/value[@xs1 type—'TS']l@value :

'rﬂzlﬁ%ﬂ%ajmowr UTCRTBA%, BIALERSAICERT S,

e='CACT'][@moodCode="EVN'l/subject[@type Code="SUBJ'M1)/investigationEvent
[@classCode=TNVSTG ' [@mood Code="EVN'l/subjectOf2[@typeCode="SUBJ'][inve

- EB—HizRVT, 1C.14 1‘*#&%#6%@]L§E¢#J\$ Ehi ElJ & 132.2.1 %&iﬁ
HH) BRRDIGE _ _ _
ﬁﬂ%zﬂﬁﬁmo%lﬁkﬁﬁsﬁﬁz%ﬂ%b<ﬁ%?&x%lﬁkﬁbéﬁ
EHRPEBL TS Z L %, BIERGES - L;t%llﬁlﬁ{ﬂﬁta%?ﬁi FESEE LT
FE -
- 80 (XX 15) Huﬁ®ﬁ¢ﬂ%1%6&%xfwta 5. %1%%ﬁ$?6m
W EE T & D 15 (Xix 7 B uwa>$ﬁﬂ=a>ﬁ§%'c&;é & 71»4:!15)% Li=B&

B,

7L

F—sE

10000AN

FFAE

SRRk

XPath

/MCCI_IN200100UV01{@ITSVersion=XML,_1.0'l[@xsi: schemaLocatlon-— urn:hi7-
org-va
MCCI_IN200100UV01.xsd'VVPORR_ INO49016UV[r]lcontr01ActProcess[@classCod

e='CACT'l[@moodCode="EVN1/subjectl@typeCode="SUBJ] [1] finvestigationEvent
[@classCode=INVSTG[@mood Code="EVN"//subjectOf2 [@tyﬁeCode—‘SUBJ 1[inve
stigationCharacteristic/code[@code='3"1[@codeSystem='2.16.840.1.113883.3. 989.5.

1.3.2.1.12' ]][1]/1nvest1gat10n0haractemstm[@classCode—‘OBS'] [@mo0dCode="EVN'
livaluel@xsi:type="EDVtext(

AR PR . RIS, AEREREIC BT, TR ERADIIRD
2 (1) QIR TA2HEDEE,. AHBEETHT 5,

EUTHEEOAE N=AMRFRE) FRETDE,
. :



T— & 1IN
HEE 1=RlRFRE o
XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0][@xsi:schemaLocation="urn‘hl7-
org:v3 |
MCCI_IN200100UV01.xsd' ]/PORR IN049016UV{r]/controlActProcess[@classCod
e="CACT'[[@moodCode="EVNl/subjecti@typeCode="SUBJ'][1)/investigationEvent
[@classCode='INVSTG'] [@mood Code="EVN')/subjectOf2[@typeCode='"SUBJ '] linve
| stigationCharacteristic/code[@code='4'] [@codeSystem="2.16.840.1. 113883.3.989.5.
"1.3.2.1.1271{1}investigationCharacteristic[@classCode="0BS' [@mood Code="EVN'
Ivaluel@xsi:type="CE] [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.2'1/@code
XPath /MCCI_IN200100UV01[@ITSVersion=XML,_1.01 [@xsiIschemaLocation='urn!h17 -
(codeSystem | org:v3 ‘
Version) MCCI_IN200100UV01.xsd'l/PORR IN049016UV[r]/controlActProcess[@classCod

e="CACT'][@moodCode="EVN/subject[@type Code="SUBJ'I[1)/investigationEvent
[@classCode=INVSTG'] [@r_noodCode—'EVN J/subjectOf2[@typeCode="SUBJ I [inve
stigationCharacteristic/code[@code="2l[@codeSystem='2.16.840.1.113883.3.989.5.

1.3.2.1.1211}investigationCharacteristic[@classCode='0BS'l [@moodCode='"EVN'

Ifvaluel@xsi: type—'CE'] [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.2' /@

: i codeSystemVersmn
| EEH E*ﬂ:.@%un@%E%%T'ﬁ"o .
Rk AR5 K 0872 — MEZRR L CRET 2.
| - RTOEHERRIC VT, —BEERS R CEREERS IO ERROB AL,
N=EERRET] b [5=Y%2 L] OFrbEFNFHERLER TS L,
cETOBEERIZOWT, —KRAE E%nnxmg?ﬁﬁgﬁm DOELEIL 5= %7 L]
" | 2B [7=PMS IS (EE®) ] 0FrLENThERLUERT ST L,
F— B 1N
FEE Al B &8
XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.07[@xsi:schemal.ocation="urn:h17-
orgiv3

MCCI_IN200100UV01.xsdJ/PORR_IN049016UV[rl/controlActProcess(@classCod

| e="CACT}[@moodCode=' EVIN'l/subject@typeCode="SUBJ'] [1}/investigationEvent

[@classCode=TNVSTG[@moodCode='"EVNT]/component[@type Code="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment/@classCode=TINVSTG @mo
odCode="EVN'//subject1[@typeCode="SBJ'l[1]/primharyRole[@classCode=INVSBJ'
l/subjectOf2[@typeCode="SBJ "] [organizer/code[@code="4][@codeSystem="2.16.840.

| 1.113883.3.989.2.1.1.2071[1)/organizerl@classCode="CATEGORY 1 [@mood Code="E

VN'l/component[@type Code='COMP'][substanceAdministrationfid][k]/substanceA’

3




‘drninistration[@classCode="SBADM'] [@moodCode='"EVN'] /consumable [@typeCode

= CSM[1)/instanceOfKind[@class Code—'INST‘]/kindOfPro&uct[@classCode?'MM

AT'][@determinerCode="KINDI/asManufacturedProduct(@classCode=MANU/su

bjectOf[@typeCode='SBJl [characteristicl[Ll/characteristiclcode[@code="11[@code

. System="2.16,840.1.113883.3.989.5.1.3.2.1.101l[1][@classCode="OBS]] [@moodCod
e='"EVN'|/value[@xsi: type—'CE][@codeSystem—'z 16.840.1.113883.3.989.5.1.3.2.1.

3]l@code

(codeSystem

Version)

'V@codeSystemVersion

| B EEm s,

fMCCI IN200100UV01[@ITSVersmn—'XML L. 0'][@x31 schemaLocation= urnihl"if e
org:v3 7
MCCIL_ IN200100UV01 xsd'l/PORR_ TN049016UVIrl/controlActProcessl@classCod
e='"CACT'[@moodCode="EVN' J/subject[@typeCode="SUBJ][1}/investigationEvent
[@classCode=INVSTG [@_m_oodCode='EVN']/component[@type Code='"COMP'}[adv
erseEventAssessment)] [1]/adverseEventASsessment[@classCOde=‘INVSTG’] [@mo -

' odCOdei'EVN']/subjectl[@tprCode='SBJ'][l]lprimaryRole[@bla'ssCode='1NVSBJ_'

VsubjectOf2[@typeCode="SBJ'] [organizer/codel@code="4T[@codeSystem="2.16.840.
1.113883.5.989.2.1.1.20'I[1]/organizer[@classCode='CATEGORY 'H@mood Code="E

o VN]/component[@typeCode—'COMP'] [substanceAdministration/id] [k]lsubstanceA
: dmlmstratlon[@classCode—'SBADM ] [@moodCode—'EVN l/consumablel@typeCode

=csm [l]/mstanceOlend[@classCode—'INST']/kmefProduct[@classCode—'m

AT [@determmerCode—'KIND']lasManufacturedProduct[@classCode— MANUYsu
bjectOfl@typeCode="SBJ'] [charactenstm] [1]/characteristiclcode[@code="1'] [@code

System="2.16.840.1.113883.3.989.5.1.3, 2.1. 10T/[1][@classCode="OBS'][@mood Cod
—'EVN']/value[@xs1 type='CE1] [@codeSystem='2.16. 840 1.113883.3.989.5.1.3.2.1. .

RREERDELD IR AT L <

REREERLTHL I LZ2TT,

RCELT IR B 5 & D EEIR 2 — FMEZBIRLTERT L Z &,
' ﬁﬁ:l:%unﬁ‘_‘ﬂx}%lgiﬂn@%AGi %n%ﬂ@ﬁ*iﬂﬁuuk’Db\f rOl‘% o
E%ﬂul b TO3==HERL AT 25=KEF" ﬁ[%nn] @q:‘ﬁ‘ff)l%ﬁb_ﬁ
%ﬁ'ﬂ'é E.
5?il:;?’énnﬁﬁiﬁﬁzﬁﬁﬁmli%nn@%’&ﬁ %ﬂ%ﬂ@gﬁfl::%nnf\..’Dl/‘T f04=
%E%ﬁﬁﬁ)uﬁ;{uul ’E"Eﬁj—é L, ‘
- BHEEEASEREERR O 'é‘ii %ﬂ%h@@*ﬂ:lﬁ%nnholﬂf f05'"§3“é'§
| EER RRETEIL,
F—2E | 2AN- |
FAME K 5 B W




XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0[@xsi:schemal.ocation="urn:hl7-
orgv3 ‘
MCCI_IN200100UV01.xsd/PORR_IN049016UV[r)/controlActProcess[@classCod
e='CACT'l[@mood Code="EVNV/subject(@typeCode="SUBJ1{1)/investigationEvent
[@classCode=INVSTG] [@moodCode="EVN'l/componenti@type Code="COMP'] [adv
erseEventAssessment] [1)/adverseEventAssessmentl@classCode="INVSTG'l[@mo
odCode="EVN'l/subjectl [@t'ypeCode.='SBJ 'H1)/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode="SBJl[organizer/code [@code¥'4'] [@codeSystem="2.16.840.
1.113883.3.989.2.1.1.201][1}/organizer{@classCode="CATEGORY'l [@moodCode="E
VN'/component[@type Code='COMP'][substanceAdministration/idl[kl/substanceA
dministrationi@classCode='SBADM [{@mood Code="EVN'l/consumablel@typeCode
='CSM'l[1}/instanceOfKind[@classCode=TNST'/kindOfProduct[@classCode="MM |
ATl[@determinerCode=KIND')/ asManufacturedProduct[@classCode=MANUl/su

_bjectOf[@typeCodeﬁ'SBJ 'lapprovall[1]/approvall@classCode='CNTRCT [@mood

Code="EVN/pertinentInformation[@typeCode=PERT1[1)/policy [@classCode="PO
LICY'Y{@moodCode="EVN' ]lcode[@codeSystem 2. '16.840.1.113883.3.989._5.1.3.2.1.

5l 4')/@code ;

XPath

Version) - *

IEEEEEE

{codeSyste m

: /MCCI INZOOIOOUVOI[@ITSVersmn—'XML 1.0'l[@xsi:schemaLocation="urn:hl7-

b

orgv3 \
| MCCI_IN200100UVOL. xsd‘]!PORR IN049016UV[r]lcontrolActProcess[@classCod

.| e="CACT'[@moodCode="EVN'] /subject [@typeCode='SUBJ'] [1}/investigationEvent

[@classCode="INVSTG'] [@mood Code='"EVNI/component[@typeCo de="COMP"[adv

-| erseEventAssessment}{1]/adverseEventAssessment[@classCode="TNVSTG'] [@mo

0dCode="EVNY/subject1{@type Code="SBJ'l[1)/primaryRolel@classCode="INVSBJ'
l/subjectOf2[@typeCode="SBJ ' [organizer/code[@code='4"l[@codeSystem="2.16.840.

11.113883.3.989.2.1.1.20]1 [1)/organizerl@classCode='CATEGORY Tl@mood Code="E

VN'l/component[@typeCode="COMP’] [substanceAdininistrationfid] [kl/substanceA
dministration[@classCode="SBADM[@mood Code="EVN'}/consumable[@typeCode
='CSM'][1)/instanceOfKind[@classCode="TNST)/kindOfProduct[@classCode=MM
AT']{@determinerCode="KIND')/asManufacturedProduct[@classCode="MANU"/su
bjectOfl@typeCode="SBJ'1[approvall[1)/approvall@classCode="CNTRCT'] [@mood

- Code—'EVN']/pertinentInformation[@type‘Code—'PERT'][l]lpo]icy[@classCode—'PO

4 /@codeSystemVersmn

ﬁ&E%%ﬁ—ﬁmE%&Kﬂ%ﬁ%@%%@%ﬁmk$ﬁ%%%?°
SEER BHERLE—BAEES I EREEERL OSSO, ThPho BHERRICoN

THIES XV EWR=— MERBIR L CERT D2 &,
- .




1A

F—51
R

IS 5 Z

(value)

XPath

| MCCI_ IN200100UV01[@ITSVersmn—'XML 1.01[@xsi: schemaLocatlon— urn:hl7-

org-vd

MCCI_IN200100UV01.xsd /PORR_IN049016UVIxl/controlActProcess[@classCod
e="CACT"] [@moodCode“’EVN l/subject [@typeCode='SUBJ 1)/investigationEvent
[@classCode=TNVSTG[@moodCode="EVN'/component[@typeCode="COMP"] [adv
erseEventAssessment] [llladverseEventAssessment[@classCode—'INVSTG ll@mo

odCode="EVN'//subject1[@typeCode="SBI1]/primaryRole[@classCode=TNVSBJ"
I/subjectOf2[@typeCode="SBJ)[organizer/code [@code="4"| [@codeSystem='2.16.840.
1.113883.3.989.2.1.1.2011[1)/organizeri@classCode="CATEGORY 'l [@moodCode="E
VN'l/component[@typeCode='COMP'] [substanceAdministration/id][kl/substanceA
dministration[@classCode="SBADM!] [@moodCode—'EVN']!consumable [@typeCode

="CSM1[1)/instance OfKind[@classCode="TNST' ]/sub3ectOf[@typeCode—'SBJ 1/obse

K rvatmnEvent[code[@code—'z][@codeSystem—'Z 16.840.1.113883.3. 989.5.1.3.2.1.10‘
| Ni1[@classCode="0BS1[@mood Code="EVNI/valuel@xsi: type='CE][@codeSystem

| ='2.16.840.1.113883.3.989.5.1.3.2.1.5'/@code

- | XPath .
(null

flavor)

. /MCCI_IN200 100UV01[@ITSVersmn— XML_1.01 [@x51 schemaLocatlon—'urn h17-
org-v3 '

MCCI_ IN200100UV01 xsd'//PORR.._ IN049016UV[r]/controlActProcess[@classCod

e='CACT{@rhoodCode="EVN'l/subj ectl@typeCode='"SUBJ'] [l]lmvgstlgatmnEvent
[@classCode=TNVSTG1[@mood Code="EVN'] fcomponent{@typeCode='COMP'][adv
erseEventAssessment][1]/adverseEventAssessment [@classCode=TNVSTG'l[@mo
0dCode="EVN'/subject1[@typeCode="SBI1[1)/primaryRolel@classCode=TNVSBJ'
]/sub;echf?. [@typeCode="SBJ']|[organizer/codel@code="41[@codeSystem='2.16.840.
1.113883.3.989.2.1.1. 20']][l]lorganlzer[@classCode—'CATEGORT] [@moodCode="E
VN' ]/component [@typeCode="COMP'] [substanceAdministration/idl[1]/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'//consumable[@typeCode
—cSM1[1)/instanceOfKind[@classCode=TNST/subjectOfl@typeCode='SBJl/obse
rvationEventlcode[@code= '2‘]'[@£:odesystem—'2 16.840.1.113883.3.989.5.1.3.2.1.10'
N1}[@classCode="0OBS'] [@moodCode—'EVN Ivaluel@xsitype="CE] [@codeSystem
='2.16.840.1.113883.3. 989.5.1.3.2.1.5]/@nullFlavor




XPath
(codeSystem

Version)

| [@classCode=TNVSTG'[@moodCode="EVN/component[@typeCode="COMP'][adv
.| 0dCode="EVN'l/subject1[@typeCode="SBJ1[1]/primaryRole[@classCode=TNVSBJ'

| 1.113883.3.989.2.1.1.2011[1]/organizer[@classCode="CATEGORY'{@mood Code="E

'2 16 840 1.113883.3.989.5.1.3.2.1 5]/@codeSystemVersmn

‘Qmémﬁﬂkowr R TH

/MCCI_IN200 IOOUVOI[@ITSVersmn—'XML 1. 0][@x31 schemal.ocation="urn:h17-
orgv3
MCCI_INZOOIOOUVO1.xsd']/PORR_IN049016UV[r]/controlActProcess[@classCod
e='CACT'|[@mood Code='EVN"/subject[@typeCode="SUBJ'[{1}/investigationEvent

erseBventAssessment][1]/adverseEventAssessment[@classCode="TNVSTG] [@mo
I/subjectOf2[@typeCode="SBd'l[organizer/code[@code='1l{@codeSystem="2.16.840.

VNT/componentl@typeCode='"COMP'I[substanceAdministration/id}{kl/substanceA
dministration[@classCode="SBADM'|[@mood Code="EVNT/consumable[@typeCode
='CSM1[1}/instanceOfKind[@classCode="INST'/subjectOff@typeCode="SBJ}/obse
rvatlonEvent[code[@code '2'[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10' |
Jl[1l[@classCode='"0OBS][@mood Code="EVN rvaluel@xsi:type='CE][@codeSystem

G XTI TREDE T ERT,

| BE TR EERORENET LTV RN EAR. FETEEL LCRET S L, &

HH &

A E
B, mTHERICHICREREAF LIEAE. XD TETHEL LTRET S,
S HLTI KW EEShza— REAVWTRBET 52 &,
F—&# . | HL7 =—F  10A
TFEAE active=3R7ET
completed"' BT
XPath /MCCIL IN200100UV01[@ITSVersmn—'XML 1.01[@xsi:schemalocation="urn:hl7-

orgivd

MCCI_IN200100UV01.xsd'l/PORR, IN049016UV[r]fcontrolActProcess[@classCod
e='CACT'] [@moodCode="EVN¥/subjectl@typeCode="SUBJ'1[1)/investigationEvent
(@classCode=TNVSTG'[@moodCode="EVN/statusCode/@code - -

RETHREDOFEIL. RETHEOFEHETRT,
FEEFYE | L ' '
F—&E | 10000AN

Ef:EE

FAE



- XPath

MCCI_IN200100UV01.xsd'/PORR,_IN049016UV/[r]/controlActProcess[@classCod

81 [@codeSystem—'2 16.840.1.113883.3. 989.5.1.3.2.1.10]]][1]/observat10nEvent[@c _
: "lassCode—'OBS‘] [@moodCode="EVN']/valuel@xsi: type="EDV/text(

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

orgiv3

e="CACT'] [@moodCode='EVN‘]lsubject [@typeCode='SUBJ 1[1)/investigationEvent
[@classCode=TNVSTG'] [@meodCode—'EVN']Icomponent[@typeCode-"COMP'] fadv |-
erseEventAssessment][1]/ adverseEventAssessment|@classCode=TNVSTG[@mo
0dCode="EVN'//component1[@typeCode="COMP'] [observationEventlcode[@code="

B VE R R 8 Y IR E RE R A T B W T, SR A OB IR S OB T
Bo ' . .

FRTIE YT READS N=HExHA] FERHITHIL,

THE 1=@Exags

XPath MCCI IN200100UV01[@ITSVersmn—’XML 1. 0‘] [@xsi:schemaLocation="urn-hl7-
org-v3
MCCI_ IN200100UV01 xsd'VPORR_ IN049016UV[r]lcontrolActPr0cess[@classCod

e='CACT1@moodCode="EVN/subject[@typeCode="SUBJ[1] /investigationEvent

[@classCode=TNVSTG'][@mood Code="EVN'}/subjectOf2[@typeCode="SUBJ'| linve
stigationCharacteristic/code[@code="5"[@codeSystem='2.16.840.1.113883.3.989.5.
1.3.2.1.12]1[1//investigationCharacteristicl@classCode='OBSl {@mood Code="EVN" |
I/valuel[@xsitype='CE'] [@codeSystem='2.16.840.1.113883.3.989.5.1.3.‘2.1.6‘]/@c0de\J

XPath /MCCI_IN200100UV01[@ITSVersion=XML_1.01{@xsi:schemaLocation="urn:hl7-

(codeSystem | orgiv3 ' . ‘

Version) MCCI_IN200100UV01.xsd’ ]/PORR IN049016UV[r]/controlActProcess[@classCod

e='"CACT'][@moodCode="EVN' ]/subJect[@typeCode—'SUBJ M1}/investigationEvent
[@classCode=TNVSTG] [@mood Code="EVN'I/subjectOf2[@type Code='SUBJ][inve
stigatidnCharacteristiclcode[@code—'5 l[@codeSystem='2.16.840.1.1153883.3.989.5.

1.3.2.1.12 ]][1]llnvest1gat10nCharacterlstlc[@classCode“‘OBS][@moodCode—'EVN'
Iivaluel@xsitype="CE[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6 1/@

codeSystemVersion

HERHA BIVERE G L X ITRBIMEE RIS EIZBW T, %&ﬁ:ﬁﬁﬂwﬁbﬂﬁi 27O BAICH
', ExtEA chHhHIRAERAT D,

EHAE | RL

F—#M | 10000AN

FPAME B B ECH




XPath

/MCCI_IN200100UVO1{@ITS Version="XML_1.0[@xsi:schemaLocation="urn’h17-
org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e="CACT'l[@moodCode="EVN'l/subject[@typeCode='SUBJ" 1(1}/investigationEvent
[@classCode=TNVSTG'l[@mood Code='"EVN/subjectOf2 [@typeCode='SUBJ[inve
stigationCharacteristic/code[@code="6" ][@codeSystem='2 16.840.1.113883.3.989.5.

i 1.8.2.1. 12]][l]lmvest1gatmnCharactenstlc[@classCode 'OBS [@moodCode—'EVN :

Ivaluel@xsiitype="EDT/text(

| BRSO BAL, Tk 24 23 A 6 AHEAT 0306 BEA LI EER LD

HA
Ri@k (TS IR D BRAES A K T4 v O—WEEICHVT] ORI N
HWHFRIFECRDIBERETA FIA v} KXV RENEFENEL TS,
TR 2L _ |
F—&% | 10000AN
FAE Rk .
XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi: schemaLocatmn—'urn hl7-

o | orgt v3 ‘
sl MCCI_IN2001000V01.xsd')/PORR, IN049016UV[r]/controlActProcess[@cIassCod

e='CACT'l[@moodCode='"EVNV/subject@typeCode="SUBJ1[1)/investigationEvent

| [@classCode="INVSTG] [@moodCode='EVN']/compqnent[@typeCodez'COMP'] [adv

erseEventAssessment][1]/adverseEventAssessment[@classCode='IN-'VSTG'] [@mo
odCOde—'EVN‘]lcomponentl [@typeCodé"“'COMP llobservationEventlcode[@code="
4"[@codeSystem="2. 16 840. 1.113883.3. 989.5.1.3.2.1.10']]][l]lobservatlonEvent[@c
lassCode='"0BS] {@moodCode "EVNIvaluel@xsiztype="EDVtext

USRS ORIERASICT T 2 EZ OFMICE S L L SR ORIIT OV THE
T35, |

E#rE (L

F— Bl 10000AN

SRS

B Ee#




XPath

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

MCCI,INZOOlOOUVOi.xsd']/P_ORR_INO4901GUV[r]/controlActProcess[@class Cod
e='CACT'][@moodCode="EVN/subjectl@typeCode="SUBJ1[1}investigationEvent
[@classCode=TNVSTG] [@moodCode="EVN'/component[@typeCode="COMP'H{adv

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

_odCode*‘EVN']/componentl[@tyﬁeCode—'COMP'] fobservationFventlcode[@code='
5'l[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10' ]]][1]/observatmnEvent[@c

lassCode—'OBS'] [@moodCode—'EVN ]/value[@x31 type—'ED']/textO

EHEHE | FoMsE LRI EELERT S,

LT R L

7 —&% | 10000AN

FrAEE B B e

XPath | MCCL, IN200100UV01[@ITSVers1on—'XML 1.01 [@xm schemaLocatlon-'urn hl17--

org:v3

MCCI_IN200100UV01.xsd'l/PORR._ INO49016UV[r]/controlActProcess[@classCod
e='CACT1] [@moonode='EVN']l subject[@typeCode='SUBJ'1[1]/investigationEvent
[@classCode='INVSTG] [@moodCode="EVN'l/component[@typeCode="COMP'l[adv

erseEventAssessment] [1]/adverseEventAssessment[@cl'assCode—'INVSTG'] [@mo

odCode—'EVN']/componentl[@typeCode"'COMP'] [observationEventlcode[@code="
61[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10" ]]][1]/observatmnEvent[@c
lassCode—'OBS'] [@moodCode—'EVN']/value [@x31 type=' ED']/textO

HEBRE | BRHERSICERE LTV ARRRSRESETRT, =

SHFE | BRHERERRHLTOWAVESRE, BREEFEECER LTV ABEEI—F
AEWTBI L.

F—xE | 70AN

AE B BEEHEL .

XPath /MCCI IN20010(_)UV01[@ITSVersion=‘XML_1.0‘] [@xsiischemaLocation=’um5hl7-
org'v3

MCCI IN200100UV01 xsd]/PORR IN049016UVIrl/controlActProcess[@classCod
e="CACT'][@moodCode="EVN' ]lsub]ect[@typeCode—'SUBJ 1{1]/investigationEvent

t [@classCode=TNVSTG1[@moodCode='"EVN'l/component[@typeCode='"COMP'][adv

erseBventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG ] [@mo
odCode='"EVN"/subject1[@typeCode="SBJ'I[1}/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@typeCode='SBJd'l[organizer/code{@code="4"[@codeSystem="2.16.840.

10




| Code—'KIND']/codeloriginalText/textO

1.113883.3.989.2.1.1. 20')[1)/organizer(@classCode="CATEGORY'l[@moodCode="E. |
VN'l/component[@type Code='COMP'}{substanceAdministration/idl/substanceAd

ministration[@classCode="SBADM'l[@moodCode="EVN'] [consumable/instanceOf
andfkindOfProduct/asSpecializedKind/gener‘alizedMaterialKihdfcode/orig_inalTe
xt][1)/consumable[@type Code="CSM1[1]/instanceOfKind [@classCode=TNST}/kin

dOfProduct[@classCode="MMAT"l[@determinerCode="KIND")/asSpecializedKind{

@classCode="GEN'l{1]/generalizedMaterialKind[@classCode="MAT'] [@determiner

BRI, BRHERBOBLEMERRT S,

HEBHA

RLERAIE | IRBRETEEERRE L COhAWESITE. =Tk,

F—&® | 2N ‘ |

A el :
XPath | /MCCI_IN200100UV01[@ITSVersion="XML,_1.0[@xsi:schemaLocation="urn:hl7-

orgwv3d - . ‘
MCCI_IN200100UV01.xsd'/PORR_IN049016UV/[rl/controlActProcess@classCod

y e='CACT'l{@moodCode='"EVN']/subject[@typeCode='"SUBJ'I[1]/investigationEvent
[@classCode=TNVSTG'l[@moodCode='"EVNl/component{@typeCode="COMP1[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG'][@mo

0dCode="EVN/subject1 [@typeCode="SBJ'] [1)/primaryRolel@classCode="TNVSBJ"

| VsubjectOf2[@typeCode="SBJ'l[organizer/codel@code="1"[@codeSystem="2.16.840.

1.113883.3.989.5.1.3.2.1.111 [{//organizer[@classCode="CATEGORY'] [@mood Code
—'EVN']!com'ponent[@typeCode—’COMP']/observation[@classCode“'OBS'] [@mood
Code='"EVN'l[codel@code="7'l[@codeSystem="2.16.840.1.113883.3. 989.5.1.3.2.1.10'
! T’]l@value

]]lvalue[@xm type=

A A ‘Z'é?s*.ﬁ::“& 2, BREERECER STV AR BEBEERT 5, ‘
EHFE | RRIERHZEENLCOSSEAIT. EREEMT S LA TES, 2B, R
\ FEREZRE L TOROVES I, BREMHEZICER L OV 3N SRE 2 28
TBHZE, R mibfﬁ%ﬁ%ﬁi'éaﬂﬁﬁmﬁ%%ﬁ% LT AEAE. Do~ TRY)
| oTRH#ETHZE,

T — &Kl 1000AN

FFAE ER=ESH A

XPath MCCI IN200100UV01[@ITSVer310n— XML _1.0'1[@xsi: schemaLocation="urn: hl7-
orgivd

MCCI_IN200100UVO0L.xsd'VPORR_IN049016UVIx/controlActProcessl@classCod
e='CACT!][@moodCode="EVN'/subjectl@typeCode="SUBJ'][1)/investigationEvent
[@classCode="TNVSTG1@moodCode="EVN'//component[@typeCode='COMP'} [adv

11




erseEventAssessmentl[1]/adverse EventAssessment[@classCode=TNVSTG {@mo
odCode= 'EVN'];"subjectl[@typeCdde—‘SBJ'][I]IprimaryRole[@CIéssCode—'INVSBJ'
]/subJect0f2 [@typeCode="SBJ'] [orgamzer/code{@code—'1'] [@codeSystem—‘2 16.840.
1.113883.3.989.5.1.3.2.1.11" ]]{r]/orgamzer[@classCode—'CATEGORY][@moodCode
='EVN')/component[@type Code="COMPl/observation[@classCode="OBS'|[@mood
Code='EVN'[code[@code="8}[@codeSystem="2.16. 840 1.113883.3.989.5.1.3.2.1.10'
]]/value [@xeu type='ED ]/text()

ITh

THABA 5&‘1‘ F'ii Eﬁéﬂfh‘éﬁﬁ%*ﬁ%ﬂ”ﬂ" ST T I

FLE I BRI ERHEFEN LTV AESCIE. BHEEEHT S <‘:75>'("3 %’o 2P, Bk
FHEEE A R L TOARWEEITIE, B S LB — RiE%®R L CRMT S
ek, a

F—EH IN

FAE | BIESBR . .

XPath MCCI_ IN200100UV01[@ITSVer51on—'XML 1.01 [@XSl schemaLocatmn— urn: h17-

org v3 , :

| MCCI_IN200100UV01.xsd'VVPORR IN049016UV[r}/controlActProcess[@classCod
e='CACT'] [@moodCode="EVN'l/subject[@typeCode="SUBJ] [1VinvestigationEvent
[@classCode=TNVSTG'] [@moodCode='EVN']/component[@typeCdgle='COMP_'] [adv
erseEventAssessment][1]/ adverseEventAésessment [@classCode="INVSTG'} [@mo
0dCode="EVN' l/subject1 [@typeCode—'SBJ ] [1] /primaryRole [@classCode—'INVSBJ '
]/sub3ect0f2[@typeCode—'SBJ ]l{organizerfcodel@code="1 1[@codeSystem="2.16.840.
| 1.113883.3.989.5.1.3.2.1.11 ] [rV/organizer[@classCode='"CATEGORY l[@mood Code
=EVN ]/component[@typeCode—'COMP Jiobservation[@classCode='0BST[@mood
Code="EVN'l{code[@code='9"][@codeSystem='2.16.840.1:113883.3.989.5.1.3.2.1.10'
]]:fvalue[@xsiitypei'CE']_[@codeSystem-—f_-'Z.16.840.1.113883.3.989.5.’1.3.2.1.7']!@cod

-1 e

12




XPath
(codeSystem

Version)

Y

“”3:12*1 3*«@4 :

| MCCI_IN200100UV01[@ITSVersion="XML_1. 0][@x31 schemaLocation="urn:hl7-

'MCCI_INZOOIOOUVO1.x:sd']/PORR_'INO&IQOlGUV[r]/controlActProcess[@classCod

' Code='"EVN'l[code[@code="9"][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'

- R

BEHOR

orgv3d

e='CACT'] [@moodCode="EVN']/subject[@typeCode="SUBJ'|[1}/investigationEvent
[@classCode="INVSTG'] [@moodCode='"EVN'l/component{@type Code="COMP'l[adv
erseEventAssessment]{1]/adverseEventAssessment[@classCode=INVSTG' [@mo
odCode="EVN'l/subject1[@typeCode='"SBJ1[1}/primaryRole [@classCode="TNVSBJ'
l/subjectOf2[@typeCode='SBJ'] lorganizer/code[@code="1"] [@codeSystem—'Z 16.840.
1.113883.3.989.5.1.8.2.1.11'] [xl/organizer[@classCode="CATEGORY'] [@mood Code
='EVN'l/component[@typeCode='COMP"}/observationl@classCode='0BS] [@mood

Hivaluel@xsi:type='"CE'H@codeSystem='2.16.840.1.113883.8.989.5.1.3.2.1.71/@cod

eSystemVersmn

éﬁﬁtb%ﬁ&%%&%¢®m&%®€ﬁ%rf

EE B

HEHH
R IE 2 — NETIZ%< Boolean THEMFNVBEEIE Mrue=F] #. VWANELE
~w| [False=| #BIRTBZ L,
7 — &7 ... Boolean 10A
A | true=F
! .| false=1E o
XPath /MCCI__INZOQlOOUVO 1[@ITSVersion=XML,_1.0'][@xsi‘schemaLocation="urn:hl7-

']]/value [@xsi:type="BL/@value,

org.v3d . :

MCCI_IN200100UV01 xsd'I/PORR_IN049016UVIrl/controlActProcess[@classCod

e="CACT|[@moodCode="EVN"/subject[@type Code="SUBJ 1{1)/investigationEvent

[@classCode="INVSTG'][@moodCode="EVN "/component [@typeCode-'COMP [adv

erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG][@mo
odCode="EVN'/subject1@typeCode="SBJ'I[1)/primaryRole[@classCode="INVSBJ'

l/subjectOf2 [@typeCode='SBJ[organizer/codel@code="1l[@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1. 1111l Jforganizer[@classCode="CATEGORY | [@mood Code

='EVN']lcomp0nent[@typeCode—’COMP']/observation[@classCode—'OBS'][@mood |
Code="EVN'{code[@code="10"][@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.1

BROBE. YEBEOBERENEREEEENL L FHTERV LD THEEEIE
KE. T DHMOBEITEEmM L5, ICSREH @ Ei.2.1b BER, AE%E45 (MedDRA

— ) LEE-SIT bh, BIfFREICERD - BaE 5T 5, (FRIMEONBEET,
FEMAGO 18, TOMOBRBEEASHECELCOEETE) © (1) 23R
TBHZ L)
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VEEAE

o— FESEIR L TERTH L,

| F—rm

1IN

A

1=
2=BL%n

XPath

MCCI_IN200100UV01.xsd'l/PORR_ IN049016UV{r]lcontrolActProcess[@classCod
IK -"CACT][@moodCode—'EVN']lsub]ect[@typeCode"'SUBJ Q[1l/investigationEvent

{'EVN ]/0utboundRelat10nsh1p2[@typeCode—'PERT Tlobservation/code[@code="11'1[
. | @codeSystem='2.16.840.1.113883.3.989.5.1..2.1.1071{1)/observationl@classCode=

MCCI IN200100UVOl[@ITSVersmn—'XML 1 0 1[@xsi:schemaLocation="urn-hl7-
org:v3d

[@classCode="INVSTG' ][@moodCode—'EVN‘]lcomponent [@typeCode="COMP"1[adv.
erseEventAssessment] [1]fadverseEvgntAs.sessment[@classCode='INVSTG H@mo
0dCode="EVN'l/subject1[@typeCode="SBJ){1])/primaryRole[@classCode=TNVSBJ'
VsubjectOf2[@typeCode="SBJ] [observation[id][code[@code="29"][@codeSystem="2.
16:840.1.113883.8.989.2.1.1.19'}}{il/observationl@classCode="OBS'] [@mood Code=

'0BST{@moodCode="EVN/value[@xsi: type-‘CE][@codeSystem—'Z 16. 840 1.11388
3.3.989.5:1.3.2.1.81/@code

XPath .
(codeSystem
_Version) ‘

ECEL:

MCCI_IN200100UVO01 xsd']/PORR INO49016UV[r]/contr01ActPr0cess[@classCod ‘

{ [@classCode=TNVSTG'] [@moodCode— EVN/component[@typeCode="COMP'lladv
: erseEventAssessment]-[ﬂladverseEventAssessment[@classCode—'IN_VSTG'] [@mo

MCCL IN200100UV01[@ITSVersmn—'XML 1. 0][@5{31 schemaLocatlon— _urn h17
orgiv3

e='CACT'] [@moodCode"EVN‘]/ subJect[@typeCode—'SUBJ M[1}/investigationEvent

0dCode="EVN'/subject1[@typeCode='SBJ'|[1l/primaryRole[@classCode=TNVSBJ'
VsubjectOf2[@typeCode="SBJl[observation[id][code[@code="29'[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19' 1] [il/observation[@classCode="0 BS I[@mood Code=
"EVN/outboundRelationship2[@type Code=PERT'] [observation/code[@code="11"1[
@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'] [1l/observation[@classCode=
'‘OBS'1[@moodCode= 'EVN]lvalue[@x51 ty’pe“'CE][@codeSystem—Q 16.840.1.11388
3.3. 989.5.1.3.2.1.8‘]/@codeSystemVers1on C :

ﬁ%ﬁ&&iﬁ%@ﬂ%ﬂik%b‘f %@i’iblﬂfiﬁﬂ:?‘!@bv\iéﬂ'CU‘é%
| aEEERT,
oA EHo— N bifEgna— }~ PRI LTI L,

| HRBEDRE ﬁﬂ:%“/jiﬁi%%%ﬂ)fﬁlﬁi ﬁ%%ﬁiﬁ%ﬁ@@%‘ﬂ%ﬁ‘é L,

it\%lﬁ%ﬁ¢®%%\ﬁ%%ﬁot@%ﬂﬁTé k.
R IC BT, EREOREN R X - TR— ®ﬁ%mﬁéntﬁﬁ\1o®ﬁ
B LTHELTELEARY, TOROIIREREE 1 BEICERL, £V ELEFH
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mbf\:%au%m%wmmﬁﬁﬁ%ﬁﬁfazao

%, A—OHEAMUETE ShSBAIE, SRARE SV CEMBET S, 2
DRI, BIEHE DRI T4 EMﬁiw&ﬁﬁéﬁﬁfa L. MHEED
ARENE D B RS0 E LA T &,

F— s

B, HEOHBEAENRRDIHEE. BEELTLIL,

24 )
FAE ISO 3166-1 77 7-2 DE=— K, EU
| XPath , IMCCI IN200100UV01[@ITSVersmn"XML 1.0'{@xsi:schemalocation="urn:hl7- -

MCCI_IN200100UV01.xsd'VPORR INO49016UV[r]/controlActProcess[@classCod

org: v3

e='CACT] [@moodCode—'EVN'}lsubJect[@typeCode='SUBJ [1l/investigationEvent
[@cl‘assCode:'INVSTG'] [@mood Code="EVN'/reference[@typeCode=REFR'1[docu
ment/code[@code="2][@codeSystem='2.16.840.1.113883.3.989.2.1.1.2711[x]/docum
ent[@cl:issCode='DOC'] [@moodCode="EVN'l/participation[@typeCode="AUT/assi
gnedEntity[@classCode='ASSIGNEDl/representedOrganization[@classCode="OR
G'l[@determinerCode=TNSTANCE)/asLocated Entity[@classCode="LOCE]/locatio
nl@classCode="COUNTRY'] [@determinerCode=INSTANCEl/code [@codeSystem— ‘
'1.0. 3166 1.2. 2'V@code

“fm%ﬁi&U%@ﬂﬁﬁib%n\éﬂ

EHEHHA

Gk 7L

F—&E 500AN

AR H M EEH |
XPath /MCCI IN200IOOUVOI[@ITSVersmn—'XlWL 1. O][@x31 schemal.ocation= urn3h17-

MCCI_INZ00100UVO01. xsd‘]!PORR INO49016UV[r]/c0ntrolActProcess[@classCod

org:v3

e='CACT'l[@moodCode="EVN'l/subject[@type Code="SUBJ][1)/investigationEvent
[@classCode=TNVSTG'l[@mood Code="EVN/component[@typeCode="COMP'|[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'[@mo
0dCode="EVN'//component1[@typeCode='"COMP"][observationEvent[code[@code="
12 ll@codeSystem="2.16.840.1.113883.3. 989.5.1.3.2.1.10]]][1]/observatmnEvent[@
classCode='0BS'|[@moodCode='EVN'I/value[@xsi:type="ED'N/text( '

THEEMEOBE. THRERER /T Xix TFEERRE FE] ORlZRT,
EsE | L ' ' '
F—#AE | IN
FFRME 1=EEERRBR /HFEE

2=JERELRER B30
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML,_1.07[@xsi:schemaLocation="urnhi7-
orgiv3 _ o

MCCI'_INZOO100UVOl.xsd']/PORR_INO49016UV[I]/controlActProcess[@classCod
e='CACT[@moodCode="EVN'subjectl@typeCode="SUBJ[1)/investigationEvent
[@classCode=TNVSTG'] [@moodCode="EVN'/referencel@typeCode=REFR{docu
ment/codel@code='2][@codeSystem='2.16.840.1.113883. 3. 989.2.1.1.27M[x)/docum

ent [@classCode="DOC@mood Code="EVN"V/title/text(

'ﬁmR@ﬂ@%@mﬁééfﬁo

T IE Sz ATEE ARG EFRSRRAHE LR 5,

F— 1 100AN

M B HEEE : _

XPath /MCCI IN200100UV01[@ITSVersmn "XML_1.0'] [@xsi3schemaLocation='urn2hl7- .
orgv3 . o L o

MCCI_IN200100UVO01: xsd']fPORR INO49016UV[r]/controlActProcess[@classCod
e='CACT'][@mood Code="EVN')/subjectl@typeCode="SUBJ'][1)/investigationEvent
[@classCode= 'INVSTG'][@mooddee—'EVN']lsubj'eétOfl[@typeCode-‘SUBJ'] [cont |
rolActEvent/prlmaryInformatmnRemplent] {l]lcontrolActEvent[@classCode—'CAC
™ [@moodCode"EVN‘]/prlmaryInformatlonRemment[@typeCode—'PRCP']lass1gn
; edEntzty[@classCode"'ASSIGNED ]IrepresentedOrgamzatlon[@classCode—'ORG’]‘
' [@determmerCode—'INSTANCE I/mame/text()

WAMHA

HAHRA ICSR DEFEDOFEE %:r;-

RforiE | BERELRRT 5. N

7 — 5 Al 100AN

M . | BEE#R

XPath | MCCI INZOOIOOUVOI[@ITSVersmn— XML 1.0'l[@xsi:schemaLocation="urn:hl7-

orgt v3

MCCIL_IN200100UV01.xsd ]/PORR IN049016UV[r]fcontrolActProcess[@class Cod

e='CACT'][@moodCode="EVN' J/subjectl@typeCode="SUBJ'l[1)/investigationEvent

[@classCode="INVSTG'] [@mood Code="EVN')/subjectOf1{@typeCode="SUBJ'Ilcont

rolActEventlprimaryInformationRecipient] [i]l controlActEvent[@classCode="CAC
T'] [@moodCode—'EVN']IpriinarylnformationRecipient [@typeCode="PRCP"]/assign

edEntityl@classCode="ASSIGNED' ]/3351gnedPerson[@classCode=‘PSN l[@determ

1nerCode—'INSTANCE']/name/preﬁx [1]/textQ

ICSR DEZEEOMEFRT,

TR

BROBEEROMERRT S,
_ B 16




T — & Al 100AN

Fa ] SRz A

XPath MCCI IN200100UV01[@ITSVer310n"‘ XML _1.01 [@xs1 schemaLocation="urn:hl7-
orgv3d

MCCI_IN200100UVO1.xsd']/PORR_INO49016UV[r]/controlActProcess[@cIassCod
e='CACT'{@moodCode=EVNVsubject[@type Code='SUBJ][1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN/subjectOf1[@typeCode="SUBJ'|[cont
rolActEvent/primarylnformationRecipient][1)/controlAct Event{@classCode="CAC

T[@moodCode="EVN'] /primarylnforni ationRecipient(@typeCode="PRCP']/assign
edEntlty[@classCode*‘ASSIGNED ]/a351gnedPerson[@classCode—'PSN H@determ
1nerCoc1e='INSTANCE ]/name/fa 1ly[1]lt tO

H B WA

ICSR DEEZFE O/ ETFT,
L wais BMOBEEOL BT 5,
F—&E | 100AN
FFAH B HFEE .
XPath 4| /MCCI_IN200100UV01[@ITSVersion="XML_1.0 [@xsi:schemaLocation="urn‘h17-

) org: 3
.| MCCI_IN200100UV01.xsd'//PORR INO49016UV[r]/controlActProcess[@classCod
.| e='CACT] [@moodCode='EVN']/sub]ect[@typeCode—'SUBJ 1[1VinvestigationEvent

[@classCode="INVSTG] [@moodCode="EVN'l/subjectOf1 [@typeCode="SUBJ'[cont
rolActEvent/primaryInformationRecipient][1)/controlAct Event[@classCode='CAC
T'1[@moodCode="EVN'l/primaryInformationRecipient[@type Code="PRCP']/assign
edEntity[@classCode="ASSIGNED'//assignedPerson[@classCode="PSN'H@determ
inerCode="INSTANCE)/name/given[1]/text(

THE R

BEATE [ 2L -

F—s 10000AN

FraE =Lz

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.01[@xsi:schemaLocation="urn‘hl7-
orgv3 '

MCCI_IN200100UV01.xsd I/PORR_IN049016UV[r)/controlActProcess(@classCod
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