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<?xml version= “1.0” encoding="UTF-8"%>
<MCCI_IN200100U¥01 ITSVersion=" XML_1. 0" xsi:schemaLocation="urn:hl7-org:v3 MCCI_IN200100UVOL. xsd” xmlns— urn:hl17-org:v3”
xmlns:xsi="http: //www. w3. org/2001/MLSchema—instance™)
{id extension="N. 1.2" root="2.16. 840.1.113883. 3. 989. 2. 1.3. 22" />
{1— N.1.2¢ Batch Number —>
{creationTime value="201012141518617"/>
¢l— N.1,5: Date of Batch Transmission —>
{responseModeCode ‘code="D"/>
CinteractionId extension="MCCI_IN200100UVOL", root="2, 16. 840, L. 113883. 1.6°/>
<name code="N.1.1” codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 17 codeSystemYersion="1.01/>
¢{!— N.1.1: Type of Messages in Batch —>
¢{l— Message #1 —>
<PORR_IN045016UV>
<id extension="N.2.T.1" root="2. 16.840.1. 113883, 3.989.2,1.3.1"/>
{I— M.2.r.1: Message Identifier —
{creationTime value="20101214151617"/>
<|—— N.2.r.4: Date of Message Creation -->
{interactionld extension="PORR_INO49016UY" root= 2 16.840. 1, 113883 1. 6 2
{processingCode code="P"/>
{processingModeCode code="T"/>
{acceptAckCode codes"AL"/>
{receiver typeCode— RCV*>
{device classCode="DEV” determinerCode="INSTANCE™>
{id extension="N.2.r1.3" root="2.16.840. 1. 113883, 3.989. 2.1.3.12"/>
{l— N.2.r.3: Message Receiver Identifier —>
</device>
{/receiver> ]
¢sender typeCode="SND">
{device classCode="DEV" determinerCode="INSTANCE">
<id extension="N.Z2.r. 2" root="2.16.840. 1. 113883, 3.989. 2. 1. 3. 11" />
¢l— N.2.r.2: Message Sender Identifier —>
</device>
{/sender> ) -
{contrélActProcess classCode="CACT” moodCode="EVN">
{code code="PORR_TED49016UV" codeSystem="2. 16.840. 1. 113883, 1. 18 />
¢l-— HLT Trigger Event ID —>
{effectiveTime value="20101214151617"/>
{l— C.1.2: Date of Creation —~>
¢subject typeCode- SUBT">
<1nvest1gat10nEvent classCode="INVSTG" moodCode— EVN™>
<id extension="C.1.1" root="2.16.840. 1. 113883. 3.989.2.1.3. 1" />
-{)==C, L1:- Sender’ s - (case)-Safety- Report Unique Identifier —>- - - - - - -
<id extension="C.1.8,1" root="2.16.840. 1. 113883.3.989.2.1.3.2"/>
¢!-- C.1.8,1: Worldwide Unique Case Identification Number —>
<id extension="J2.1b" root="2. 16.840. 1. 113883. 3.989.5.1.3. 2. 3. 1°/>
<1— egej2.1b: MBEFZ FS) —
{code code="PAT_ADV_EVNT” codeSystem— 2.16.840.1.113883.5.47/>
<text>H, 1</text>
¢l—= H.1: Case Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional Relevant
Information —>
{statusCode code="active”/>
<l @8812.7.1 5T, £ETES —>
effectiveTime>
<low value="20090101"/>
<{!— C.1.4: Date Report Was First Received from Source —>
{/effectiveTime>
<availabilityTime value="20090101"/>
<!— C.1.5: Date of Most Recent Information for This Report —>
{reference typeCode="REFR">
{document classCode="DOC” moodCode="EVN">
(co@e code="1" codeSystem="2, 16, 840. 1. 113883. 3.989. 2. 1. 1. 27" codeSystemVersion="1. 0"

-\,



displayName="documentsHeldBySender” />
<titledC.1.6. L r. 1</title>
¢}~ C,1.B6.1.r.1: Documents Held by Sender (repeat as necessary) #l1 —> -
{text mediaType=" appllcat1on/pdf representation="B64">C. 1.6. L. r. 2{/text>
¢I—C.1.6.1.r. 2: Included Documents #1 ——)
</document>
{/reference>
{reference typeCode="REFR™>
<document classCode="DOC" moodCode="EVN">
. <code code="1" codeSystem="2. 16.840. 1. 113883, 3.989.2. 1. 1. 27" codeSystemVersion="1.0"
displayName=”ducumentsHp1dBySender'/>
<title>C. 1. 6. 1. 1. 1</title>
<!— C.1.6.1.r. 1: Documents Held by Sender (repeat as necessary) #2 —>
<text mediaType="image/jpeg” representation="B64" compression="DF">C.1.6.1.r.2¢/text>
<l-- €. 1.6.1.r.2: Included Documents 2 —
</document>
{/reference>
" <reference typeCode="REFR">
¢document class€ode="DOC" mocdCode="EVN">
<code code="2" codeSystem="2. 16.-840. 1. 113883. 3. 989. 2. 1. 1. 27" codeSystenVersion="1. 0"
displayName="1iteratureReference”/> -
{title>J2. 17. r{/title>
<l-— 00072, 17.r BB/ HRADHE 51 —> :
{text mediaType="application/pdf” representation="B64" >C 4.1, 2¢/text>
{l-- C.4.r.2: Included Documents #1 —>
<bibliographicDesignationText>C. 4. r. 1{/bibliographicDesignationText>
¢{!— C.4.r 1: Literature Reference(s) #1 —>
{participation typeCode="AUT">
<assignedEntity classCode="ASSIGNED™>
(representedOrganization classCode="0RG™ determinerCade="INSTANCE™>
<asLocatedEntity. classCode="LOCE™>
<location classCode="COUNTRY" determinerCode="INSTANCE">
{code code="J2.15.r” codeSystem="1.0. 3166,1.2.27/>
<l @eajz. 15.r AFE #1 —>
{/location>
{/asLocatedEntity>
{/representedOrganization>
{/assignedEntity>
{/participation>
</document>
{/reference”
<reference typeCode="REFR">
¢document classCode="DOC" moodCode="EVN™> :
(code code="2" codeSystem="2. 15.840. 1. 113883. 3.98%. 2. 1. 1. 27" codeSystemVersioen="1.0"

displayName="1iteratureReference”/>

Ctitled]2 17 r</titled
d— @aarz. 17.r BB/ TROSE 82 -
{text mediaType="application/pdf” representat1on— BG4 >C. 4. 1. 2{/text>
<l-- €. 4.1.2: Included Documents #2 —>
<bibliographicDesignationText>C. 4. r. 1</bibliographicDesignationText>
{!— C.4.r.1: Literature Reference(s) #2 —>
{participation typeCode="AUT">
<assignedEntity classCode="ASSIGNED™> '
¢represented0rganization classCode="0RG” determinerCode="INSTANCE™>
<asLocatedEntity classCode="1.OCE™>
<location classCode="COUNTRY” determinerCode=" INSTANCE ?
<code code="]J2.15, r" codeSystem="1.0. 3166, 1.2.27/>
1—- @8eaJ2. 15.r AFE #2 —>
</location>
{/asLocatedEntity>
{/representedOrganization>
{/assignedEntity>
,  </participation>
{/document>
{/reference>
{component typeCode— COMP™>
{adverseEventAssessment classCode="INVSTG" moodCode="EVN">
<subjectl typeCode="SBI"™> . '
{primaryRole classCode="INVSB]">



{playerl classCode="PSN" determinerCode="INSTANCE">
<{name>D. 1{/name>
<!~ D, 1: Patient (name or initials) -)
{administrativeGenderCode code="D.5" codeSystem="1.0.5218"/>
{4~ D.5 Sex —>
<birthTime value="20090101°/>
<l== D, 2.1: Date of Birth —>
{deceasedTime value="20090101"/>
¢!— D.9.1: Date of Death —>
(asIdentlfledEntlty classCode="IDENT">
<id extension="D.1.1.1” root="2. 16.840. 1. 113883. 3,989.2,.3.77°
<!=- D, 1.1, 1: Patient Medical Record Numher(s) and Source(s} of the Record Number (GF Medical
Record Number) -->
{code code="1" codeSystem="2, 16, 840, 1. 113883.3.989. 2. 1. 1. 4" codeSystemVersion="1.0"
displayName="GP” />
{/asIdentifiedEntity>
{asldentifiedEntity classCode="IDENT">
<id extension="D.1.1.2" root="2. 16.840. 1. 113883. 3. 989.2. 1. 3 8”5
<}—D.1.1.2: Patient Medical Record Number (s) and Source(s} of the Record Number {Specialist
Record. Number) ——> .
{code code="2" codeSystem="2. 16, 840. 1. 113883.3.989. 2. 1. 1. 4" codeSystemVersion="1.0"
displayName="Specialist”™/>
</asldentifiedEntity>
<asldentifiedEntity classCode="IDENT"> ]
<id extension="D, 1.1.3" reot="2. 16.840. 1. 113883.3,989,2.1.3.9"/> »
<!— D.1. 1. 3: Patient Medical Record Number{s) and Source(s) of the Record Number (Hospital Record
Number) —> . :
Ccode code="3" codeSystem="2. 16. 840. 1. 113883. 3. 989.2.1. 1. 4" codeSystenVersion="1.0"
displayName="Hospital Record”/>
¢/asIdentifiedEntity>
<asIdentifiedEntity classCode=" IDENT” >
<id extension="D.1.1.4" root="2, 16,840, 1, 113883, 3. 989. 2. 1. 3, 10"/>
. + €= D.1.1.4: Patient Medical Record Number{s) and Source(s) of the Record Number (Investigation
Number) -->
{code code="4" codeSystem="2. 16, 840. 1. 113883.3.989. 2. 1. 1, 4" codeSystemVersion="1.0"
displayName="Investigation”/> -
{/asldentifiedEntity>
<role classCode="PRS™>
<code code="PRN” codeSystem="2. 16. 840. 1. 113883. 5. 111°/>
<associatedPerson classCode="PSN" determinerCode="INSTANCE™>
<name>D. 10. 1{/name>
. l==D.10.1: Parent Identification —>
N <administrativeGenderCode code="D. 10.6" codeSystem="1.0.5218"/>
l— D.10.6: Sex of Parent —>
<birthTime value="200901017/>
<¢l=-D.10.2.1: Date of Birth of Parent —>
</associatedPerson®
{subjectOf2 typeCode="SB]">
Cobservation classCode="0BS" moodCode="EYN">
{code code="3" codeSystem="2.16. 840. 1. 113883. 3.989. 2, 1. 1. 19" codeSystemVersion="1.1"
displayName="age"/>
<value’ xs5i:type="PQ” value="10" unit="D. 10. 2. 2b"/>
<l~-D.10.2.2a: Age of Parent (number} —>
<!—D,10.2.2b: Age of Parent {unit) -->
{/observation>
{/subjectOf2> .
<subject0f2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN"> R
{code code="22" codeSystem=" 2. 16. 840. 1. 113883. 3.989. 2.1, 1. 19" codeSystemVersion="1.1"
displayName="1astMenstrualPeriodDate”/>
Svalue xsiitype="T$" value="200901017/>
{l-- D. 10.3: Last Menstrual Period Date of Parent —->
{/observation>
<{/subjectOf2>
{subject0f2 typeCode="SB]">
<observation classCode="0BS" moodCode="EVN™>
. {code code="7" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="bodyWeight”/> ’
<value xsi:type="PQ” value="50" unit="kg"/>



<!— D.10.4: Body Weight (kg) of Parent —>
<{/observation> .
{/subject0f2>
<subject0f2 typeCode="SBJ">
Cobservation classCode="0BS” moodCode="EVN">
: {code code="17" codeSysten="2. 16, 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="height”/> :
- <value xsiitype="PQ" value="160" unit="cm™/>
¢l— D.10.5: Height (cm) of Parent —>
{/observation> .
{/subject0f2>
<subjectOf2 typeCode="SBJ">
<organizer classCode="CATEGORY” moodCode="E¥N"> -
<code code="1" codeSystem="2. 16. 840. 1. 113883, 3,989, 2. 1. 1. 207 codeSystemVersion=’¥.0'
displayName="relevantMedicalHistoryAndConcurrentConditions”/>
<component typeCode="COMP™>
{cbservation classCode="0BS" moodCode="EVN">
<code code="D.10,7.1.r.1b" codeSystem="2. 16. 840, 1. 113883, 6. 163"
codeSystenVersion="D, 10, 7. L. . 1la” />
<I--D.1
<—-D.1

r.la: MedDRA Version for Medical History #1 -—>

0.7. 1.
0.7.1.1. 1b: Medical History (disease / surgical procedure/ etc.} (MedDRA code) #1 -

~q ~q

-
<effectiveTime xsi:type="IVL_TS™>
“¢low value="20090101"/>
<l-- D.10.7.1.1.2: Start Date #1 —>
<high value="20090101"/>
<1-- D.10,7.1.r.4: End Date #1 —>
{/effectiveTime>
<outboundRelationship2 typeCode="COMP">
{observation classCode="0BS” moodCode="EVN™>
<code code="10" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1, 197 codeSystenVersion="1.1"
displayName="comment” /> . . ‘ ’
{value xsi:type="ED">D.10.7. 1,1, 5</value>
¢!— D.10.7.1.r. 5: Comments #1 -—>
{/observation>
<{/outboundRelationship2>
<inboundRelationship typeCode="REFR™>
<vbservation classCode="0BS” moodCode="EVN™>
{code code— 13" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2 1.1. 19" codeSystemVersion="1.1"
displayName="continuing”/> p
<value xsi:type=’BL’ value="true”/>
<!-- D.10.7.1.1.3: Continuing #1 —>
{/observation>
{/inboundRelationship?
. ¢/observation)
</component>
{component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN™>
¢code code="D.10.7.1.r.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163'
codeSystemVers1on— D.10.7. L.r. 1a"/>
¢!-='D,10.7.1.r.la! MedDRA Version for Medical History #2 —>
¢)-- D.10. 7. 1. 1. 1b: Medical History (disease / surgical procedure/ etc.) (MedDRA code) #2 -

CeffectiveTime xsi:type="IVL_TS™>
<low value="20090101%/>
¢<!-- D.10,7.1.1. 2% Start Date #2 —>
<high value="200901017/>
¢1— D, 10.7. 1.7.4: End Date 82 —>
{/effectiveTime>
¢outboundRelationship2 typeCode="COMP"> -
{observation classCode="0BS" moodCode="EVN">
Ceode code="10" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 197 codeSystemVersion='121'
displayName="comment”/>
{yalue xsi:type="ED">D.10.7. l.r.5{/value>’
<!— D.10.7.1.r.5: Comments #2 -—>
{/observation>
</outboundRelationship2>
{inboundRelationship typeCode="REFR™>
<observation classCode="0BS” moodCode="EWVN">



- <code code="13" codeSystem="2. 16. 840. 1, 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1, 1"
displayName="continuing”/>
{value xsi:itype="BL" value="true”/>
<1-- D.10.7.1.r. 3: Continuing #2 —>
<{/observation>
{/inboundRelationshipd
</cbservation :
{/component?
{component typeCode="COMP">
{observation classCode="0B5" moodCode="EVN">
{code code="18" codeSystem="2. 16. 840, ]. 113883. 3.989. 2, 1. 1. 19" codeSystemVersion="1. 1”
displayName="historyAndConcurrentConditionText”/>
. <value xsi:type="ED">D.10.7. 2¢/value>
<I-- D.10,7.2: Text for Relevant Medlcal History and Concurrent. Conditions of Parent —>
</observation>
</component?
{/organizer>
</subject0f2>
{subject0f2 typeCode="SBJ">
{organizer eclassCode="CATEGORY” moodCode="EVN"> ]
<code code="2" codeSystem="2. 16.840. 1. 113883, 3,989, 2. 1. 1. 20" codeSystem¥ersion="1,0"
displayName="drugHistory”/>
{component typeCode="COMP™>
{substanceAdministration classCode="SBADM™ moodCode="EVN">
CeffectiveTime xsi:type="IVL_TS">
{low value="20090101"/>
<l D.10.8.r. 4: Start Date f#1 ~=>.
<high value="20080101"/> .
<l=-D.10.8.r.5: End Date #1 —> .
{/effectiveTimed
{consumable typeCode="CSM">
{instanceOfKind classCode="INST™>
<kind0fProduct classCode="MMAT” determinerCode="XKIND">
<code code="D. 10.8,r.2b" codeSystem="TBD-MPID" codeSystemVersion="" D 10.8.r.2a" />
<!— D.10.8.r.2a: MPID Version Date / Number #1 —-->
{l~= D.10.8.r.2b: Medicinal Product Identifier (MPID) #1 —>
<name>D. 10. 8. r. 1{/name> i
{!— D.10.8.r.1: Name of Drug as Reported f#1 —>
</kind0fProduct>
{/instance0fKind>
{/consumahle> )
<outboundRelationship2 typeCode="RSON">
{observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2. 16. 840, 1. 113883. 3. 089, 2 1. 1 19" codeSystemVersion="1. 1"
displayName="indication™/>
<value xsi'type="CE" code="D.10.8.r.6b" codeSystem="2. 16. 840. 1. 113883. 6. 163"
codeSystemVersion="D, 10. 8. 1.6a"/> .
{!-- D.10.8.1.6a: MedDRA Version for Indication #1 —>
<l-- D.10.8.r.6b: Indication (MedDRA code) #I —>
{/observationy
</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.10.8.r.7b" todeSystem="2. 16.840. 1. 113883. 6. 163"
codeSystemVersion="D. 10, 8. 1. 7a”/> ’ ’ .
<!— D.10.8.7.7a: MedDRA Version for Reaction #1 —>
¢!— D.10.8.r.7b: Reactions (MedDRA code) #1 -=>
</observation> .
{/outhoundRelationship2>
{/substanceAdministration>
{/component>
<component typeCode="COMP™>
{substanceAdministration classCode="SBADM” moodCode— EVN">
{effectiveTime xsi:type="IVL_TS">
<low value="20090101"/> P
<I— D.10.8.r.4: Start Date #2 —>
<high value=’2009QIOl~/>



¢l D.10.8.1.5: End Date #2 —>
. </effectiveTime>
4 <consumable typeCode="CSM" > . . : .
<instance0fKind classCode="INST">
<kindOfProduct classCode="MMAT” determinerCode="KIND">
¢code code="D. 10.8.1.3b" codeSystem="TBD-PhPID" codeSystemVersion="D.10. 8. 1. 3a"/>
¢l— D.10.8.r.3a: PhPID Version Date / Number #2 -~> ’
¢l== P.10.8. 1. 3b: Pharmaceutical Product Identifier (PhPID) #2 —>
<name>D. 10. 8. 7. 1{/name>
¢l==D.10.8.1.1: Name of Drug as Reported #2 ~—>
</kind0fProduct>
{/instanceOfKind>
{/consumable>
<outboundRelationship2 typeCode="RSON">
{observation classCode="0BS" moodCode="EVYN">
<code code="19" codeSysten="2. 16. 840. 1. 113883.3.989.2. 1. 1. 19" codeSystemVersion="1. 1"
displayName="indication”/>
<value xsi'type="CE" code="D.10.8.1.6b" codeSysten="2. 16. 840. 1. 113883. 6. 1637
codeSystemVersion="D. 10. 8. r. 6a"/>
. ¢<|— D.10.8.r.6a: MedDRA Version for Indication #2 ——>
¢<l— D.10.8.r.6b: Indication (MedDRA: code) #2 —>
{/observation>
{/outboundRelaticnship2>
<outboundRelationship2 typeCode="CAUS">
<observation classCode="0BS” moodCode="EVN">
<code code="29" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 197 codeSystemVersion="1, 1"

;

displayName="reaction”/> - )
{value xsi:type="CE” code="D,10.8.1.7b" codeSystem="2. 16, 840. 1. 113883. 6. 163"
codeSystemVersion="D: 10. 8. 1. 7a"/> ‘
- ¢!— D.10.8.r.7a: MedDRA Version for Reaction #2 —>
¢<!— D.10.8.r. 7b: Reactions (MedDRA code) #2 —>
{/observation> '
</outboundRelationship2> R . .
{/substanceAdministration> -
¢/component>
{/organizer> - ’ -
{/subject0f2> \
{/role> ’
{/playerl>
{subjectOfl typeCode="SBI">
{researchStudy classCode="CLNTRL" moodCode="EVN">
© <id extension="C.5.3” root="2.16.840, 1. 113883. 3.980. 2. 1. 3.57/>
¢{I— C.5.3: Sponsor Study Number —>
<code code="C.5.4" codeSystem="2.16. 840, 1. 113883.3.989, 2. 1. 1.8 codeSystemVerslon- 1.0°/>
“¢l— C.6.4: Study Type Where Reaction(s) / Event(s) Were Observed >
<titledC. 5. 24/title>
¢l— C.5.2: Study Name —=>
<authorization typeCode="AUTH">
{studyRegistration classCode=" ACT* moodCode="EVN">
¢id extension="C.5.1.T.1" root="2. 16, 840.1.113883.3,.989.2. 1. 3. 6" /)
¢]l— C.6.1.r.1: Study Registration Number #1 —>
<author typeCode="AUT™> .
{territorialAuthority classCode="TERR™> .
{governingPlace classCode="COUNTRY" determinerCode="INSTANCE™>
{code code="C.5.1.r.2" codeSystem="1.0, 3166.1.2.2"/>
¢l— C.5.1.1.2: Study Registration Country #1 —>
{/governingPlace>
{/territorialAuthority>
{/author> . -
{/studyRegistration>
{/authorization>
<authorization typeCode="AUTH">
{studyRegistration classCode="ACT" moodCode="EVN">
<id extension="C.5.1.1.1" reot="2.16.840.1.113883,3.989.2.1.3.6"/>
¢l— C.5.1.1.1 Study Registration Number #2 —>
<author typeCode="AUT">
(territorialAuthority classCode="TERR™>
<governingPlace classCode="COUNTRY” determinerCode="INSTANCE™>
¢eode code="C.5.1.r.2" codeSystem="1.0. 3166, 1.2.2"/>



{l-- C.5.1.v.2: Study Registration Country #2 —>
{/governingPlace>
{/territorialAuthority>
{/author>
</studyRegistration>
{/authorizationy
{/researchStudy>
{/subjectOf1> :
{subject0f2 typeCode="SB]"> -
<observation classCode="0BS" moodCode="EVN">
{code code="3" codeSystem="2. 16. 840. 1. 113883. 3, 982. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="age”/>
<value xsi:type="PQ” value="10" unit="D. 2.2b"/>
{!— D.2.2a: Age at Time of Onset of Reaction / Event (numher) —>
<l— D.2.2b: Age at Tine of Onset of Reaction / Event (unit) —p
{/observation>
<{/subject0f2> .
{subjectOf2 typeCode="SBJ">
{observation classCode="0BS" moodCode="EYN">
{code code="16" codeSystem="2. 16. 840, L. 113883. 3. 589, 2.1. 1. 19" codeSystemVerslon— 11"
displayName="gestationPeriod”/>
<value xsi:type="PQ" value="10" unit="D.2.2.1b"/>
<l=—-D.2.2.1a: Gestation Period When Reaction / Event Was Observed in the Foetus (number) —
<1—D.2.2.1b: Gestation Period When Reaction / Event Was Observed in the Foetus (unit) —=»
</observationd
</subject0f2>
{subjectOf2 typeCode="SBJ"> !
<observation classCode="0BS" moodCode="EVN">
«Ccode code="4" codeSysten="2. 16. 840. 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1, 1%
displayName="ageGroup”/>
: {value xsi:type="CE" code="D. 2. 3" codeSystem="2. 16. 840. 1. 113883, 3.989,2.1. 1. 9"
codeSystemVersion="1. 0" /> .
. 1=~ D.2.3: Patient Age Group (as per reporter) —>
" ¢/observation®
{/subject0f2>
{subjectOf2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN™>
<code code="7" codeSystem="2.16.240. 1. 113883. 2.989.2. 1. 1. 19" codeSystemVersion="1.1"
displayName="bodyWeight”/>
' <value xsi:type="PQ” value="48.2" unit= kg’/)
<¢I== 1. 3: Body Weight (kg) —>
{/observation>
{/subjectQf2>
{subjectOf2 typeCode="SBJ">
Cobservation classCode="0BS” moodCode="EVN">
c {code code="17" codeSystem="2, 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1"
displayName="height”/>
<{value xsi!type="PQ" value="152" unit="cn”/>
<l—— D.4: Height (cm} —>
{/observation>
{/subject0f2>
{subject0f2 typeCode="SB]"> .
{observation classCode="0BS" moodCode="E¥YN">
{code code="22" codeSystem="2. 16, 840. 1. 113883 3.989.2.1.1.19" codeSystenVersion="1.1"
-displayName="lastMenstrualPeriodDate”/>
{value xsi:type="TS" value="20080101"/>
{!— D.6: Last Menstrual Period Date —->
{/observation>
{/subjectOf2>"
{subject0f2 typeCode="SB]">
<organizer classCode="CATEGORY” moodCode="EVN™>
<code code="1" codeSystem="2.16.840.1.113883.3.989.2.1. 1. 20 codeSystemVerSIQn— 1.0°
displayName="relevantMedicalHistoryAndConcurrentConditions”™/>
<component typeCode="COMP*>
{observation classCode="0BS" moodCode="EVN™>
{code code="D.7. 1. 1. 1b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="D.7.1.r.1a"/>
{l~= D.7.1.r la: MedDRA Yersion for Medical History #1 —>
<!— D, 7. L.x.1b: Medical History (disease / surgical procedure / ete.) (MedDRA code) #1 —>
{effectiveTime xsi:type="IVL_TS™>



{low Value='20090101”/>
¢!— D.7.1.r.2: Start Date #1 —>
<high value="20080101"/>
¢!— D.7.1.r. 4: End Date #1 -
{/effectiveTime>
{outhoundRelationship2 typeCode="COMP™>
{observation classCode="0BS" moodCode="E¥N">
{code code="10" codeSystem="2. 16. 840. 1. 113883.3.989. 2. 1. 1. 197 codeSystemVersion="1. 17
displayName="comment /> -
{value xsi:type="ED">D.7.1.r.5¢/value>
¢l— D.7.1.r.5: Comments #1 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="EXPL™>
¢observation classCode="0BS” moodCode="EVN"> .
<code code="38" codeSystem="2.16.840. 1, 113883.3,989.2.1,1.19" codeSystemVersion="1.1"
displayName="fauilyHistory”/> .
¢value xsitype="BL” value="true”/>
<1— D.7.1.r.6: Family History #1 —>
</observation>
</outboundRelationship2>
¢inboundRelationship typeCode="REFR™>
<observation classCode="0BS" moodCode="EVN™>
<code code="13" codeSystem— 2, 16. 840, 1, 113883, 3.989.2. 1. 1 19" codeSystemVersion="1.1"
displayName="continuing™/>
<value xsi:type="BL" value="true”/>
<l— D.7.1.r.3: Continuing #1 —>
{/observation>
{/inboundRelationship>
{/observation>
</component>
{component typeCode- COMP™>
{observation classCode="0BS" mocdCode="EVN">
{code code="D.7.1.1.1b" codeSystem="2. 16, 840. 1. 113883. 6. 163" codeSystemVersion="D. 7. L. 1. la W
<1— D.7.1.7.1a: MedDRA Version for Medical History #2 -
¢le= D.7.1.1. 1h: Medical history (disease / surglcal procedure / etc.) (MedDRA code) #2 —
CeffectiveTime xsi:type="IVL_TS™>
low value="20090101"/>
{1— D.7.1.r.2: Start Date #2 —>
<high value="200901017/>
<!— D.7.Lr.4: End Date §2 —>
<{/effectiveTime>
{outboundRelationship2 typeCode="COMP™>
{ohservation classCode="0BS” moodCode="EVN">
¢code code="10" codeSystem="2. 16. 840. 1. 113883, 3.989.2.1,1.197 codeSystemVersion="1, 1"
displayName="comment”/> . . :
¢value xsiitype="ED™>D.7.1.1.5¢/value>
¢l— D.7.1.7.5: Comments #2 —>
- {/observation®
<{/outboundRelationship2>
¢outboundRelationship2 typeCode="EXPL™>
Cobservation ¢lassCode="0BS" moodCode="EYN">
<code code="38" codeSystex="2.16.840. 1. 113883. 3.989.2.1,1.19" codeSystenVersion="1. 1"
displayName="fami lyHistory”/>
<value xsi:type="BL" value="true”/>
<l— D.7.1.7.6: Family History #2 —>
R {/observation>
</outboundRelationship2>
¢inboundRelationship typeCode="REFR"> .
{observation classCode="0BS” moodCode="EVN" >
<code code=" 13 codeSystem="2. 16. 840, 1. 113883. 3. 989 2 1.1.19" codeSystemVersion="1.1"
displayName="continuing”/>
(value xsi:type="BL” value="true />
¢l— D.7.1.1.3: Continuing #2 —>
{/observation>
{/inboundRelationship>
¢/observation>
<{/component> -
{component typeCode="COMP">



{observation classCode="0BS" moodCode="EVN">
{code code="18" codeSysten="2. 16. 840. 1. 113883. 3, 989. 2. 1. 1. 19" codeSystenVersion="1,1"
d1sp1ayName— historyAndConcurrentConditionText”/> -
{value xsi:type="ED">D.T7.2</value>
{!— B.7.2: Text for Relevant Medical History and Concurrent Conditions (not including reaction
/ event) —>
{/observation>
<{/component>
{component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN™>
<code code="11" codeSystem="2. 16.840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="concomitantTherapy”/>
<value xsi:type="BL" value="true”/>
<I— D.7.3: Concomitant Therapies -—>
{/cbservation>
<{/component
</organizer>
</subject0f2>
<{subject0f2 typeCode="SBI">
{organizer classCode="CATEGORY" moodCode="EVN™> ~
] {code code="2" cudeSystem=”2.16.840.1.113883.3.989.2.1.1.20’ codeSystenVersion="1. 0"
dlsplayName— drugHistory™/>
{component typeCode— COMP™>
{substanceAdministration classCode="SBADM” moodCode="EVN">
{effectiveTime xsi:type="IVL_TS™>
{low 'value="20090101"/>
<{!— D.8.x.4: Start Date #1 —>
<high value="20080101"/>
<!~ D.8.r.5: End Date #1 —>
{feffectiveTime>
{consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kind0fProduct classCode="MMAT" determinerCode="KIND">
{code code="D. 8.r.2b" codeSystem="TBD-MPID" codeSystemVersion="D.§&.r. 2a"/>
{l-- D.8.r.2a: MPID Version Pate / Nuuwber #1 —>
<I— D.8.r.2b: Medicinal Product Identifier (MPID) #1 —>
<name>D. 8. r. I{/name>
<!— D.8.r.1: Name of Drug as Reported f1 -->
</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 19" codeSystemVersion="1.1"

.

displayName="indication”/>
<value xsiitype="CE” code="D.8.r.6b" codeSystem="2. 16, 840. 1. 113883. 6. 163"
codeSystemVersion="D. 8. r.6a"/>
- {l-- D.8.r.Ba: MedDRA Version for Indication #1 —>
<!— D.8.r.6b: Indication {(MedDRA code} #1 —>
¢/observation>
</outboundRelationship2>
{outboundRelationship2 typeCode="CAUS™>
{observation classCode="0BS” moodCode="EVN™>
<code code="29" codeSystem="2. 16.840. 1. 113883. 3.989, 2. 1. L. 19" codeSystemVersion="1.1"
displayName=’reaction’/>
<{value xsi:type="CE” code— D.8.r. 7Tb" codeSystem="2. 16. 840, 1, 113883. 6. 163"
_codeSystenVersion="D. 8. r. 7a”/>
¢l=— D.8.r.7a: MedDRA Version for Reactlon # -
<1— D.8.1. 7b: Reaction (MedDRA code) #1 —>
{/observation>
</outboundRelationship2>
{/substanceAdministration>
</component>
{component typeCode="COMP">
{substanceAdministration classCode="SBADM" moodCode="EVN">
ReffectiveTime xsi;type="IVL_TS™>
{low value="20090101"/>
<I— D, 8, r.4: Start Date #2 -->
<high value="20090101"/>



{l—— D.8.1.5: End Date #2 —>
</effectiveTime>
<¢consumable typeCode="CSH"™>
{instance0fKind classCode="INST™>
<kindOfProduct classCode="MMAT" determinerCode="KIND™>
<code code="D, 8. r.3b" codeSystem="TBD-PhPID” codeSystemVersion="D.8.r.3a"/>
¢]-- D.8.r.3a: PhPID Version Date / Number —>
<!—— 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>
<outboundRelationship2 typeCode="RSON"> .
{observation ¢lassCode="0BS” moodCode="EVN">
<code code="19" codeSysten="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19”. codeSystemVersion="1.1"
displayName="indication”/>
. Cvalue xsiitype="CE” code="D.8.r.6b" codeSystem="2. 16, 840.1. 113883. 6. 163"
codeSystenVersion="D. 8. r.6a"/> . -
o <]— D.8.r.6a: MedDRA Version for Indication #2 —>
¢!— D,8.r.6b: Indication {(MedDRA codé) #2 -->
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="CAUS"> . _
{observation classCode="0BS” moudCode="EVN">
Ccode code="29" codeSystem="2. 16. 840. 1. 113883 3,989.2.1.1. 19" codeSystemVer31on— 1.17
displayName="reaction”/>
¢value xsi:type="CE” code="IN8.r.7b” codeSystem= *9. 16, 840, 1. 113883, 6, 163"
codeSystenVersion="D. 8. r. Ta"/> '

b {1— D, 8.r.7Ta: MedDRA Version for Reaction #2 -=>
<{l-- D.8'r. Tb: Reaction (MedDRA code} #2 —>
</observation>

¢/outboundRelationship2>
{/substanceAdministration>
{/component> '
{/organizer>
{/subject0f2>
<subject0f2 typeCode="5B]">
<observation classCode="0BS” moodCode="EVN"> i
{code code="32" codeSystem='2:16.840.1.113883.3.989.2.1.1.19' codeSystemVersion="1.1"
displayName='reportedCauseOfDeath’/) .
<value xsi'type="CE" code="D. 9.2,r. 1b* codeSystem="2.16, 840, 1. 113883. 6. 163"
codeSystemVersion="D. 9, 2.r. 1a">
, ¢l=—— D.9.2.1.1a: MedDRA Version for Reported Cause(s) of Death fi1 —>
<|— D.9.2.r.1b: Reparted Cause(s) of Death (MedDRA code) #I —>
<originalText>D. 9. 2. r. 2¢/originalText> _
¢<I— D,9.2.1.2! Reported Cause(s) of Death (free text) #1 —>
{/value’ .
. ; {/observation>
¢/sub ject0f2>
(subject0f2 typeCode="SB]™>
<observation ¢lassCode="0BS" moodCode="EVN~ > .
¢code code="32" codeSystem="2.16.840. 1. 113883.3.980.2. 1. 1. 19" codeSystemVersion="1.1"
dlsplayName— “reportedCause0fDeath”/>
) ¢value xsiitype="CE” code="D.9.2.r. 10" codeSystem— 2. 16. 840 1.113883. 6. 163™
codeSystemVerslon— D.9.2.r.1a"> -
<l== D.9.2.r. 1a: MedDRA Version for Reported Cause(s) of Death #2 —>
¢<l— D.5.2.r.1b: Reported Cause(s) of Death (MedDRA code) #2 —>
LoriginalText>D. 9. 2. r. 2¢{/original Text>
¢l——=D.9.2.7.2: Reported Couse(s) of Death (free text) ﬁ2 -
</valued
{/observation>
{/subject0f2> ,
(subjectOf2 typeCode="SB]™>
<observation classCode="0BS” moodCode— EVN™>
<code code="5" codeSystem="2, 16. 840. 1. 113883. 3.989.2.1.1.19" codeSystemVersion="1, 17
d1splayName— autopsy” /> -
¢value xsiitype="BL" value="true”/>
¢l=-D,9.3 Was Autopsy Done? —>



<outbcundRelationship2 typeCode="DRIV™)
{observation classCode="0B3" moodCode="EVN">
[ {code code="8" codeSystem="2.16. 840. 1. 113883, 3.989.2.1.1. 19" codeSystemVers1on— L1"
displayName="cause0fDeath”/>
{value xsi:type="CE" code="D.9.4.r.1b" codeSystem="2. 16. 840. 1. 113883. 6. 163"
codeSystemVersion="D.9.4.r. 1a">
. <l— D.9.4,r,la! MedDRA Version for Autopsy—determined Cause(s) of Death #1 —> -
<l— D.9.4.r. 1b Autopsy-determined Cause(s).of Death (MedDRA code) #1 —>
{originalText>D. 9. 4.r. 2¢/originalText?
—D.9.4.r2: Autopsy—determlned Cause{s) of Death (free text) #1 -->
Svalued
{/observation®
{/outboundRelationship2>
<outboundRelationship2 typeCode="DRIV">
{observation classCode="0BS" moodCode="EVN">
*{code' code="8" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 19* codeSystemVersion="1.1"
displayName="cause0fDeath”/>
<{value xsi: type— "CE" code="D. 9. 4. 1. 1b” codeSystem="2. 16. 840. 1. 113883, 6. 163"
codeSystemVersion="D.9.4.r.13"> ,
<!--D.9.4.r. la: MedDRA Version for Autopsy-determined Cause(s) of Death #2 —>,
<!— D.9.4.r. 1b Autopsy—determined Cause(s) of Death (MedDRA code) #2 —->
CoriginalText>D. 9. 4. r. 2{/originalText>
¢l D,9.4.1r.2: Autopsy—-determined Cause(s) of Death (free text) #2 —>
{/value>
{/observation>
{/outboundRelationship2>
{/observation> : ' .
</subjectOf2>
{subject0f2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6f4657F"/>
{code code="29" codeSyster="2. 16. 840, 1. 113883. 3.989.2.1, 1. 19" codeSystemVer51on— .17
displayName="reaction™/>
CeffectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
*{!=—E. i, 4: Date of Start of Reaction / Event #1 —>
" <high value="20090102"/>
¢!—— E.i.5: Date of End of Reaction / Event #1 ——> .
{/effectiveTime>
<value xsi:type="CE” code="E.1i.2.1b" codeSystem="2.16. 840. 1. 113883. 6. 163"~
codeSystemVersion="E. i. 2. 1a"> . .
¢!— E.i.2. 1a: MedDRA Version for Reaction / Event #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 —>
<]—E i.1.1b: Reaction / Event as Reported by the Primary Source Language #1 —>
</value> !
{locaticn 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 Uccurred #1 —
</locatedPlaced
</locatedEntity>
{/location> )
{outhoundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
. {code code="30" codeSystem="2, 16. 840. 1. 113883 3.989. 2. 1. 1. 19" codeSystemVersion="1.1"
dlsplayName- reactlonForTranslatlon />
<value xsi:type="ED")E. 1. 1.2</value>
{I—EiL2: Reagtlon / Event as Reported by the Primary Source for Translation #1 —>
{/observation> ’
{/outboundRelationship2>
<outboundRelaticnship2 typeCode= PERT M
{observation classCode="0BS” moodCode="EVN">
<code code="37" codeSystem="2. 16, 840, I. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion=’l 1"
displayName="termHighlightedByReporter”/>
{value xsi: type- CE” code="E.i.3.1" codeSystem="2. 16.840. 1. 113883.3.989. 2. 1, 1. 10"
codeSystenVersion="1.0"/>



¢l— E.i.3.1: Term nghllghted by the Reporter #1 -
{/observation>
¢/outhoundRelationship2>
¢outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN">
{code code="34" codeSystem="2. 16. 840, 1. 113883. 3, 989. 2. 1 1.19°
displayName="resultsInDeath”/>
<value xsi:type="BL" value="true"/>
¢!— E.i.3.2a: Results in Death #1 -=>
{/observation> :
</outboundRelaticonship2>
<outhoundRelationship2 typeCode="PERT">
<observation classCode="0BS” moadCode="EVN™>
<eode code="21" codeSystem="2. 16. 840. 1. 113883, 3,989.2.1. 1, 19
dlsplayName= isLifeThreatening”/>
¢value xsi:type="BL” nullFlaver="NI"/>
¢]— E.i.3.2b: Life Threatening #1 —>
L {/observation?
¢/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode- O0BS” moodCode="EVN™>
<code code— 33" codeSysten="2. 16. 840. 1. 113883. "3.989,2.1.1.19"
displayName= requlresInpatlentHosplta11zat10n”/>
¢value xsi:type="BL” value="true”/>
¢!— E. i.3.2c: Caused / Prolonged Hospitalisation #1 —>
{/vbservation>
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT">
¢observation classCode="0BS” moodCode="EVN™>
{code code="35" codeSystem="2. 16, 840. 1. 113883, 3.989. 2. 1. 1, 19
displayName= ~resul tsInPersistentOrSignificantDisability”/> "
¢value xsi:type="BL” nullFlavor="NI"/>
_<l-— E.i.3.2d: Disabling / Incapacitating #1-—>
{/observation> -
{/outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">

¢code code="12" codeSystem="2. 16.840. 1. 113883, 3.989.2. 1. 1. 197

displayName="congenital AnomalyBirthDefect”/>
~ <value xsi:type="BL" nullFlavor="NI"/>
) ¢|— E.i.3.2e: Congenital Anomaly / Birth Defect #l —>
{/observation>
{/outboundRelationship2>
K <outboundRelationship2 typeCode="PERT >
{observation classCode="0BS" moodCode="EVN™>

¢code code="26" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 197

displayName="othérMedicallyImportantCondition”/> ,
¢value xsi:type="BL" value="true”/>
<l— E.1i.3.2f: Other Medically Important Condition #1 —>
{/observationd
. </outboundRelationship2>
, ¢outhoundRelationship2 . typeCode="PERT™>
<observation classCode="0BS” moodCode="EVN">

{code code="27" codeSystem="2.16.:840. 1. 112883, 3.989. 2. 1. 1. 197

displayName="outcome”/>

codeSystemVersion="1.

codeSystemVersion="1.

codeSystemVersion='L

codeSystemVersion=”L

codeSystemVersion="1.

codeSystemYersion="1.

codeSystemVersion="1.

¢value xsi:type="CE” code="E.i.7" codeSystem="2, 16. 840, 1. 113883. 3.989. 2. 1. 1. 11"

codeSystenVersion="1.0%/>

{!— E.i.7: Outcome of React1on / Event at the Time of Last 0bservat1on 31—

" {/observation?
<¢/outboundRelationship2>
{outboundRelationship2 typeCode="PERT™> .
{observation classCode="0BS" moodCode="EVN">
<ecode code="24" codeSystem="2. 15.840. 1. 113883, 3,98%. 2. 1. 1. 197
displayName=”medicaIConf1rmat1onByHea1thProfess1ona1 )
{value xsi:type="BL" value="true”/>

codeSystemVers1on— 1.

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

{/observation>
<{/outhoundRelationship2>’
CoutboundRelationship? typeCode="PERT">

1"

1



{observation classCode="0B5" moodCode="EVN">
{code code="11" codeSystem="2.16.840.1. 113883, 3. 989.5.1. 3. 2. 1. 10" codeSystemVersion="1. 0”
displayName="34 + BEdn” />
dvalue ‘xsitype="CE" code="J2.14.i” codeSysten="2. 16. 840. 1. 113883, 3.989.5.1.3.2.1,8"
codeSystenVersion="1.0"/>
<I— @@8J2.14.1 R - BE40 #1 —>
{/cbservation>
{/outboundRelationship2> -
{/observation®
</subjectQf2>
{subject0f2 typeCode="SB]™>
{observation ¢lassCode="0BS" moodCode="EVN™>
{id root="2baa28d6-cYe8-4ebc-93e9-5b860b314220% />
{code code="29" codeSystem="2.16.840. 1. 113883, 3, 989.2.1. 1. 19" codeSystenVersion="1.1"
dlsplayName— reaction”/>
{effectiveTlime 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"/>
<l— E.i.6a: Duration of Reaction / Event (number) #2 —>
¢1—'E. 1. 6b: Duration 'of Reaction / Bvent {unit) #2 —)
{/effectiveTimed
{value xsi:type="CE" code="E.i.Z2.1b" codeSystem=’2 16. 840. 1. 113883. 6. 163~
codeSystemVersion="E. i, 2, }a™>
{!— E.i.2 1a’ MedDRA Version for Reaction / Event #2 —>
<!— E.i.2.1b: Reaction / Event {(MedDRA code) H2 —
{originalText language="E,1i.1.Ib">E.{.1.la¢/originalText>
¢!-- E.i. L la: Reaction / Event as Reported by the Primary Source in Native Language #2 —>
¢l E.i. L 1b: React1on / Event as Reported by the Primary Source Language #2 —>
<{/valuey
<location typeCode="LOC">
{locatedEntity classCode="LOCE™>
{lecatedPlace classCode="COUNTRY" determinerCode="INSTANCE™>
Ccode code="E.1.9" codeSystem="1.0.3166,1.2.2"/>
<I— E.i.9: Identification of the Country Where the Reaction / Event Occurred #2 —>
{/locatedPlace>
{/locatedEntity>
¢/location?
<outboundRelationship2 typeCode="PERT"™>
{observation classCote="0BS” mcodCode="EVN">
{code code="30" codeSystem="2, 16, 840. 1. 113883. 3, 989, 2. 1. 1. 19" codeSystemVersion="1. 1"
displayName="reactionForTranslation”/>
<value xsi:type="ED™>E.1i. 1. 2{/value>
<!— E.i.1.2: Reaction /- Event as Reported by the Primary Source for Translatlon #2 —
¢/ohservationd
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
<code tode="37" codeSystem="2.16. 840. 1. 113883. 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
displayName="ternHighlightedByReporter™/> :
{value xsi:type="CE” code="E.i.3.1" codeSystem="2.16, 840, 1. 113883.2.980.2.1.1. 107
codeSystemVersion="1, 0" /> : : :
{l-= E.i.3.1:Tern H1ghllghted by the Reporter #2 —>
{/observation>
<{/outboundRelaticnship2>
<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"
dlsplayName— resultsInDeath”/>
<value xsi:type="BL” value="true”/>
<l— E.i.3.2a: Results in Death #2 —>
{/observation> -
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moedCode="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” nullFlaver="NI"/>
{!-- E.i.3.2b: Life Threatening #2 --»



. {/observation>
</outboundRelaticnship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0RS" moodCode="EVN™>
- {code code="33" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1 19° codeSystemVersion="1.1"
displayName="requiresInpatientHospitalization />
{value zsi:type="BL" value="true"/>
¢l== E.i.3.2c: Caused / Prolonged Hospitalisation #2 —>
¢/observation?
</outhoundRelationship2> )
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN"> .
{code code="35" codeSystem="2. 16. 840, 1. 113883, 3, 889. 2. 1. 1. 19" codeSystemVersion="1.1"
dlsplayName— resultsInPers1stentOrSlgnlflcantﬂlsabl11ty /» :
<value xsi:type="BL" null¥lavor="NI"/>
¢l—- E.i.3.2d: Disabling / Incapacitating §2 -=> e
{/observation> .
¢/outboundRelationship2> -
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN™> }
<code code="12" codeSystem="2. 16. 840, 1, 113883, 3.989.2.1,1.197 codeSystemVersion="1.1"
displayName="congenitalAnomalyBirthDefect”/>
<value xsiitype="BL” nullFlavor="NI"/>
¢l=— E.i.3.2e! Congenital Anomaly / Birth Defect #2 —>
{/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" co@eSystemVersion=’1.l'
displayName="otherMedicallyImportantCondition”/>
{value xsi!type="BL". value="true"/>
¢l— E.i.3.2f: Other Medically Important Condition #2 —>
{/observation>
{/outboundRelationship2>
¢outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
. {code code="27" codeSystem="2. 16, 840. 1. 113883, 3. 989 2.1.1.19" codeSystemVersion="1.1"

displayName="outcome”/> )
<value 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 Reaction / Event at the Time of Last Observation #2 —>
' {/observation> )
‘ ¢/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS" muodCode— EVN™>
{code code="24" codeSystem="2. 16. 840, 1, 113883. 3.989.2.1.1.19" codeSystemVersion="1, 1%
displayName="medicalConfirmationByHealthProfessional”/>
{value xsi:type="BL" value="true”/>
¢!— E.1i.B: Medical Confirmation by Healthcare Professional #2 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
<observation classCode="0BS” moodCode="EVN">
<code code="11" codeSystem="2, 16. 840. 1. 113883, 3. 980. 5. 1, 3. 2. 1. 10" codeSystemVersion="1.0"
displayName="3k%1 - BE%n"/> C :
} ¢value xsi:type="CE" code="J2.14.i7 codeSystem="%. 16. 840. 1. 113383.3.989.5.1.3.2.1. 8"
codeSystenVersion="1.0"/> .
" @a8Jz. 14. 1 Fh - s #2 —
{/observation>
¢/outboundRelationship2>
{/observation>
{/subject0f2>
{subject0f2 typeCode=" SBJ >
{ohservation classCode="0BS” moodCode="EVN™>
<id root="3a8626ch-0f1b-4caf-8a0f-e0ff34430adf™/>
<code code="29" codeSystem="2. 16, 840. 1. 113883, 3.989.2. 1, 1. 19" codeSystenVersion="1.1"
displayName="reaction”/> '
Ceffectivelime xsi:type="IVL_TS™>
{width value="24" unit="E.i.6b"/>



¢l— E.i.6a: Duration of Reaction / Event (number) #3 ——>
<1-- E.'i.6b: Duration of Reaction / Event (unit) #3 -->
<high value="20101201"/> -
¢]— E.i.5' Date of End of Reaction / Event #3 -->
<feffectiveTime>
{value xsi'type="CE” code="E.i.2.1b" codeSystem="2.16.840. 1. 113883. 6. 163"

codeSystemVersion="E. i. 2. 1a™>

<!— E.i,2 la: MedDRA Version for Reaction / Event #3 —>
<!— E.i.2.1b: Reaction / Event (MedDRA code) #3 ~~>
{originalText language="E.i.1.1b™>E. i. L. 1a{/originalText}
<l— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language #3 —>
{1— E.i.1 1b: Reaction / Event.as Reported by the Primary Source Language #3 —>
<{/valued
(logation'typeCodeifLOC”>
{locatedEntity classCode="LOCE™> : .
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="E.i.9" codeSystem="1.0. 3166, 1.2, 2"/>
<= E.i.9: Identification of the Country Where the Reaction / Event Occurred #3 —>
<{/locatedPlace>
</locatedEntity>
¢/location>
<outhoundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="30" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2, 1. 1. 19" codeSystemVersion="1.1"

displayName="reacticnForTranslation”/>

<value xsi:type="ED"JE.1i. 1. 2¢{/value>
<|— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #3 -->
{/observation>
</outhoundRelationship2>
<outboundRelaticnship2 typeCode="PERT">
{cbservation ¢lassCode="0BS" moodCode="EVN"> .
{code code="37" codeSysgtem="2. 16.840. I. 113883.3.980, 2. L. 1. 19 codeSystemVersion="1.1"

displayName="ternHighlightedByReporter”/>

codeSystenVersion="1.0"/>

<value xsi:type="CE" code="E.i.3.1" codeSystem="2. 16.840. 1. 113883.3.989. 2.1.1. 10"

<!~ E.i.3. 1:Tern Highlighted by the Reporter #3 —>
{/observation®
<{/outboundRelationship2>
<outboundRelationship2 typeCode— PERT >
{observation classCode="085" moodCode="EVN">
<{code code="34" codeSystem='2.16.840.1.113883.3.989.2.1:1.19” codeSystenVersion="1.1"

displayName="resultsInDeath”/>

<value xsi:type="BL” value="true”/>
¢l— E.i.3.2a! Results in Death #3 —>
</observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
" <observation classCode="0BS" moodCode="EVN">
{code code="21" codeSysteém="2. 16, 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"

displayName="isLifeThreatening”/>

<value xsi:type="BL" nullFlavor="NI"/> : ‘ '
{l=~ E.i.3.2b: Life Threatening #3 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2? typeCode="PERT™>
<observation classCode="0BS” moodCode="EVN"> .
{code code="33" codeSystem="2. 16, 840, 1. 113883, 3. 989 2.1.1.19" codeSystemVersion="1.1% .

displayName="" requ1resInpat1entHospltal1zat10n /

<value xsi:type="BL” value="true”/> ' '
{le— E.1.3.2c: Caused / Prolornged Hospitalisation #3 ->
{/observation>
</outboundRelationship2>
<outboundRelatigonship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN™>
{code code="35" codeSystem="2. 16. 840. 1. 113883, 3,989, 2, 1. 1. 19" codeSystemVersion="1, 17

d1sp1ayName— resultsInPers1stent0r51gn1f1cantDlsab111ty’/>

{value xsi:type="BL" nullFlavor="NI“/>
<l— E.i.3.2d: Disabling / Incapacitating #3 -
{/observation> :



{/outboundRelationship2>
¢outboundRelationship2 typeCode="PERT >
{observation classCode="0BS” moodCode="EVN">
¢code code="12" codeSystem="2. 16. 840. 1. 113883. 3. 989 2.1.1. 19" codeSystemVersion="1.1"
displayName= *congenitalAnomalyBirthDefect”/>
<value xsi:types"BL” nullFlavor="NI el
¢}— E.i.3.2¢: Congenital Ancwaly / Birth Defect #3 —>
{/observation>
</outboundRelationship2>
<outhoundRelationship2 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"
d1splayName— otherMedicallyImportantCondition™/>
<value xsi:type="BL” value="true”/>
¢l— E.i.3.2f: Other Medically Important Cond1t1on f#3 —>
{/observation>
<{/outboundRelationship2>
¢outboundRelationship2 typeCode="PERT">
{observation classCode="0BS"™ moodCode="EVN™>
{code tode="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”7
codeSystemVersion="1.0"/>
. ¢!~ E.i.7: Outcome of Reaction / Event at the Time of Last Observation #3 —>
¢/observation>
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
<observation classCode="0BS" moodCode="EVN™>
<code code="24" codeSystem="2. 16. 840. 1. 113883. 3.98%. 2.1. 1. 197 codeSystemVersion='1.l'
displayName="medicalConfirmationByHealthProfessional /e
<value xsi:type="BL™ value="true”/>
¢!— E.i.8: Medical Confirmation by Healthcare Professional #3 ——>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="CBS” moodCode="EVN™>
(code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1.10 codeSystemVer51on- 1.0"
displayName="5%n « BE&0"/>
¢value xsi:type="CE" code="J2.14.1i" codeSystem= 2.16.840.1.113883.3.989.5.1.3.2.1.8
codeSystemVersion="1.07/> - ’
<l-- @@aJ2. 14. 1 #H - Bt #3 —>
{/observation>
</outboundRelationship2>
{/observation>
<{/subject0f2>
{subject0f2 typeCode="SB]™>
{observation classCode="0BS" moodCode="EVN">
<id root= 2899840f—OBb4—4990—80ff—dd8415f4f835 /> '
{code code="29" codeSystem— 72, 16, 840 1 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="reaction”/>
¢effectiveTime xsi:type="SXPR_TS™>
<comp xsi'type="IVL_TS™>
<low value="20090101L"/>
¢!— E.i.4: Date of Start of Reaction / Event #4 —>
-<high value="20101201"/>
¢l=- E.i.5: Date of End of Reaction / Event #i4 —>
{/comp>
{comp xsi:type="TIVL_TS" operator="A" b3
{width value— 24" unit="E.i.6b"/> !
¢l— E.i.6a: Duration of Reaction / Event (number) #4 —>
¢!-— E. i.6b: Duration of Reaction / Event (unit)} #4 —>
{/comp>
{/effectiveTime>
- <value xsi:type="CE” code="E. i. 2.1b" codeSystem="2. 16. 840, 1. 113883, 6. 163"
codeSystemVer31on— E. i.2.1a™
¢]—.E.i.2 la: MedDRA Version for Reaction / Event #4 —>
¢l— E.1i.2. 1b: Reaction / Event (MedDRA code) R4 —>
{originalText language="E.i.l.1b™>E.1i.l.la{/originalText>
{!— E.i.1 ia: Reaction / Event as Reported by the Primary Source in Native Language # —>



¢!— E.i. 1 1b: Reaction / Event as Reported by the Primary Source Language #4 —>
{fvalued
{location typeCode="L0C™>
ClocatedEntity classCode="LOCE™>
{locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="E.i.9" codeSystem="1.0.3166.1,2.2"/> '
¢{!-- E i.0: Identification of the Country Where the Reaction / Event Qccurred #4 —>
</locatedPlace>
</locatedEntity>
<{/location>
{outboundRelationship2 typeCode="PERT™> . .
{observation classCode="0BS" moodCode="EVN">
{code code="30" codeSystem="2. 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVer51on— .17
displayName="reactionForTranslation”/>
{value xsi:type="ED"JE. 1. 1.2¢/value>
<{—Eilz2: Reactlon / Event as Reported by the Primary Source for Translation #4 —>
{/observation>
</outhoundRelationship2d .
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS”™ moodCode="EVN"> .
{code code="37" codeSystem="2. 16.840.1, 113883, 3. 989.2. 1. 1. 19" codeSystemVersion="1.1"
displayName="termHighlightedByReporter”™/>
. <value xsi:type="CE" code="E.i.3.1" codeSystem="2.16.840. 1. 113883.3.989.2,1.1,10" .
codeSystenVersion="1. 0"/>
: ’ <!— E.i.3.1:Term Highlighted by the Reporter #4 —>
{/observation’
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT"> )
{observation classCode="0BS” moodCode="EVN™>
{code code="34" codeSystem="2. 16. 840, 1. 113883.3,989.2.1. 1, 19" codeSystemVersion="1.1"
displayName="resultsInDeath”/>
. <value xsi:type="BL" value="true”/>
<!— E.i.3.2a’ Results in Death #4 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN">
{code code="21" codeSystem="2. 16.840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystenVersion="1. 1"
displayName="isLifeThreatening”/>
. <value xsi:type="BL” nullFlavor="NI"/>
{l~= E.i.3.2b: Life Threatening #4 —>
{/observation>
</outboundRelationship2> -
<outboundRelationship2 typeCode="PERT"> .
{observation classCode="0BS” moodCode="EVN">
{code code="33". codeSystem="2. 16, 840, 1. 113883. 3.989. 2.1, 1. 197 codeSystemVersion="1.1"
displayName="requiresInpatientospitalization”/> ' :
<value xsiitype="BL" value="true"/>
¢l— E.1i.3.2¢! Caused / Prolonged Hospitalisation #4 =--=>
{/observation> .
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode='0B$’ moodCode="EVN">
{code code="36" codeSystem="2. 16, B840, 1. 113883. 3. 980. 2. 1. 1. 19" codeSystenVersion="1,1"
‘dlsplayName— resultsInPer51stentOrS1gn1f1cantDlsab1l1ty />
{value xsi!type="BL" nullFlavor="NI"/>
<l— E.i.3.2d: Disabling / Incapacitating #4 —>
{/observation?
</outboundRe1at10nsh1p2>
<outboundRelat1onsh1p2 typeCode="PERT">
{observation classCode="0BS" moodCode— EVN">
<code code="12" codeSystem="2, 16, 840, 1. 113883. 3.989.2. 1. 1. 19* codeSystemVersion="1.1"
displayName=" congen1talAnumalyB1rthDefect'/>
¢value zsi:type="BL" nullFlavor— NI*/>
€!— E.i.3.2e: Congenital Anomaly / Birth Defect #4 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN™>



<code code="26" codeSystem="2. 16. 840. 1. 113883. 3.980. 2. 1. 1. 19" codeSystemVersion="1. 1"
displayName="otherMedicallylmportantCondition”/>
.{value xsi:type="BL” value="true”/>
&)— E.i,3.2f: Other Medically Important Condition §4 —>
{/observation>
¢/outhoundRelationship2>
<outboundRelationship2 typeCode="PERT™> .
{ebservation classCode="0BS” moodCode="EVN"> i
¢code code="27" codeSysten="2. 16.840. 1. 113883. 3.989. 2:1. 1. 19" codeSystemVersion="1.17
displayName="outcome” />
: {value xsi:type="CE” code;’E.i.?” codeSysten="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1, 117
codeSystenVersion="1, 0" />
¢J— E.i.7: Outcome of Reaction / Event at the Time of Last Observation #4 -—>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™> -
{observation classCode="0BS" moodCode="EVN™>
¢code code="24" codeSystem="2. 16.840. 1. 113883.3.989.2. 1. 1. 19 codeSystemVerslon— .17
displayName="nedicalConfirmationByHealthProfessional >
<value xsi:type="BL” value="true”/>
¢|— E.1i.8: Medical Confirmation by Healthcare Professional #4 —>
{/observation> ’ .
¢/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN™>
. <m®cM#ﬁYcwﬁuwFQJ&M&Llw%&&%&&L&sz’whwﬂm%mhﬁqﬁ’
displayName="3%0 - BEE&"/> .
: Cvalue xsi:type="CE” code="J2.14,i" codeSystem="2. 16. 840. 1. 113883, 3.989.5.1.3.2.1. 8"
codeSystemVersion="1,0"/> - .
<)— 88eJ2.14.1 FA « FEA 14 —>
{/observation>
-¢{/outhoundRelationship2>
{/observation>
</subject0f2>
¢subjectOf2 typeCode="SBI">
{ohservation classCode="0BS” moodCode="EVN">
¢id root="1071064c-cf10-4a3b-83¢1~34f9ddbTeabid”/>
. <code code="28" codeSystem="2. 16.840.1.113883.3.98%.2.1.1.197 codeSystemVersion="1. 1"
displayName="reaction”/>
CeffectiveTime xsi: type— "IYL_TS*>
<low value="20090101"/>
¢]— E.i.4:! Date of Start of Reaction / Event #5 —>
{/effectiveTime>
<value xsi:type="CE" code— E i.2.1b" codeSystem="" 2 16. 840. 1. 113883. 6. 163"
codeSystenVersion="E. i. 2. 1a™>
¢1— E.i.2 la: MedDRA Version for Reaction / Event #5 ~—
¢l— E.i.2 1b: Reaction / Event (MedDRA code) #5 —>
{originalText language="E.i.1.1b™>E.1i.1.1la</originalText>
¢l-— E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native Language §5 —>
¢!-- E.i.1.1b: Reaction / Event as Reported by the Prlmary Source Language $5 =
{/value?
<location typeCode="LOC">
<locatedEnt1ty classCode="LOCE™> .
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
{code code="E.i.9" codeSystem="1.0.3166.1, 2.2"/>
{l-~ E. 1.9 Identification of the Country Where the Reaction / Event Occurred #5 ~=>
¢/locatedPlace>
{/locatedEntity>
{/location> : -
<putboundRelationship2 typeCode="FERT">
{observation classCode="0BS” moodCode="EYN">
¢code code="30" codeSystem="2. 16. 840. 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="reactionForTranslation™/>
{value xsi:type="ED"}E. i.1,2¢{/value>
¢l-- E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation #5 —>
{/observation>
(/outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS” mcodCode="EYN™>



{code code="37" codeSystem="2, 16 840.1.113883.3.989.2.1. 1,197
displayName="termHighlightedByReporter”/>

codeSystemVersion="1. 0"/>
¢!-~ E.i.3.1:Term Highlighted by the Reporter #5 —>
{/observation®
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
<code code="34" codeSystem="2. 16,840, 1. 113883.3.989.2.1.1, 19"
. displayName="resultsInDeath”/>
<value xsi:type="BL" value~ true”/>
<l— E.i.3.2a: Results in Death 45 —>
{/observation®
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="E¥YN">
{code code="21" codeSysten="2, 16. 840. 1. 113883.3. 989.2. 1. 1, 19"
displayName="isLifeThreatening”/>
{value xsiitype="BL" nullFlavor="NI"/>
¢!~ E.i.3.2b: Life Threatening #5 -)
{/observationd
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
. <observation classCode="0BS" moodCode="EVN"}>
<code code="33" codeSystem="2. 16,840, 1. 113883. 3.989.2.1. 1. 19"
displayName="" requlreslnpat1entHosp1tal1zat10n I
<value xsi:type="BL" value="true”/> -
<!— E.i.3.2¢: Caused / Prolonged Hospitalisation #5 —>
{/chservation)
</outboundRelationship2>
{outboundRelationship2 typeCode="PERT"> ;
{observation classCode="0BS" moodCode="E¥N">
{code code="33" codeSystem="2.16.840. 1. 113883. 3.980. 2. 1. 1. 19"
displayName=" resultsInPersistentOrSignificantDisability”/> -
{value xsi:type="BL" nullFlavor="NI"/>
" ¢l—~ E.i.3.2d: Disabling / Incapacitating #5 —>
</observation>
¢/outboundRelationship2®
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">»
{code code="12" codeSystem="2, 16. 840, 1, 113883. 3,089, 2.1. 1. 19"
displayName=" congenltalAnomalyB1rthDefect’/> .
<{value xsi:type="BL" nullFlavor="NI"/>
<1— E.i.3.2e: Congenital Anomaly / Birth Defect #5 =->
{/observationd
</outhoundRelationship2>
<outboundRelationship2 typeCode="PERT™>
<{observation classCode="0BS" moodCode="EVN™>
(code code="26" codeSystem="2. 16. 840, 1. 113883.3.989.2. 1. 1. 19"
displayName="otherMedicallylmportantCondition”/>
{value xsi:type="BL” value="true”/>
<|l— B.1i.3.2f: Other Medically Important Condition #5 -->
{/cbservation®
{/outboundRelationship2>
<outboundRelationship? typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN">
{code code="27" codeSystem="2. 16. 840. 1. 113883. 3.989,2.1.1.15"
displayName="outcome”/> :

codeSystemVers1on- 1.

<value xsi:type="CE” code="E.i.3.1” codeSystem=" 2.16.840.1.113883.3.989. 2, 1. 1. 10"

codeSystemVersion="1.

codeSystemVersion="1.

codeSystemVersion="1.

codeSystemVersion="1.

codeSystemVersion="1.

codeSystemVersion=;L

codeSystemVersion="1.

{value xsi:type="CE" code="E.i.7" codeSystem="2. 16, 840, 1. 113883. 3. 989. 2. 1. 1. 11*

codeSystemVersion="1.0"/> -

{!— E. 1. 7: Outcome of Reaction / Event at the Time of Last OCbservation #5 —>

. {/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN™>
{code code="24" codeSystem="2. 16.840. . 113883, 3, 989, 2. 1. 1. 19"
displayName="medicalConfirmationByHealthProfessional”/> :
{value xsi:type="BL" value="true”/>

codeSystenVersion="1.

1"

1"

1*



<1~ E.i.8: Medical Confitmation by Healthcare Profess1onal #5 —>
. </observationd
</outhoundRelationship2>
<outhboundRelationship? typeCode=" PERT">
<observation classCode="0BS” moodCode="EVN">
{code code="11" codeSystem="2. 16. 840. 1. 113883. 3. 939.5.1.3.2. 1. 107 codeSystemVers1on— 1.67
" displayName="3k5n « BEM"/>
<value xsi:type="CE" code="]J2.14.1" codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.3'
codeSystemVersion="1, 0"/> . .
<l— 80aJ2.14.1 % - BER #5 —>
{/observation>
</outboundRelationship2>
{/observation>
{/subject0f2> .
<subject0f2 typeCode="SBI">
{observation classCede="0BS” mocdCode="EVN™>
<id root="1{927283-10b6- 4334—9&43"9925640fb18f el
- ¢code code="29" codeSystem="2. 16, 840. 1. 113883.3.989.2.1. 1. 197 cudeSystemVerslon— .17
displayName="reaction”/>
{effectiveTime xsiitype="IVL_TS">
<high value="20090101"/>
¢l— E. i, 4: Date of Start of Reaction / Event ﬂﬁ -—>
{/effectiveTime>
¢value xsi:type="CE” code— E.i.2.1b" codeSystem="2. 16. 840, 1. 113883. 6. 163"
codeSystemVersion="E. 1. 2. 1a™>
¢l— E.i.2. 1la: MedDRA Version for Reaction / Event #6 —>
N ¢<|— E.1i.2. 1b: Reaction / Event (MedDRA code} #6 —> '
CoriginalText language="E.1i.1. 1b">E. . 1. 1a</or1g1nalText)
¢l-- E.i. 1. la: Reaction / Event as Reported by the Primary Source in Native Language #6 —>
¢!— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language #e —>
</value> B '
¢location typeCode="LOC™>
{locatedEntity classCode="LOCE™>
ClocatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
¢code code="E.i..9" codeSystem="1.0. 3166.1.2.2"/>
{]— E.i.9: Identification nf the Country Where the Reaction / Event Occurred #6 —>
¢/locatedPlace>
{/locatedEntity>
{/location>
<outboundRelationship2 typeCode~ PERT™>
{observation classCodé="0BS” moodCode="EVN">
{code code="30" codeSystem="2. 16. 840, 1. 113883, 3.985.2. 1. 1. 19" codeSystemVersion="1.1"
displayName="reactionForTranslation”/>
<value xsi:type="ED7>E. i. 1. 2<{/valued>
¢I— E.i. 1.2 Reaction / Event as Reported by the Primary Source for Translation #6 -3
{/observation>
- {/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS™ moodCode="EVN" >
{code code="37" codeSystem="2. 16 840. 1. 1123883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="ternHighlightedByReporter”/>
<value xsi:type="CE" code="E.i.3.17 codeSystem="2. 16. 840, 1, 113883, 3. 989, 2.'1. 1. 10"

codeSystemVersion="1.0"/>
 ¢l— E.i.3.1:Tern Highlighted by the Reporter #6 —> ’
{/obsérvation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{ohservation classCode="0BS” moodCode="EVN™>
- <code code="34" codeSystem="2. 16. 840, 1. 113883. 3. 989; 2. l 1.19” codeSystemVer51on— .17
dlsplayName- “resultsInDeath”/> - -
<value xsi:type="BL" value— true”/> '
¢l== E.i.3.2a: Results in Death 6 —> ‘ :
{/observation>
¢/outboundRelationship2>
{outboundRelationship? typeCode="PERT™>
{observation classCode="0BS" moodCode="EVN">
{code code="21" codeSystem— 2.16.840, 1. 113883, 3.989. 2. 1. 1. 19 codeSystemVersion="1. 17
dlsplayName— isLifeThreatening”/>
¢value xsi:type="BL" nullFlavor="NI 5



<1— E.i.3.2b: Life Threatening #6 —>
{/observation>
¢/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS" moodCode="EVN">
{code code="33" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2. 1. 1. 19* codeSystenVersion="1,1"
displayName="requiresInpatientHospitalization”/>
{value xsi:type="BL" value="true”/>
<}— E.1i.3.2¢: Caused / Prolonged Hospitalisation #6 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
<observation classCode="0BS" moodCode="EVN">
<code code="35" codeSystem="2. 16. 840. 1. 113883, 3. 889. 2.1, 1. 19" codeSystemVersion="1.1"
- displayName="resultsInPersistentQrSignificantDisability”/> :
<value xsi:type="BL” nullFlavor="NI"/>
{!— E.i.3.2d: Dlsabllng / Incapacitating #6 —>
{/cbservation)
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT”">
{observation classCode="0BS" moodCode="EVN">
{code code="12" codeSystem— 2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 19” codeSystemVersion="1.1"
dlsplayName— congenital AnomalyBirthDefect”/>
<value xsi:type="BL” nullFlavor="NI />
¢l— E.i.3.2e: Congenital Anomaly / Birth Defect #6 —>
{/chservation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT"> ] ‘
{observation classCode="0BS” moodCode="EVN">
{code code="26" codeSystem="2. 16. 840. 1. 113883 3.980.2.1.1,197 codeSystemVersion="1, 1"
dlsplayName— otherMedicallyImportantCondition”/> ’ . .
<value xsiitype="BL" value="true”/>
<!— E.i,3,2f: Other Medically Important Condition #6 —»
¢/observation®
</outboundRelationship2)
<outboundRelationship? typeCode="PERT*>
{cbservation 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.i.7: Outcome of Reaction / Event at the Time of Last Observation #6 —>
{/observation>
¢/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" mocdCode="EVN™>
<code code="24" codeSystem="2. 16. 840, 1. 113883. 3 989.2.1.1. 19" codeSystemVersion="1.1"
displayName="medicalConfirmationByHealthProfessional”/>
<value xsiitype="BL" value="true”/>
<{I— E.i.8: Medical Confirmation by Healthcare Professional #6 —>
{/cbservation>
{/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 codeSystemVersion="1.0"
displayNeme="34n - EE£0”/> -
. {value xsi:type="CE" code="]2.14.i" codeSystem=’2.16.840.1.113883.3.989.5.1.3.2.1.8'
codeSystemVersion="1. 0" /> R
<l 88aJz 14.1 k% - BEd #6 —
{/observation>
</outboundRelationship2>
{/observation>
</subject0f2>
{subject0f2 typeCode="SB]™>
{observation ¢lassCode="0BS" moodCode="EVN">
<id root="e0342969-38be~423f-b6bb—celdbc270dRe” /> .
<code code="29" codeSysten="2, 16, 840. 1. 113883. 3. 989. 2. 1. 1, 19" codeSystemVersion="1,1"
displayName="reaction”/> )
{effectiveTime xsi:type="IVL_TS">



<width value="24" unit="E.i.6b"/>
¢]— E.i.Ba: Duration of .Reacticn / Event (number) #7 -->
¢l— E.i.6b: Duration of Reaction / Event (unit) #7 -
¢/effectiveTime>
¢value xsiitype="CE" code="E.i.2.1b" codeSystem="2.16. 840. 1. 113883. 6, 163"
codeSystemVersion="E. i. 2. 1a”™>
¢!— E.i.2.1a: MedDRA Version for Reacticn / Event #7 —
¢!— E,1i.2.1b: Reaction / Event (MedDRA code) H#T -->
{originalText language="E.1i. 1. 1b">E. i, 1.1a</originalText>

"¢l== E.i. 1 la: Reaction / Event as Reported by the Primary Source in Native Language #7 —>

¢!—— E.1i. 1., ib! Reaction / Event as Reported by the Primary Source Language #7 —>
{fvalue>
<location typeCode="L0C™>
¢locatedEntity classCode="LOCE™>
<locatedPlace classCode="COUNTRY” determinerCode="INSTANCE™>
{code code=7E.1.9" codeSystew="1.0.3166.1.2.27/>

<!— E.i,9: Ident1f1cat1on of the Country Where the Reaction / Event QOccurred #7 —>

</locatedPlace>
{/locatedEntity>
{/location?
" ¢outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN™>

. <code code="30" codeSystem="2. 16. 840. 1. 113883. 3. 989, 2, 1. 1. 19" codeSystemVersion="1.1"

displayName="reactionForTranslation”/>
<value xsi:type="ED")E. i.1.2¢{/value>

¢l— E.i.1.2: Reaction / Event as Reported by the Prlmary Source for Translation #7 —>

{/cbservation>
*{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation c¢lassCode="0BS” moodCode="EVN™>

<code code="37" codeSystem="2. 16, 840. 1. 113883, 3,989, 2.1, 1, 19" codeSystenVersion="1.1"

dlsplayName~ termHighlightedByReporter”™/>
Cvalue xsi:type="CE" code="E.i.3.17 codeSystem- 2. 16. 840, 1. 112883, 3. 989. 2. 1. 1. 107
codeSystenVersion="1, 07/>
<!— E.i.3.1:Term Highlighted by the Reporter #7 —>
{/observation>
{/outboundRelationship2>
{outboundRelationshipZ typeCode="PERT">
{observation classCode="0BS” moodCode="EVN™>

<code code="34" codeSystem="2. 16.840. 1. 113883 3.989.2.1.1.197 codeSystemVersxon— .17

displayName="resultsInDeath”/>
{value xsi:type="BL" value="true”/>
- {1—E.i.3.2a: Results in Death #7 —>
{/observation>
{/outboundRelationship2>
. {outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">

<code code="21" codeSystem="2. 16, B40. 1. 113883 3. 989. 2. 1. 1, 19" codeSystemVersion="1.1"

displayName="isLifeThreatening”/>
<value xsi:type="BL" nullFlavor="NI"/>
{l-— E.i.3.2b: Life Threatening #7 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT"™>
{observation classCode="0BS" moodCode="EVN™>

(code code="33" codeSystem="2. 16. 840. 1. 113883, 3.980.2.1.1.19" codeSystemVersion="1.1"

displayName= requ1resInpat1entHosp1tal1zat1on'/>
‘ {value xsi:type="BL" value="true”/>
¢<!— E.i.3.2c: Caused / Prolonged Hospitalisation #7 —>
{/chservation?
{/outboundRelationship2>
. ¢outboundRelationship? typeCode="PERT">
¢ohservation elassCode="0BS" moodCode="EVN">

{code code="35" codeSystem='2.16.84@.1.113883.3.989.2.1.1.19' codeSystemVersion="1.1"

displayName="resultsInPersistentOrSignificantDisability”/>
<value xsi:type="BL" nullFlavor="NL"/>
¢l— E.i.3.2d: Disabling / Incapacitating #7 —>
{/observation> ‘
{/outboundRelationship2>



<outhoundRelationship2 typeCode="PERT">
<observation classCode="0BS” moodCode="EVN™>
<code code="12" codeSystem="2. 16. 840, 1. 113883.°3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="congenitalAnomalyBirthDefect” /> .
{value xsi:type="BL” nullFlavor="NI*/>
<l— E.i.3.2¢: Congenital Anomaly / Birth Defect #7 —>
{/observation?
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{cbservation classCode="0BS" mocdCode="EVN™>
{code code="28" codeSystem="2. L6, B40. F. 113883. 3. 989. 2.1, 1. 19" codeSystemVersion="1.1"
displayName="otherMedicallyImportantCondition”/>
<value xsi:type="BL" value="true”/> - .
{!— E.i.3.2f: Other Medically Important Condition #7 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship? typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
- <code code="27" codeSystem="2.16.840.1, 113883, 2. 980.2. 1. 1. 19” . codeSystemVersion="1. 1"
displayName="outcome”/>
<value xsi:type="CE" code="E, i.7" codeSystem="2.16.840. 1. 113883.3.980.2.1. 1. 11"
codeSystenVersion="1.0"/>
<I— E.i.7: Outcome of Reaction / Event at the Time of Last Observation H7 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT™>
{observation classCode="0BS” moodCode="EVN"> ’
{code code="24" codeSystem="2. 16. B840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName=”medicalConfirmationByHealtﬁProfessiona1'/)
{value xsi:type="BL” value="true"/>
<1~ E.i.8: Medical Confirmation by Healthcare Professional #7 —>
{/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="PERT">
<observation classCode="0BS" moodCode="EVN™>
<code code="11" codeSystem="2. 16. 840, 1. 113883. 3. 989, 5. 1. 3. 2. L. 10" codeSystemVersion="1. 0"
displayName="350 - BE&1"/> K
<value xsi:type="CE” code="J2.14.{" codeSystem="2. 16.840. 1. 113883.3.989.5,1.3.2.1.8"
codeSystemVersion="1.0"/>
<I-- 8@8J2.14.1 k0 - BEsn 47 —
{/chservation}>
{/outboundRelationship2>
{/observation)
{/subjectOf2>
(subject0f2 typeCode="SB]">
{observation classCode="0BS" moodCode="EVN"}»
<id rodt="al5bel92-8070-426d~af04-6863263443e0" />
code code="29" codeSystem="2, 16,840, 1. 113883. 3. 989, 2. 1. L. 19" codeSystenVersion="1.1"
displayName="reaction”/> : -
' {effectiveTime xsi:type="SXPR_TS">
{comp xsiitype="IVL_TS™>
{low value="20050101"/>
<!— E.i.4: Date of Start of Reaction / Event #8 —>
{width value="24" unit="E.i.6b"/>
<!— E.i.6a: Duration of Reaction / Event (number) #8 —>
{!— E.i.6b: Duration of Reaction / Event {(unit) #8 —>
{/comp>
{comp Xsi:type="IVL_TS" operator="A"»
<high ,value="20101201"/>
{!-— E.i.5: Date of End of Reaction / Event #8 —
{/comp> )
{/effectiveTine> P
{value xsiitype="CE” eode="E.i.2.1b" codeSystem="2.16.840. 1, 113883. 6. 163"
codeSystemVersion="E.i. 2. 1a™> .
<{I— E.i.2.la: MedDRA Version for Reaction / Event #8 -->
<I— E.i.2.1b: Reaction / Event {(MedDRA code) #8 —>
CoriginalText language="E.1i.1, Ib™>E. 1. 1. la{/originalText>
<I-- E.i. 1. la: Reaction / Event as Reported by the Primary Source in Native Language #8 —>
{l— E.i.1.1b: Reaction / Event as Reported by the Primary Source Language HE —>



{/value>
¢location typeCode="LOC"> -
¢locatedEntity classCode="LOCE™>
. {locatedPlace classCode="COUNTRY” determinerCode="INSTANCE">
{code code="E.i.9" codeSystem="1.0.3166.1.2.2"/>
¢<|— E. j.9: Identification of the Country Where the Reaction / Event Occurred #8 —>
{/locatedPlace> ’
{/locatedEntity>
{/location>
<outboundRelationship2 typeCode="PERT">
{phservation classCode="0BS™ moodCode="EVN™>
{code code="30" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVer31on— 11
displayName=" reactionForTranslation”/>
<{value xsi:type="ED"DE.1i.l. 2¢/value> :
¢!— E.i.1.2: Reaction / Event as Reported by the Primary Source for Translation HB —>
{/observation>
{/outboundRelationship2>
¢outboundRelationship? typeCode="PERT” >
{observation classCode="0BS" moodCode="EVN™>
] <code code="3T7" codeSystem="2, 16. 840. 1. 113883, 3.989. 2. 1. 1. 197 codeSystemVer51on— L1
d1sp1ayName— termnghl1ghtedByReporter /o
{value xsi: type— "CE” code= E i.3.1” codeSystem="2. 16. 840. 1. 113883. 3. 989, 2, 1. 1. 10"
codeSystemVersion="1.0"/> .
¢!— E.i.3. 1:Term Highlighted by the Reporter #8 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCode='PERT'>
{observation classCode="0BS" moodCode="EVN"> . :
{code code="34" codeSystem="2. 16.840. 1. 113883. 3.989.2.1.1.19" codeSystemVersion="1. 1"
dlsplayName— "resultsInDeath”/>
¢value xsi:type="BL® value="true”/>
¢!— E.i.3.2a: Results in Death #8 —>
¢/observation>
{/outboundRelationship2>
CoutboundRelationship2 typeCode="PERT™>
<observation classCode="0BS" moodCode="EVN™>
{code code="21" codeSystem="2.16.840. 1. 113883, 3,989.2.1. 1. 197 codeSystemVeréion=’1.1’
displayName=" 15L1feThreaten1ng />
<value xsi:type="BL" nullFlavor="NI"/>
¢!— E.i.3.2b: Life Threatening #8 —->
{/ohservation>
</outboundRelationship2>
CoutboundRelationship2 typeCode="PERT">
{observation classCode="0BS”™ moodCode="EVN"™> -
{code code="33" codeSystem="2. 16. 840, 1 113883, 3,089. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="requiresInpatientHospitalization”/>
{value xsi:type="BL™ value="true”/>
{l—= E.1i.3.2¢: Caused / Prolonged Hospitalisation #8 —>
{/cbservation>
</outboundRel ationship2>
<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= resultsInPer51stent0rS1gn1f1cantD1sab111ty’/)
Cvalue xsi:type="BL" nullFlavor="NI"/>
¢l== E, i.3.2d: Disabling / Incapacitating #8 —
{/observation>
¢foutboundRelationship2> . »
(outboundRelationship? typeCode="PERT">
<observation classCode="0BS” moodCode="EVN™>
{code code="12" codeSystem="2. 16. 840, 1. 113883, 3, 980. 2. 1. 1. 19" codeSystenVersion="1.1"7
dlsplayName— congen1talAnomalYBlrthDefect”/)
{value xsi:type="BL" nullFlaver="NI"/>
¢l— E.i.3.2e: Congenital Anomaly / Birth Defect #8 —>
{/observation> - -
¢/outboundRelationship2>
<outboundRelationship? typeCode="PERT">
{ohservation classCode="0BS” moodCode="EVN"> :
<code code="26" codeSysten="2. 16,840, 1. 113883. 3. 989.2. 1. 1. 19" codeSystemVersion="1.1"

[



displayName="otherMedicallyTmportantCondition*/>
<value xsi:type="BL" value="true”/>
<{}— E.i.3.2f: Other Medically Important Condition H8 -
{/observation>
{/outboundRelationship2y
{outboundRelationship2 typeCode="PERT">
{observation classCode="0BS" moodCode="EVN">
<code code="27" codeSystem="2. 16. 840, 1, 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="outcome”/> -
. {value xsi:type="CE" code="E.i,7" codeSystem='2 16, 840. 1. 113883. 3.989.2. 1. 1. 11"
codeSystemVersion="1. 0" />
<{I— E. i.7: Qutcome of Reaction / Event at the Time of Last Observation #8 —>
{/observation>
</outboundRelationship2>
<outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN"> .
{code code="24" codeSystem="2. 16.840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="medicalConfirmationByHeal thProfessional”/>
{value xsi:itype="BL" value="true”/>
€!— E.i.8: Medical Conflrmatlon by Healthcare Profes51onal #8 —>
{/observation>
{/outboundRelationship2>
<outboundRelationship2 typeCdde="PERT">
{observation classCode="0BS" moodCode="EVN">
{code code="11" codeSystem="2. 16.840. 1. 113883.3.980.5.1, 3.2. 1. 10" codeSystemVer51on— 1.0"
displayName="4x + BE&D"/> ) .
<value xsiﬁtype="CE' code="J2. 14. 1" codeSystem="2. 16.840. 1. 113883, 3.989.5.1.3.2.1. 8"
codeSystenVersion="1, 0°/>
' ' <|— e@arz.14. 1 ﬂ%iﬂ BEm #8 —>
</observation>
</outboundRelat10nship2>
{/observationd
</subject0f2>
{subject0f2 typeCode="SBJ]">
{organizer classCode="CATEGORY” moodCode="EVN™>
{code code="3" codeSystem="2. 16. B40. 1, 113883. 3. 989. 2. 1. 1. 20" codeSystemVersion="1. 0"
displayName="testsAndProceduresRelevantToTheInvestigation™/>
{component typeCode="COMP™>
{observation classCode="0BS” moodCode="EVN™>
{code code="F.r.2.2b" codeSystem="2.16.840. 1. 113883. 6. 163" codeSystemVersion="F.r. 2. 2a”>
{!— F.r.2 2a: MedDRA Version for Test Name #1 —> '
<= F.r.2.2b: Test Name (MedDRA code) #1 —>
{originalText>F.r. 2. 1</originalText>
{l=- F.r.2.1: Test Name (free text) #l —> .
</codey
{effectiveTime value="20090101"/>
{!— F.r.1: Test Date #1 —>
{value xsi:type="IVL_PGQ™>
{center value="10" unit="mg/d1"/>
<!-= F.r.3.2: Test Result (value / qualifier) #1 —>
J-- 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"
codeSystenVersion="1.07/> .
<|— F.r.3.1: Test Result (code) H#l —>
{referenceRange typeCode="REFV"> -
{observationRange ¢lassCode="0BS" moodCode="EVN.CRT™>
{value xsi:type="PQ" value="40" unit="mg/d1"/>
<!-- F.r. 4! Normal Low Value #1 —>
{interpretationCode code="L" codeSystem="2.16.840.1. 113883, 5.83"/>
{/observationRange>
, {/referenceRange> -~
<referenceRange typeCode="REFV">
{observationRange classCode="0BS” moodCode="EVN, CRT">
{value xsi:type="PQ” value="110" unit="mg/d1"/>
<|-— F.r.5: Normal High Value #1-—>
{interpretationCode code="H" codeSystem="2. 16. 840, 1. 113883.5.83"/>
{/observationRange>
 {/referenceRange>



<outboundRelationship2 typeCode="PERT"> .
<observation classCode="0BS" moodCode="EVN">
<code code="10" codeSystem="2. 16.840. 1. 113883. 3. 989.2.1.1.19" codeSystemVers1on— L1
displayName="comment”/>
" &value xsi:type="ED">F.r.8<{/value>
<}— F.r.6: Comments (free text) #1 —>
{/observation>
</outboundRelationship2>
“{putboundRelationship2 typeCode="REFR">
¢observation classCode="0BS” moodCode="EVN™>
Ccode code=" 25" codeSystem— 2.16. 840, 1. 113883, 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="moreInformationAvailable” />
<value xsi:type="BL” value="true”/>
¢1—F.1.7: More Information Available #il —>
<{/observationd
{/outboundRelationship2>
{/observation’
{/component>
{component typerde— COMP™ >
. <observation classCode="0BS" moodCode="EVN™>
{code code="F.r.2.2b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="F.r. 2. 2a">
<l-— F.r.2.2a: MedDRA Yersion for Test Name #2 —> ’
¢!— F.r.2.2b: Test Name (MedDRA code) #2 -->
{originalText>F. r. 2. 1<{/originalText>
{I— F.r.2.1: Test Name (free text) #2 ——>
{/code>
- (effectiveTime value— 20090101'/)
<= P.r.1: Test Date #2 —>
<value xsi:type="IVL_PQ™>
<low nullFlavor="NINF"/> .
. <high value="10" unit="mg/dl” inclusive="false”/>
{/valued
¢l— F.r.3.2: Test Result {(value / qualifier) #2 —>.
¢!— F.r.3.3: Test Result (unit) #2 —>
<!— LT 10 ng/dl #2 —>
(/observat10n>
¢/component’
<component typeCode="COMP">
{observation ¢lassCode="0BS”™ moodCode="EVN™>
<code code="F.r.2.2b" codeSystem="2. 16. 840. 1. 113883. 6 163" codeSystemVerslon— F.r.2.2a">
<I— F.r.2.2a: MedDRA Version for Test Name #3 —> )
(== 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>
CeffectiveTime value="200901017/>
{l— F.r.1: Test Date #3'—>
<value xsi:type="IVL_PQ™>
<low nullFlavor="NINF"/>
<high value="10" unit="mg/d1” inclusiva='true'/>
</value>
¢l— F.r.3.2! Test Result (value / qualifier) #3 —
¢!— F.r. 33! Test Result (unit) #3 —>
¢l—= LE 10 mg/dl #3—>
{/observation>
{/component>
{component typeCode="COMP">
{observation classCode="0BS™ moodCode="EVN">
{code code="F.r.2.2b" codeSysten="2. 16. 840. 1. 113883, 6. 163" codeSystemVers1on— F.r. 2 2a”>
¢!-— F.r.2. 2a: MedDRA Yersion for Test Name #4 -—>
¢!— F.r.2.2b: Test Name (MedDRA code) #4 —> .
CoriginalText>F.r. 2. 1{/originalText>
l— F.r.2.1: Test Name (free text) #4 —>
{/code?
{effectiveTime value="20090101"/>
{l— F.r.1: Test Date #4 —>
{value xsi:type="IVL_PQ"> )
low value="10" unit="mg/d1” inclusive="false”/>
-¢high nullFlavor="PINF"/>



{/value>
{1— F.r.3.2: Test Result (value / qualifier) #4 —>
<!— F.r.3.3: Test Result (unit) #4 —>
-~ GT 10 mg/dl #4 —>
{/observation>
</component>
{cotponent typeCode="COMP™>
<observation classCode="0BS" moodCode="EVN™>
{code code="F.r, 2, 2b" codeSystem="2. 16. 840. 1. 113883. 6. 163" codeSystemVersion="F, r. 2. 22"
<l F.r.2.2a: MedDRA Version for Test Name #5 =—->
{I-— F.r.2.2b! Test Name (MedDRA code) #5 —>
{originalText>F. r. 2. 1<{/originalText>
€l— F.r.2.1: Test Name (free text) #5 —>
{/code>
{effectiveTime value="200901017/>
<{l— F.r.1: Test Date #5 —>
{value xsi:type="IVL_PQ™>
<low value="10" unit="mg/dl” inclusive="true™/>
<high nullFlavor="PINF"/>
</value>
{!— F.r.3.2¢ Test Result (value / qualifier) #5 -->
{|— F.r.3.3! Test Result (unit) #5 -
<= GE 10 mg/dl #5 —>
{/observation>
{/component>
{component typeCode="COMP">

{observation classCode="0BS” moodCode="EVN” )

. <code code="F.r.2.2h" codeSystem="2. 16. 840, 1, 113883. 6. 163" codeSystemVersion="F.r. 2. 2a™>
<!— F.r.2.2a: MedDRA Version for Test Name #5 --> '
<d— F.r.2.2b: Test Name (MedDRA code) #6 —>
<originalText>F.r. 2. I<{/original Text>
{I— F.1.2.1: Test Name (free text) #6 -—)

{/code>
{effectiveTime value="20090101"/>
<!-— F.r.1: Test Date #6 —>
<value xsiitype="ED">F,r. 3. 4<{/valued
<!— F.r.3.4: Result Unstructured Data {free text} #& —->
{/observation?
</component> -
{/organizer>
{/subject0f2>
{subject0f2 typeCode="SBJ™>
<organizer classCode="CATEGORY" moodCode="EVN"> . ’
Ccode code="4" codeSystem="2. 16. 840, 1. 113883. 3. 989, 2. 1. 1. 20" codeSystemVersion="1. 0"
- displayName="drugInformation™/>
{!— G.k Drug(s) Information (repeat as necessary) #1 —->
{component typeCode="COMP™>
" {substanceAdministration classCode="SBADM" moodCode="EVN">
<id root="3c91b4d5~e039-2aT7a-9c30-67671h0efled” />
{consumable typeCode="CSM™>
<instanceQfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND"> .
<code code="G.k.2.1.1b" codeSysten="TBD-MPID" codeSystemVersion="G.k. 2.1.1a"/>
<1— G.k.2.1.1a: MPID Version Date / Number #1 —>
<!— G.k 2. 1. th! Medicinal Produet Identifier (MPID) #1 —>
<{name>G, k. 2. 2{/name>
{I-- G.k. 2. 2: Medicinal Product Name as Reported by the Primary Source #1 —
{asManufacturedProduct classCode="MANU">
{subjectOf typeCode="SB]">
<approval classCode="CNTRCT” mnodCode— EVN™>
{id extension="G.k.3.1" root="2,16.840.1.113882.3.980.2.1. 3. 4*/>
{l— 6.k 3.1: Authorisation / Application Number #1 —~=>
<holder typeCode="HLD™> :
<role classCode="HLD">
<playinglrganization classCode="0RG" determinerCode="INSTANCE">
<name>G. k. 3. 3¢/name>
¢1— 6.k 3.3: Name of Holder / Applicant #1 —>
{/playingOrganization®
{/role>



</holder>
<author typeCode="AUT™>
{territorialAuthority classCode="TERR™>
{territory classCode="NAT" determinerCode="INSTANCE™>
~{code code="G.k.3.2" codeSystem="1. 0. 3166. 1. 2.2°/>
¢l—— G,k 3.2! Country of Authorisation / Application #1 —>
{/territory> .
{/territorialAuthority>
{/author> :
{pertinentInformation typeCode="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="1.07"/> _
<1— @eaJ2. 5.k —AEESSEOY AFEH%E 1 —
{/policy? ~ :
¢/pertinentInformation>
{/approval>
{/subject0f> .
{subjectOf typeCode="SBJ">
{characteristic classCode="0BS" moodCode="EVN">

{code code="1" codeSystem="2.16.840. 1. 113883. 3.989.5.1.3.2.1, 10"
codeSystemVersion="1. 0" displayName="HTEIHEHFDIRRE 5" />

<value xsi:type="CE" code="J2.4.%" codeSysten="2. 16. 840, 1. 113883, 3. 989.5.1.3.2.1.37
codeSystemVersion="1.07/> ' .
<|l— @efz. 4. %' FEELKFORAZES #1 —>
{/characteristic>
{/subject0f>
{/asManufacturedProduct>
{asSpecializedKind classCode="GEN">
{generalizedMaterialKind classCode="MAT" determinerCode="KIND">
{code>
CoriginalText>J2. 12{/originalText>
<I— aarz. 12: FRESES

{fcode>
{/generalizedMaterialKind>
</asSpecializedKind>
<ingredient classCode="ACTI">
{quantity>
{numerator value="10" wnit="G.k 2.3.1.3b"/>
{]— G.k.2.%.1.3a: Strength (number) #1-1 ——>
* ¢l— 6.k. 2. 3. 1. 3b: Strength (unit) #1-1 —>
{dencminator value="1"/>
{/quantity>
¢ingredientSubstance classCode="MMAT" determinerCode="KIND">
{code code="G.k.Z2.3.r.2b" codeSysten="TBD-Substance”
codeSystenVersion="6.k. 2. 3.r.2a"/>
. ¢l— G.k.2.3.1. 2a; Substance / Specified Substance TermlD Version Date / Number #1-1
-—>
¢|— 6.k 2.3.1.2b: Substance / Specified Substance TermID #1-1 —>
<name>G. k. 2. 3. r. 1{/name>
¢l-- 6.k.2.3.1. 1: Substance / Specified Substance Name #1-1 —>
{/ingredientSubstance>
</ingredient> )
{ingredient classCode="ACTI">
{quantity> '
{numerator value=*10" unit="G.k.2.3.r.3v"/>
¢1== G.k.2.3.r.3a: Strength (number) #1-2 —>
¢!— G.k.2.3,r.3b: Strength (unit) #1-2 —>
{denoninater value="1"/> ’
{/quantity>
{ingredientSubstance classCode="MMAT" determinerCode="KIND">
. ' <code code="G.k.2.3.r.2b" codeSystem="TBD-Substance”
codeSystenVersion="G. k. 2. 3.1.2a"/> .
<!— 6.k.2.3.1.2a: Substance / Specified Substance TermID Version Date/ Number #1-2
¢t~ 6.k 2.3.7. 2b: Substance / Specified Substance TermID #1-2 —=> \
<name>G. k. 2. 3. 1. 1{/name>
¢1— 6.k.2.3.1.'}: Substance / Specified Substance Name #1-2 —>

{/ingredientSubstance>,



{/ingredient>
</kind0fProduct> '
" subjectOf typeCode="SB]™>
{productBvent classCode="ACT" moodCode="EVN">
<code code="1" codeSystem="2, 16. B40. 1. 113883, 3. 989, 2. 1. 1. 18" codeSystemVersion="1, 0"
displayName="retailSupply”/>
{performer typeCode="PRF">
<assignedEntity classCode="ASSIGNED™>
{representedOrganization classCode="0RG” determinerCode="INSTANCE™>
{addr>
<country>G. k. 2, 4</country’’
<{l=— G. k. 2.4: Identification of the Country Where the Drug Wes Obtained #1 —>
{/addr>
{/representedlrganization’
</assignedBntity>
{/performer>
{/productEvent>
<{/subjectOf>
<subjectOf typeCode="SB]">
{cbservationEvent classCode="0BS" moodCode="EVN™>

<cade code="2" codeSystem="2. 16, 840, 1. 113883. 3. 089.5.1.3. 2. 1. 10"
codeSystemVers1on— 1.0" displayName="—fR% HEIES D AFEE"/>
{value xsi:type="CE" code="J2.6.k" codeSysten="2. 16. 840 1.113883. 3. 989.5.1.3.2.1.5

codeSystemVersion="1.0"/>
: <I— 80a12.6.k: —BAEESOAFRE #1 >
</observationEvent>
</subject0f>
{/instance0fKind>
</consumable>
{outboundRelationshipl typeCode="SAS">
{pauseQuantity value="10" unit="G.k 9.1i.3.1b"/>
{l— 6.%.9.i.3.1a: Time Interval between Beginning of Drug Adm1nlstrat10n and Start of
Reaction / Event (number) Drug #1, Reaction #1 —>
<1— G.k.9.i.3,1b: Time Interval between Beginning of Drug Administration and Start of
Reacticn / Event (unit) Drug #1, Reaction #1 —>
’ {actReference classCode="0BS” moodCode="EVN">
<id root="154eb889-958b—45£2-a02f-42d4d6f4657L" />
¢/actReference’
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">
¢pauseQuantity value="10" unit="6.k.9.i.3.2b"/>
{I— 6.k.9.i.3.2a; Time Interval between Last Dose of Drug and Start of Reaction / Event
(number) Drug #1, Reaction #1 —> -
|“Gkﬁ432bTmemmwﬂbﬁmmLﬂt%momeamsmﬂofhmnm/Ewm
{unit) Drug #1, React1on 1 —> .
{actReference classCode="0BS” moodCode="EVN">
~ <id root="154eb889- 958b-45f2—302f—42d4d6f4657f />
{/actReference> .
</outboundRelationshipl>
{outboundRelationshipl typeCode="SAS">
<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>

¢l=- 6.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (number) Drug #1, Reaction #2 -->
¢le- G.k.9.i.3.1b! Time Interval between Beginning of Drug Administration and Start of

Reaction / Event (unit) ODrug #1, Reaction #2 —>
<actReference classCode="0BS" moodCode="EVN™>
{id root= 2baa28dB—c9e8-4eEc -03e0-5b860b3142207 />
{/actReference>
<foutboundRelationshipl>
{outboundRelationshipl typeCode="SAE">
{pauseQuantity value="10" unit="G.k.9.i.3.2L"/>
- G.k.9.1.3.Za 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 Dose of Drug and Start of Reaction / Event
(unit) Drug #1, Reaction #2 —>
<actReference classCode="0BS" moodCode="EVN">
<id root= 2baa28d6-c9e8-4e60—9339~5b860b314220 >
{/actReference>
{/outboundRelationshipl>



CoutboundRelaticnshipl typeCode="SAS™>
¢pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
¢l-- ¢.%. 9.i.3. la: Time Interval between Beginning of Drug
Reaction / Event (number) Drug #1, Reaction #3 —>
¢le= G. k. 9.4i. 3. 1b: Time Interval between Beginning of Drug
Reaction / Event {unit) Drug #1, Reaction #3 -—>
<actReference classCode=" OBS moodCode="EVN">
£id root= 3aB626cb—9f1b-4eaB—San—efo344SOadf Fos
{/actReferenced
</outboundRelationshipl>
<outhoundRelationshipl typeCode="SAE™>

{pauseQuantity value="10" mnit="G.k.9.i.3.2b7/>

¢|— G.k.9.4.3.2a: Time Interval between Last Dose of Drug
{number) Drug #1, Reaction #3 -—>

¢l=— G.% 9.i.3.2b: Time Interval between Last Dose of Drug

{unit) Drug #1 Reaction #3 —=>
<actReference classCode="0BS™ meodCode="EVN">
¢id root="3a8626cb-9f1b-4eaB-8a0f-e0ff34430adf” />
{/actReference>
{/outboundRelaticnshipl>.
- {outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k 9.i.3.1b"/>
¢l— 6.k.9.1i.3.1a: Time Interval between Beginning of Drug
Reactlon / Event (number) Drug #1, Reaction #4 —>
<!— G.k.9.1.3.1b: Time Interval between Beginning of Drug
Reactlon / Event (unit) Drug #1, Reaction #4 -->
<actReference classCode="0BS” moodCode— EVN">
<id root="2699840f-08b4-409c-80ff-dd8415f4£8a5" />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="1¢" unit="G.k.9.1i.3.2b"/>
¢l—- G.K.9.1.3.2a: Time Interval between Last Dose of Drug
(number) Drug #1, Reaction #4 —>
¢!— G.k,9.i.3.2b: Time Interval between Last Dose of Drug
{unit) Drug #1, Reaction #4 —>
: <actReference classCode="0BS" moodCode— EVN">
. . ’ <id root="2e99840f-08b4-499¢-80ff-ddB415f4f8a5" />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>
.<pauseQuantity value="10" unit="G.k.9.1i.3.1b" />
(-~ G. k. 9.1.3. la>- Time Intervallbetween Beginning of Drug
Reaction / Event (number) Drug #1, Reaction #5 —> )
<!— G.k.9.1i.53.1b: Time Interval between Beginning of Drug
Reaction / Event {unit) Drug #1, Reaction H#5' —>
<actReference classCode="0BS" moodCode="EVN™>
<id root="1071064c—cf10-4a3b-83c1-34f9ddbTeabd” />
{/actReference>
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE">

{pauseQuantity value="10" unit="G.k.92.1i.3.2b"/>
: ¢l~~ G.k.9.1.3.2a: Time Interval between Last Dose of Drug
(number) Drug #i, Reaction #5 —>
<l— 6.k.9.1i.3.2b Time Interval between Last Dose of Drug

{unit) Drug #1, Reaction s —>
. <actReference classCode="0BS” moodCode="EVN">
<id root="1071064c—cf10-4a3b-83c1~34f9ddbTeabd” />
</actReference>
{/outboundRelationshipl>
.CouthoundRelationshipl typeCode="SAS™>
<pauseQuantity value="10" unit="G.k.9.i.3.1b"/>
: 01— 6.%.9.1.3.1a: Time Interval between Beginning of Drug
Reaction / Event (number) Drug #1, Reaction #6 —>

Administration and Start of

Administraticon and Start of

and Start of Reaction / Event

and Start of Reaction / Event

Administration and Start of

Administration and Start of

and Start of Reaction / Event

and Start of Reaction / Event

Administration and Start of

Administration and Start of

and-$tart of Reaction / Event

and Start of Reaction / Event

Admznlstrat1on and Start of

¢1— G. k. 9.1i.3.1b: Time Interval between Beginning of Drug Administration and Start of

Reaction / Event (unit) Drug #1, Reaction #6 —>
{actReference classCode="0B5" moodCode="EVN">
<id root= 1f927283—10b6—4334—9d43-e925640fb18f ”
{/actReference>



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

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

U— G.k.9.1.3.23 Time Interval beiween Last Dose of Drug and Start of Reaction / Event
(number) Drug #1, Reaction #6 ——>

{!— 6,k 9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event

(unit) Drug #1, Reaction £6 ~->
{actReference classCode="0BS” moodCode="EVN">
<id reot="1£927283-10b6-4334-0d443-2925640Fb18f" />
{/actReference>
</outboundRelationshipl>
{outboundRelationshipl typeCode='SAS”>
{pauseQuantity value="10" unit="G.%. 9.i.3.1b"/> -
: © K== Gk 9.i.3. 1a: ﬁmIMﬂwlMan%mmmgﬁDmngmnmnmamsmnof
Reaction / Event {number) Drug #1, Reaction #7 —>
I== 6.k.9.1.3. 1b: Time Interval between Beginning of Drug Administration and Start of
Reaction /' Event (unit} Drug #1, Reaction #7 —>
{actReference classCode="0BS" moodCode="EVN">
{id root="e0342069-38be~423f-b6bb-celdbc279dRe” />
</actReference> '
{/outboundRelationshipl> '
<outboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k.9.1i.3.2b"/>

d— 6. k. 9.4.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event
(number) Drug #1, Reaction #7 —> .
d—G. k. 9. 1. 3.2b: Time Interval between Last Dose of Drug and Start of Reactlon / Event

(unit) . Drug ¥1, Reaction #7 —>
<actReference classCode="0BS” moodCode="EVN™>
<id root="e0342969-38be-423f-b6bb—cel4bc279d8e”/>
¢/actReference>
{/outboundRelationshipl>
{outboundRelatiohshipl typeCode="SAS™>
{pausefuantity value="10" unit="G.k. 9.i.3.1b"/>
¢l— 6.k.9.1.3.1a: Time Interval between Beginning of Drug Adm1n1strat10n and Start of
Reaction / Event {number) Diug #l, Reaction #8 —>
<— G k. 9.i.3. bt Time Interval between Beginning of Drug Administration and Start of
Reaction / Event f{unit) Drug #1, Reaction #8.—>
<actReference classCode="0BS" moodCode="EVN™>
<id root="al5be092-8070-426d-af04-6B63263443e0” />
{/actReference)
</outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>
<pauseQuantity value="10" unit="G, k. 9, i.3.2b"/>

{d— G.k.9.1.3.2a: Time Intefval between Last Dose of Drug and Start of Reaction / Event
(number) Drug #1, Reaction #8 -

<)— G.k.9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event
{unit) Drug #1, Reaction #8 — -
<actReference classCode="0BS™ moodCode="EVN">
{id root=" a15be092—8070—426d-af04-6863263443ED"/)
{/actReference
{/outboundRelaticnshipl>
{outhoundRelationship2 typeCode="PERT"> .
<observation classCode="0BS" moodCode="EVN">
_ <code code="6" codeSystem="2.16. 840. 1. 113883.3.989.2.1, 1, 19" codeSystemVer51on— .17
displayName="blinded”/>
<vaIue xsi: type= “BL” value- true™/>
{I-~ G.k. 2.5 Tnvestigational Product Blinded #1 —>
{/cbservation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
{I— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #l-1 —>
<substanceAdministration classCode="SBADM" moodCode="EVN">
{text>G. k. 4. 1. 8¢/text>
{l— G.k. 4.r.8: Dosage Text #l-1 —>
{effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS™>
- {period value="10" unit="G. k.4.r.3"/>
{!— G.k.4.1.2: Number of Units in the Interval #1-1 —>
= G.k.4.r,3: Definition of the Time Interval Unit #1-1 —>



</comp>
{comp xsi:type="IVL_TS™ operator="A">
{low value="200901017/>

¢1— G.k.4.r.4: Date and Time of Start of Drug #1-1 —»
<high value="20080101"/>
{l— G.k.4.r.5: Date and Time of Last Administration #1-1 ——>
</comp> -

<comp xsi:type="IVL_TS" operator="A">
{width value="4" unit="G. k. 4. r.6b"/>
¢l— 6.k 4.r.6a: Duration of Brug Administration (number) #1-1 —>
{l— G.k, 4.r.6b: Duration of Drug Administration (unit) #1-1 — !
{/comp>
{/effectiveTime> N
<routeCode code="G.k. 4.r.10.2b" codeSystem="2. 16. 840 1. 113883. 3. 989, 2 1.1. 14"
codeSystemVer51on— G.k.4.1.10. 2a™>
¢lew G, k4. 1. 10. 233 Route of Administration TermID Version Date / Number #1-1 —>
¢l~~ G, k.4.r.10. 2b: Route of Administration TernID #1-1 —>
, <originalText}G. k. 4.r. 10, 1</originalText>
© (!— G.k.4.71.10.1: Route of Administration (free text) #l-1 -->
¢/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/">
<!— G.k.4.r.1a Dose {(number) #l-1 —>
)= 6.k 4.r.1b: Dose {(unit) #1-1 —>
{consumable typeCode— CSM™>
<instanceOfKind cldssCode="INST">
<{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE">
{lotNumberText>G. k. 4. r. 7¢/lotNumberText>
¢l— G.k 4.r.7: Batch / Lot Number #1-1 —>
' </productInstanceInstance)
<£kindOfProduct classCode="MKAT" determinerCode="KIND">

¢forrCode code="G.k.4.r. 9 2b" codeSysten="TBD-DoseForm”
codeSystenVersion="G, k. 4. 1. 9. 2a™>
¢l— G.k.4.7.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #i-1 —>
<!~ G.k.4.7.9. 2b: Pharmaceutical Dose Form TernID ¥1-1 —>
<originalText>G. k. 4.1.9. 1{/originalText>
¢!— G.k.4.1r.9.1: Pharmaceutical Dose Form (free text) #1-1 —>
{/formCode>
</kindOfBroduct)
</instance0fKind>
{/consumable>

<inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN">
: <code code="28" codeSystem="2. 16. 840, 1, 113883.3.980.2.1. 1. 19" cndeSystemVersion="1.1~
displayName="parentRoute0fAdministration”/>
<value xsiitype="CE” code="G.k.4.r. 11, 2b" codeSystem="2.16. 840, 1, 113883 3. 988. 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 #1-1
¢le= G.l.4. 1. 11.2b: Parent Route of Administration TermID §1-1 —>
<originalText>G. k. 4. r. 11. 1{/originalText>
¢l— 6.k 4.r.11.1: Parent Route of Administration (free text) #1-1 —>
{/value>
{/observation>
</inboundRelationship>
{/substanceAdministration> -
{/outboundRelationship2>
<outboundRelat1onsh1p2 typeCode="COMP">
<!—- G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-2 —
¢substanceAdministration classCode="SBADM" mcodCode="EVN">
. <CtextdG. k. 4.r.8{/text>
{l== G.k.4.r.8: Dosage Text H#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 —>
¢!— G.k. 4.7 3: Definition of the Time Interval Unit #1-2 —>
</comp>
Ccomp xsiitype="TVL_ TS operator- AT
Llow valde="200801017/> i



<!— G.k.4.r.4: Date and Time of Start of Drug H1-2 -—>
<high value="20090101"/>
{!-- G.k.4.r.5: Date and Time of Last Administration #1-2 -->
{/comp>
</effectiveTime>
<routeCode code="G.k. 4.r.10.2b" codeSystem="2. 16. 840 1.113883. 3. 989, 2, 1 1.14"
codeSystemYersion="G. k. 4. r. 10. 2a">
<le~ 6.k 4.1, 10.23: Route of Administration TermID Version Date / Number £1-2 —
<!— G.k.4.1.10.2b: Route of Administration TermlD §i-2 —
{originalText>G. k. 4. r. 10. 1</originalText>
{I-— G.k.4.1.10.1: Route of Administration (free text) #1-2 —>
{/routeCode> '
<{doseQuantity value="10" unit="G.k.d4.r. 1b"/>
<I-- G.k.4.1. 12 Dose (number) H1-2 ~->
<I-- G.k.4.r.1b: Dose (unit) #1-2 —>
{consumable typeCode="CSM"> .
{instanceQfKind classCode="INST">
{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
<JotNumberText>G. k. 4. r. 7{/1otNumberText)>
<{!— G.k.4.1.7: Batch / Lot Number #1-2 -
{/productInstancelnstance}
<kindOfProduct classCode="MMAT" determinerCode="KIND">

{formCode code="G, k.4.r.9.2b" codeSysten="TBD-DoseForm”
codeSystemVersion="G. k. 4. 1. 9. 2a™> .

{!— G.k.4.1. 9. 2a: Pharmaceutical Dase Form TermID Version Date / Number #1-2 —>
<1-~ G.k.4.r.9.2b: Pharmaceutical Dose Form TermlD #1-2 ~-»
{originalText>G. k. 4. r. 9, 1<{/originalText}
<= G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #1-2 —>

{/formCode>

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

{inboundRelationship typeCode="REFR™>
<observation classCode="0BS" moodCode="E¥N">
{code code="28" codeSystem="2. 16.840. 1. 113883, 3,989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
) <value xsi:type="CE" code="G.k 4.r.11.2b" codeSystem="2. 16. 840, 1. 113883. 3. 089. 2. 1. 1. 14"
codeSystenVersion="G. k. 4.1, 11. 2a"> !
: <!— G.k.4.r. 11.2a: Parent Route of Administration TermID Version Date / Number #1-2
_) _ -
{!— G.k.4.1.11.2b: Parent Route of Administration TermID ¥1-2 —>
CoriginalText>G. k. 4. 7. 11. 1</originalText>
<I-- G.K.4.7.11,1: Parent Route of Administration (free text) #1-2 -=>
‘¢fvalued
{/observation®
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2- typeCode="COMP™>
<{!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-3 «—>
{substanceAdministration elassCode="SBADM” moocdCode="EVN™>
<{text>G. k. 4. 1. B/text>
<!-- G,k 4.r.8: Dosage Text #1-3 ~—>
{effectivelime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS™>
{period value="10" unit="G.Kk.4.r.3"/>
{!— G.k.4.r.2: Number of Units in the Interval #1-3 —>
d— 6.k 4.r.3: Def1n1t10n of the Time Interval Unit #1-3 —>
</comp>
<comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
<!-~ 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 Admln:stratlon (number) #1-3 -—>
<!— G.k.4,r.6b: Duration of Drug Administration (unit) #1-3 —>
{/comp>
</effectiveTime>
<routeCode code="G.k.4.r.10.2b" codeSystem="2. 16. 840. 1. 113883.3.989.2,1. 1. 14" !
codeSystemVersion="G. k. 4. 1. 10. 2a™> .



¢\— G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-3 —>
¢l-— 6.% 4.r.10. 2b: Route of Administration TermID #1-3 —>
<originalText>G. k. 4.1, 10, 1</originalText>
¢ G.k4.1.10.1: Route of Administration (free text) H#1- 3 -
. {/routeCode> ]
-<doseQuantity value="10" unit="G.k. 4.r.1b"/>
<l-- G.k.4.r.1a Dose {number) #1-3 —>
<l-- G.k.4.r.1b: Dose (unit) #1-3 —>
<consumable typeCode="CSM™>
¢instance(fKind classCode="INST™>
<productInstanceInstance classCode="MMAT™ determ1nerCode- INSTANCE >
<lotNumberText>G. k. 4. r. 7</lotNumberText>
¢l— G.k.4.1.7: Batch / Lot Number #1-3 —>
{/productInstancelnstance?
{kindOfProduct classCode="MMAT" determinerCode="KIND">

: ¢formCode code="G.k.4.r.9.2b* codeSystem="TBD-DoseForm”
codeSystemVersion="6. k. 4.1.9. 2a"> ' -
’ <l— G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-3 -—>
¢!— G.k. 4. 1.9 2b: Pharmaceutical Dose Form TermID #1-3 —>
<originalText>G. k. 4. r. 9. 1{/originalText> -
<l— G.k. 4.7.9.1: Pharmaceutical Dose Form (free text) #1-3 —>
{/formCode>
</kind0fProduct>
{/instance0fKind>
{/consumable>

¢inboundRelationship typeCode="REFR" > '
<observation classCode="0BS” moodCode="EYN">
{code code="28" codeSystem="2. 16.840. 1. 113883, 3.980. 2. 1. 1. 19" codeSystemVersxon- 1.1*
dlsplayName- “parentRoute0fAdministration™/> .
¢value xsi:type="CE"™ code="G.k.4.r.1l.2b" codeSystem="2. 16.840. 1. 113883.3.980.2. 1. 1. 147
codeSystemVers1on= "G k.4.1.11. 2a">
¢<l— G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #1-3
_> .
¢l— G.k. 4.1.11.2b: Parent Route of Administration TermID #1-3 —>
<originalText>G. k. 4. 1. 11. 1¢/originalText>
¢l=~ 6.k 4.1.11.1: Parent Route of Administration (free text) #1-3 ——>
{/value>
</observation>
{/inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP*>
¢!— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #l1-4 —>
{substanceAdministration classCode="SBADM™ moodCode="EVN™> .
{text>G. k. 4. r. 8</text>
¢l G.k.4.r.8: Dosage Text #1-4 —>
"effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k. 4.x.3°/">
{— 6. % 4.r.2: Nugber of Units in the Interval #1-4 —>
¢!— G.k. 4.r.3: Definition of the Time Interval Unit #1-4 —>
{/comp>
{comp xsi:itype="IVL_TS™ operator="A">
<width value="4" unit="G.k. 4.r.6b7/>
<l— G.k. 4.r 6a: Duration of Drug Administration (number)- #1—4 -
¢<1— G.k.4.r.6b: Duration of Drug Administration (unit) #1-4 —>
<high value="200901017/>
¢{l— G.k.4.r.5: Date and Time of Last Adm1nlstratlon #1-4 >
</comp>
{/effectiveTime> -
<routeCode code- G.k.4.1.10.2b" codeSystem=" 2 16. 840, 1. 113883. 3.989, 2. 1. 1. 14"
codeSystenVersion="G. k. 4. r. 10. 2a™> -
<l— 6.k 4.r.10. 2a Route of Administration TermID Version Date / Number -4 —
<l-— G.k.4.1.10. 2b: Route.of Administration TermID #1-4 —>.
<originalText>G. k. 4. r. 10, 1</originalText>
¢l=~ G.k 4.1.10.1: Route of Administration (free text) #1-4 —
</routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
1=~ G.k. 4. r. la Dose (number) #1-4 —>

!



== G.k.4.r, 1b: Dose {(unit} H1-4 —>
<consumable typeCode="CSM">
LinstanceOfKind classCode="INST">
{productInstanceInstance classCode="MMAT" determinerCode=" INSTANCE >
<lotNumberText>G. k. 4, r, 7¢/lotNunberText>
{!-- G.k.4.1.7: Batch / Lot Number #I-4 ——>
</productInstanceInstance)
<kindOfProduct classCode="MMAT" determinerCode="KIND">

{formCode code="G.k. 4.7.9,2b" codeSystem="TBD-DoseForm”
codeSystenVersion="G. k. 4. r. 9. 2a™> . :
<!— G.k.4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #1-4 —>
{!— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-4 —>
{originalText>G. k. 4. r. 9. 1{/original Text>
{— G.k4.r9.1: %nmmumﬂDwe%m(ﬁutﬂﬂ#14")
<{/TormCode>
</kindOfProduct>
</instance0fKind>
</consunable>

<inboundRelationship typeCode="REFR">
{observation ¢lassCode="0BS" moodCode="EVN"> :
{code code="28" codeSystem="2. 16.840. 1, 113883.3. 989, 2, 1. 1. 19" codeSystemVersion="1. 1"
displayName="parentRouteOfAdministration”™/>
{value zsi:type="CE” code="G.k.4,r1.11.2b" 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 / Nunmber #1-4
el
<!— G.k.4.1.11.2b: Parent Route of Administration TermID #1-4 ——)
{originalText>G. k. 4. 1. 11. I{/original Text>
¢l 6.k 41 11.1: Parent Route of Administration {free text) #1-4 -->
{/value>
{/observation®
{/inboundRelationship>
</substanceAdministration>
{/outboundRelationship2) -
{outhoundRelationship? typeCode="COMP">
<!—— G.k.4.r: Dosage and Relevant Information {repeat as necessary) #l-5 —->-
{substanceAdministration classCode=" SBADM moodCode="EVN">
{text>G. k. 4. r. B/ /text>
{1~ G.k.4.r.8: Dosage Text #1-5 —>
{effectivelime xsi:type="SXPR_TS™>
{comp xsi:type="IVL_TS™
<low value="20050101"/>
<! G.k.4.r.4: Date and Time of Start of Drug #1-5 )
<high value="20090101"/>
<!— G.k.4.r.5: Date and Time of Last Administration #1-5 --)
</comp>”
{comp xsi!type="IVL_TS" operator="A">
<width value="4" unit="G.k. 4.r. 6b"/>
{l== G.k-4.r Ba: Duration of Drug Administration (number} #1-§ ——>
<{}— G.k.4.r.6b: Duration of Drug Administration (unit) #1-5 —
{/comp>
feffectiveTimed
{routeCode code="G.k. 4. 1.10.2b" codeSystem="2. 16. 840. 1. 113883, 3.989. 2. 1. 1. 14"
codeSystenVersion="G. k. 4. r. 10. 2a">
{I— 6.k 4.1.10. 2a Route of Admlnlstrat1on TermID Version Date / Numher #1-5 —>
<1— G.k.4.r. 10, 2b: Route of Adwinistration TernID. #1-5 —>
CoriginalText>G. k. 4.r. 10, 1{/originalText>
{1~ G.k.4.1r.10,1: Route of Administration (free text) #1-5.-->
{/routeCode>
<doseQuantity value="10" unit="G.k. 4.r.1b"/>
{!— G.k.4.r. la Dose (number) #1-5 —>
<I-- G. k. 4.r. 1b: Dose (unit) #1-5 —>
<consumable typeCode="CSH™>
<instanceOfKind classCode="INST">
<productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
-{1otNumberText>G. k. 4. r. 7</1otNumberText>
<!— G.k.4.r.7: Batch / Lot Number #1-5 —>
</productInstancefnstance>
Ckind0fProduct classCode="MMAT” determlnerCode— KIND™>
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codeSystenVersion="G. k. 4.r.9.2a">
: U—GkAJJJaPMmuwhml%memthVHmmDﬁe/M@a#kS*)
¢l== G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-5 —>
<originalText>G. k. 4. 1. 9, 1</originalText>
<l— G.%. 4.r.9.1: Pharmaceutical Dose Form (free text) #1-5 —>
{/formCode>
</kind0fProduct>
{/instance0fKind>
{/consumable> ‘

{inboundRelationship typeCode="REFR">
{observation classCode="0BS” moodCode="EVN">
<code code="28" codeSystem="2. 16, 840. 1. 113883, 2, 989. 2. 1. 1, 19" codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<value xsiitype= "CE” code="G.k.4.r.1L. 2b codeSystem="2. 16. 840, 1, 113883. 3, 989. 2. 1. 1. 14
codeSystemVersion="G.k.4.r. 11.2a™>
© ¢l— G.k.4. 1. 11.2a: Parent Route of Adwinistration TermID Version Date / Number #1-5
—>
<!— G.k.4.1.11.2b; Parent Route of Administration TermID #1-5 —>
CoriginalText?G. k. 4. r. 11. 1</originalText>
¢<|l— G.% 4.r.11.1' Parent Route of Administration {(free text) #1-5 —>
</value> -
{/observation>
{/inboundRelationship>
{/substanceAdministration’ -
</outboundRelationship2>
$outboundRelat1onsh1p2 typeCode="COMP™>
¢{l— G.k.4.r: Dosage and Relevant Information (repeat as neceSSary) #l 6 —>
{substanceAdministration classCode="SBADM™ moedCode=" EVN >
Ctext>G. k. 4. . 8{/text>
{!— G.k.4.7r.8: Dosage Text ¥1-6 —>
<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 #1-6 -->
¢l== G.k.4.r.3: Definition of the Time Interval Unit #1-6 ——>
</comp?

{comp xsi:type="IVL_TS” operator="A">
<low value="20090101"/>
¢l— G.k.4.1r.4: Date and Time of Start of Drug §1-6 2>
<width value="4" unit="G.k.4.r.6b"/>
¢J=- G.k.4.r. 6a: Duration of Drug Administration (number) #1-6 ——>
¢!-~ G.k.4.r.6b: Duration of Drug Administration (unit) $1-6 —>
</eomp> )
{camp Xsi:type="IVL_TS” operater="A">
<high value="20090101"/>
¢<!— G.k.4.r.5: Date and Time of Last Administration #1-6 —>
{/comp>
{feffectiveTime>
<routeCode code="G. k. 4.1.10. 2b” codeSystem="2, 16. 840, 1. 113883. 3,989. 2. 1. L. 14
codeSystemVer51on— "G k4.1, 10, 28™
¢!-- G. k. 4.1.10. 2a: Route of Administration TermlD Version Date / Number #1-6 —>
{l~~ G.k. 4.1.10, 2b: Route of Administration TermlD #1-§ —>
{originalText>G. k. 4.r. 10. 1<¢/originalText>
{l— G.k.4.r.10.1: Route of Administration (free text) #1-6 —>
. {/routeCode’ )
. © {doseQuantity value="10" unit="G.k.4.r.1b"/>
—- G.k.4.1. 12 Dose (number) #1-1 -=>
¢lw- 6.k 4.7.1b: Dose (unit) #I-1 —>
<consumable typeCode="CSM™>
<instanceOfKind classCode="INST™>
{productInstancelnstance classCode=’MMAT' determinerCode="INSTANCE">
{lotNumberText>G. k. 4. r. 7</lotNumberText>
<]— G.k 4.r.7: Batch / Lot Number #1-1 —>
{/productInstancelnstance>
<kindQfProduct classCode="MMAT” determinerCode="KIND">
¢fornCode code="G. k. 4.r.9.2b" codeSystem= TBD—DoseForm"
codeSystemVersion="6.k. 4.1.9. 2a™>



<l— G.k.4.1.9.2b: Pharmaceutical Dose Form TermID #1-6 —>
CoriginallText>G. k. 4, r. 9. 1{/original Text>
J— Gk 4r.9l: %umw“mdﬂme%m(ﬁwtuﬂ#kﬁ—)
</formCode>
</kind0fProduct>
</instanceQfKind>
</consumable’
<inboundRelationship typeCode="REFR™>
{cbservation classCode="0BS" mocdCode="EVN">
<code code="28" codeSysten="2. 16.840.1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1. 1"
dlsplayName— parentRoute0fAdministration”/>
<value xsi:type="CE” code="G.k.d.r, 11 2b” codeSystem— 2.16.840. 1. 113883.3.989, 2, 1. 1. 14*
codeSystemVers1on= G. k.4.r. 11, 2a™>
‘ <!— G.k.4.1.11.2a: Parent Route of Administration TermID Versfon Date / Number #1-6
_> .
<!— G.k.4.1.11.2b: Parent Route of Administration TermID #1-6 —>
<originalText>G. k. 4. r. 11, 1{/original Text>
{J—G.kdr11,1: Parent Route of Administration (free text) #1-6 —>
{/value> -
{/observation> :
</inboundRelationship> '
{/substanceAdministration}
</outboundRelat10nsh1p2> .
<outboundRelationship? typeCode="COMP™> .
{l— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #1-7 -->
{substanceAdministration. classCode="SBADM" moodCode="EVN")>
<text>G, k. 4. r. B</text)
<l— G k.4.1.8: Dosage Text #1-7 —> 4
CeffectiveTime xsi:type="SXPR_TS">
<comp xsi:type="IVL_TS"™>
<low value="20090101"/>
{Y== G.k.4.1.4! Date and Time of Start of Drug #1-7 —>
<width value="4" unit="G.k.4.r.6b"/> .
<!— G.k.4.r.6a: Duration of Drug Administration (number) #1-7 —>
<{!— G.k.4.1.6b: Duration of Drug Adminisfration (un1t) #1-7 —>
{/comp>,
Ccomp xsi:type="IVL_TS” operator="A">
<high value="200901017/> -
{I— G.k. 4.r.5: Date and Time of Last Administration ¥1-7 -->
<{/comp?
{/effectivaTime>
{routeCode code="G.k.4,r. 10.2b" codeSystem=" 2 16. 840, 1. 113883. 3. 989. 2, 1. 1. 14"
codeSystemVersion="G. k. 4. r. 10. 2a™>
<} G.k.4.1.10.2a: Route of Administration TermID Version Date / Number #1-7 -
('- G.k.4.1.10.2b: Route of Administration TermID #1-7 —>
CoriginalText>G. k. 4. r. 10. 1{/originalText>
<I— G.k.4.r.10.1: Route of Administration (free text) #1 7 -
¢/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/>
<I— G.k.4.r.1a Dose (number) #1-7 —>
{I— G.k.4.r.1b: Dose {unit) #1-7 —>
<consumable typeCode="CSH">
<instance0fKind classCode="INST"> '
{productInstanceInstance classCode="MMAT" determinerCode="INSTANCE” >
{lotNumberText>G. k. 4. r. 7¢/lotNumberText>
{!-- G. k. 4.1.7: Batch / Lot Number #1-7 —>
</productInstancelnstance®
<kindOfProduct classCode="MMAT" determinerCode="KIND">

: {formCode code="G.k.4.r.9.2b" codeSystem="TBD-DoseForm™
codeSystemVersion="G.k.4.r.9,2a"™>
{!— G.k.4.r.9.2a: Pharmacentical Dose Form TermID Version.Date / Number #$1-7 -—»
{!— G.k.4.r.9.2b: Pharmaceutical Dose Form TermID #1-7 —>
CoriginalText>G. k. 4.r. 9. 1</originalText) .
" {I— 6.k.4.r,9. 1 Pharpaceutical Dose Form (free text) #1-7 —>
{/formCode> '
</kindOfProduct>
{/instance0fKind>
{/consumable>

{inboundRelatienship typeCode="REFR™>



¢ohservation classCode="0BS” moodCode="EVN">
‘{code code="28" codeSystem=”2.16.840.1.113883.3.989.2.1.1.19" codeSystemVersion="1, 1"
displayName="parentRoute0fAdninistration”/>
{yalue xsi:type="CE" code="G.k. 4.r.1L 2b codeSystem— 2. 16.840.1. 113883. 3.989.2.1. 1. 147
codeSystemVersion="G. k. 4. 1. 11.2a">
' ¢!—— G.k. 4.1, 11.2a: Parent Route of Adwinistration TermID Version Date / Number #1-7
—>
¢l— G.k. 4.r.11.2b: Parent Route of Administration TermID #1-7 ——)
{originalText>G. k. 4 1. 11. 1{/originalText>
¢!— G.k.4.r.11.1: Parent Route of Administration (free text) #1-7 —>
{/valued
{/observation>
¢/inboundRelationship> *~
{/substanceAdministration>
{/outboundRelationship2>
<outhoundRelationship2 typeCode=" SUMM >
{observation classCode="0BS" moodCode="EVN">
) . {code code="14" codeSystem=”2.16.840.1.113883.3.989.2.1.1.19” codeSystemVersion="1.1"
displayName="cunulativeDoseToReaction”/>.
{value xsittype="PQ" valwe="10" unit="G.k.5b"/>
<l-- G.k.5a: Cumulative Dose to First Reaction (humber) #1 —>
¢l— G.k. 5b: Cumulative Dose to First Reaction (unit) #1 ——>
{/observation? .
{/outboundRelationship2>
<outboundRelationship2 typeCode="PERT™> -
<observation classCode="0BS” moodCode="EVN™> . ]
{eode code="16" codeSystem="2. 16. 840, 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displeyName="gestationPeriod”/>
<value xsi:type="PQ” value="10" unit="G.k.Bb"/>
¢<|— G.k 6a: Gestation Period at Time of Exposure (number) #l -
¢l— G.k.6b: Gestation Period at Time of Exposure (unit) #1 —>
{/observation> )
{/outboundRelationship2>
<outboundRelat10nsh1p2 typeCode="PERT" >
{observation classCode="0BS" moodCode="EYN">
{code code="31" codeSystem=”2.16.340.1.113883.3.989.2.1.1.19' codeSystemVersion="1.1"
displayName="recurrance(fReaction”/>
¢value xsi'type="CE” code="G.k.9.1i.4" codeSystemr 2 16. 840, 1. 113883 3. 989 2.1.1. 167
codeSystenVersion="1.0"/>
¢<l—— G.k.9.1.4: Did Reaction Recur on Re—administration? Drug #1, Reaction #1 —>
<outboundRelationshipl typeCode="REFR™> '
<actReference classCode="0BS" moodCode="EVN">
<id root="154eb889-958b-45f2-a02f~42d4d6f4657" />
{/actReferencé>
{/outboundRelationshipl>
. {/observation>
{/outboundRelationship2> .
{outboundRelationship2 typeCode="PERT™> .
{observation classCode="0BS" moodCode="EVN">
<code code="31" codeSystem="2. 16. 840, 1. 113883. 3. 989 2.1.1.19" codeSystemVersion="1.1"
displayName="recurranceOfReaction”/>
. ¢value xsi:type="CE” code="G.k.9.1i.4" codeSystem— 2.16. 840 1.113883. 3,988. 2. 1. 1. 16"
codeSystemVersion="1.07/>
¢J=~ 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="2haa?8d6-c9e8-4e6c-03e9-5bBEOLI142207 />
{/actReference>
{/outboundRelationshipl>
{/observation>
{/outboundRelationship2>
¢outboundRelationship2 typeCode="REFR">
<observation classCode="0BS” moodCode="EVN">
<code code="9" codeSysten="2. 16, 840, 1. 113883 3,089.2.1.1, 16" codeSystemVersion="1,1"
displayName="codedDrugInformation”/> -
) <value xsiitype="CE" code="G.k. 10.r" codeSystem='2.1G.84D.1.113883.3.989.2.1.1.17'
codeSystemVersion="1,0"/>
) <l— ¢.% 10, r: Additional Information en Drug (coded) (repeat as necessary) #1-1 -=>
</observation>



{/outboundRelationship2>
{outboundRelationship2. typeCode="REFR">
{observation classCode="0BS" moodCode="E¥N")>
{code code="9" codeSystem="2.16. 840, 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="codedDrugInformation™/>
{value xsiitype="CE” code="G.k.10.r" codeSystem="2.16.840.1. 113883.3.989, 2. 1. 1. 17"
codeSystemVersion="1.0"/> ’
<!— 6.k, 10.r! Additional Information on Drug (coded) (repeat as necessary) #1-2 —>
{/obsérvation>
¢/outboundRelationship2>
<outboundRelationship2 typeCode="REFR">
{observation classCode="08S" moodCode="EVN™>
{code code="2" codeSystem="2. 16.840. 1. 113883, 3. 989. 2, 1. 1. 19" - codeSystenVersion="1. 1"
displayName="additionalInformation”/>
<value xsi:type="ST">6. k. 11</value>
¢1-- G.k.11: Additionsl Information on Drug (free text) #1 —>
</observation>
(/outboundRelatlonsh1p2>
<inboundRelationship typeCode="] RSON >
" <observation classCode="0BS" moodCode="EVN">
{code code="19" codeSystem="2. 16. 840. 1, 113883. 3.989. 2. 1. 1. 19" codeSystenVersion="1.1"
displayName="indication"/>
{value xsi:type="CE" code="G.k.7.T.2b" codeSystem="2. 16. 840. 1, 113883. 6. 163"
codeSystemVersion="G. k. 7.r. 2a">
¢! G.k.7.r.2a: MedDRA Version for Indication #1-1 —3
I— G k.7.r.2b: Indication {MedDRA code) #H1-1 —>
{originalText>G, k, 7.r. 1</originalText>
<l== G.k.7.r.1: Indication as Reported by the Primary Source #1-1 —>
<{/value>
{performer typeCode="PRF">
{assignedEntity classCode="ASSIGNED™> :
{code code="3" codeSysten="2.16.840. 1. 113883. 3.989, 2. 1. 1. 21" codeSystemVersion="1. 0"
displayName="sourceReporter”/>
{/assignedEntity>
{/performer>
</observation®
. </inboundRelationship>
{inboundRelationship typeCode="RSON">
{observation classCode="0BS" moodCode="EVYN" >
{code code="19" codeSystem="2. 16.840. 1. 113883. 3. 980. 2. 1. 1 19* codeSystemVer51on— .17
displayName="indication”/>
<value xsi:type="CE" code="G.k.7.r.2bh" codeSystem="2. 16.840. 1. 113883. 6. 163"
codeSystemYersion="G. k. 7. r, 2a">
<l—G. k 7.r.2a! MedDRA Version for Indication #1-2 —>
{I— G.k.7.r.2b: Indication (MedDRA code) #1-2 —)
CoriginalText>G. k. 7. 1. 1{/originalText>
<{I— G.k. 7.r.1: Indication as Reported by the Primary Source #-2 —>
</value> .
{performer typeCode="PRF">
{assignedEntity classCodé="ASSIGNED">
{code code="3" codeSystew="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="EV¥N">
. $code code="G.k. 8" codeSystem="2. 16.840. 1. 113883. 3.989.2.1. 1. 15" codeSystemVersion="1.0"/>
<1—- G. k. 8: Action(s) Taken with Drug #1 —>
{fact>
{/inboundRelationshipy
{/substanceAdministration>
{/component>
<!~ G.k Drug(s) Information (repeat as necessary) #2 —>-
{component typeCode="COMP">
{substanceAdministration classCode="SBADM" moodCode— EVN"™>
{id root="68d6f5ce-3b3b- 45c7—92dd"69e06730c389'/>
consumable typeCode="CSM™>



{instance0fKind classCode="INST™>
<kindOfProduct classCode="MMAT™ determinerCode="KIND™>
Leode code="G.k. 2. 1.2b" codeSystem="TBD-PhPID” codeSystemVersion="G. k. 2. 1. 2a"/>
¢— 6.k.2. 1. 2a: PhPID Version Date / Number #2 —>
{I— G k. 2.1.2b: Pharmaceutical Product Identifier (PhPID) #2 —>
<name>G. k. 2. 2{/name>
¢l— G.k. 2.2: Medicinal Product Name as Reported by the Primary Source #2 —>
CasManufacturedProduct classCode="MANU">
{subjectOf typeCode="SBJ™>
<approval classCode="CNTRCT” moodCode="EVN™>
<id extension="G.k.3.1” root="2.16,840. 1. 113883.3.989.2.1.3.4"/>
¢|— G.k.3.1: Authorisation / Application Number #2 ~->
<holder typeCode="HLD™>
{role c¢lassCode="HLD">
<{playingOrganization classCode="0RG” determinerCode="INSTANCE">
<name>G. k. 3. 3¢/name>
<|— G.k.3.3: Name of Holder / Applicant #2 —>
{/playingOrganization>
{/role>
- {/holder>
. <author typeCode="AUT™>
<territorialAuthority classCode="TERR">
{territory classCode="NAT"" determinerCode="INSTANCE™>
<eode code="G. k. 3.27 codeSystem="1.0. 3166. 1.2.2"/>
¢l-- 6.k 3.2: Country of Authorisation/ App11cat10n #2 —>
</terr1t0ry>
{/territorialAuthority>
© <fauthor>
<{pértinentInformation typeCode="PERT™>
<{policy classCode="POLICY” moodCode="EVN™>
<code code="J2.5.%° codeSystem="2.16.840, 1.113883.3.989.5.1.3. 2. 1. 47
codeSystemVersion="1.07/> : .
— @a8]2.5.k: —HAEEREOY AIESE #2 —
</policy>
{/pertinentInformation>
{/approval>
</subject0f>
{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" displayName= " HEERSORREST" />
<value xsi:type="CE* tode="J2.4.k” codeSystem="2. 16 840, 1.113883.3.989.5.1,3.2. 1. 37
codeSystemVersion="1, 07/>
<1— @@ayz2. 4. k: %?Eﬁnn%@ﬂkmlsz} #2 —
{/characteristic>
{/subjectOf>
{/asManufacturedProduct>
{ingredient classCode="ACTI"™>
{quantity>
<numerator value="10" unit="G.k.2.3.r. 3b"/>
¢le= G.k.2.3.r.3a: Strength (number) #2-1 —>
¢{l—— G,k 2.3.7.3b: Strength (unit) #2-1 ~—>
<denominator value='1'/>
{/quantity>
{ingredientSubstance classCodeﬂ MMAT" determinerCode="KIND™>
: . {code code="G.%. 2.3.r.2b" codeSystem="TBD-Substance”
codeSystenVersion="6. k. 2. 3.1.2a"/>

—>
<name)G.k.2.3.r.1</name>

' ¢!— 6.k.2.3.1.1: Substance / Specified Substance Name #2 1 —>
{/ingredientSubstance>

{/ingredient>
<ingredient classCode="ACTI">
{quantity>
<numerator value="10" unit="6.%.2.3.1.3b"/>
<l=~ G.k.2.3.1, 3a: Strength (number) #2-2 —>

¢!— .k 2.3.r.3b: Strength (unit) #2-2 >



{denominator value="1"/>

{/quantity>
-{ingredientSubstance classCode="MMAT” determinerCode="XIND">
{code code="G.k.2.3.r.2b" codeSystem="TBD-Substance”
codeSystenVersion="G. k. 2, 3. r. 2a"/>
<l-- 6.%.2.3.r. 2a: Substance / Specified Substance TermID Version Date/Number H2-2 —
>
¢!-- G.k.2.3.r. 2b Substance / Specified Substance TermID §2-2 —>
<nane>G. k. 2, 3. r. 1{/name>
{!— G.k.2.3.r.1: Substance / Specified Substance Name #2-2 —5
<{/ingredientSubstance>
{/ingredient>
</kind0fProduct>

{subjectOf typeCode="SB]">
{productEvent classCode="ACT" moodCode="EVN” >
{code code="1" codeSystem="2.16.840, 1. 113883. 3. 989. 2. 1. 1. 18" codeSystenVersion="1, 0"
displayName="retailSupply”/> ’
{performer typeCode="PRF">
{assignedEntity classCode="ASSIGNED™>
{representedOrganization classCode="0RG" determinerCode="INSTANCE">
<addr>
Leountry?G. k, 2. 4</country)
¢l-- G.k.2.4: Identificaticn of the Country Where the Drug Was Obtained #2 —->
{/addr>
{/representedQrganization}®
{/assignedEntity>
{/performer> .
{/productEvent>
{/subjectOf>
{subjectOf typeCode="SB]™>
{observationEvent classCode="0BS” moodCode="EVN">
{code code="2" codeSystem="2.16.840.1, 113883.3.989.5.1,3.2.1.10"
codeSystemVersion="1, 07 displayName="—fXBEE LD AFEE",
Cvalue xsi:type="CE" code="]2.6.k" codeSystem="2. 16.840. 1. 113883. 3,989.5.1.3.2.1.'5"
codeSystenVersion="1. 0"/>
: <I-- @80j2.6. k: —BRABEJIOAFER #2 —
{/observationEvent>
{/subject0f>
</instance0fKind>
</consumable>
<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.%.9.i.3. 16"/
- <!=— 6.k.9.1.3.1a: Time Interval between Beginning of Drug Admlnlstratxun and Start of
Reaction / Event (number) Drug #2, Reaction #1—> .
{}— G.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (unit) Drug #2, Reaction #1 -->
{actReference classCode="0BS" moodCode="EVN">
{id root="154ebB8B9-958b-45£2-a02f-42d4d6F4657F" />
{/actReference) :
" </outboundRelationshipl)
<outboundRelationshipl typeCode="SAE™>
{pauseQuantity value="10" unit="G.k.9.1.3.2b"/>
{1— 6.k.9.1.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event
{number) Drug #2, Reaction #1 —>
. <!-- 6.k.9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaection / Event
{unit) Drug #2, Reaction #1 —>
{actReference classCode="0BS" moodCode="EVN">
<id root="154¢h889- 958b—45f2-302f—42d4d6f4657f »
</actReference>
</outboundRelationshipl?
<outhoundRelationshipl typeCode="SAS™>
" <pauseQuantity value="10" unit="G.k.9.i. 3.1b"/>
dkaﬁjjdﬁTMBhmndbﬂ%mﬂ%hﬂmofhmhmmhumhnmd&utﬂ
Reaction / Event (number) Drug #2, Reaction #2 —>
¢l 6.k 9.1i.3. 1b! Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (unit) Drug #2, Reaction #2 —> )
, SactReference classCode="0BS" moodCode="EVN™>
<id root="2baa28d6-cYeB- 426::-9329—5'33601)314220 />
{/actReference>



{/outboundRelationshipl>
CoutboundRelationshipl typeCode="SAE™>
_ <pauseQuantity value="10" wnit="G.k.9.1.3,2b"/>
¢!— G.k.9.i.3.2a; Time Interval between Last Dose of Drug and Start of Reaction / Event

{oumber) Drug #2, Reaction #2 —>

<l— G.k.9.1.3.2b Tlme Interval between Last Dose of Drug and Start of Reactlon / Bvent
(unit) Drug #2, Reaction #2 —>

{actReference classCode="0BS” moodCode="EVN">

¢id root="2baa28d6-cOe8~4ebe—93e9-5bBE0L314220" />

{/actReference>
. {/outboundRelationshipl>
¢outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit= "tk 9.1.3.107/>
{l=- G.k.9.i.3.1a: Time Interval between Beginning of Drug Administration and Start of
React1on / Event (number) Drug #2, Reaction #3 —
¢{J~— 6.k.9.i.3.1b: Time Interval between Beginning of Drug Administration and Start of

Reaction / Event (unit) Drug #2, Reaction #3 —>
<actReference classCode="0BS" moodCode="EVN">
<id root="3a8626cb-9f1b- 4eaB—830f"e0ff34430adf />
{/dctReference>
</outboundRelationshipl>
CoutboundRelationshipl typeCode="SAE™>

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

<1— 6.k.9.i.3.2a: Time Interval between Last Dose of Drug and Start of Reaction / Event
(number) Drug #2, Reaction #3 -=>

¢l— 6.k.9.1.3.2b" Time Interval between Last Dose of Drug and Start of Reactlon / Event

{unit) Drug #2, Reaction #3 —>
~ <actReference classCode="0B3" moodCode="EVN"> >
<id root="3a8626cb-9f1b-4ea8-8alf-c0ff34430adf />
{/actReference> .
{/outboundRelationshipl> -
<outboundRelationshipl typeCode="SAS™>
<pauseQuantity value="10" unit="G.k.9.1.3.1b"/>
¢)— G.k.9. i.3.1a: Time Interval between Beginning of Drug Admlnlstratlon and Start of
Reaction / Event (number) Drug #2, React1on #4 ——)

Reaction / Event (unit) Drug #2, Reaction #4 -
{actReference classCode="0BS" moodCode="EVN">
<id root="2¢99840f-08b4-499:—-80ff-dd8415£4£8a5" />
</actReference>
¢/outboundRelationshipl>
{outhoundRelationshipl 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 / EBvent
(number) Drug #2, Reaction 4 —>
¢l— G.k.9.1.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event
. (unit) Drug #2, Reaction #4 —>
{actReference classCode="0B5" moodCode="EVN"> :
¢id root="2e99840f-08b4-499c-80F f~ddB416f4£8a5" />
{/actReference>
- {/outboundRelationshipl>
{outboundRelatienshipl typeCode=" SAS™) .
<pauseQuant1ty value— 10" unit= G.k.9.1.3.1b’/>

Reaction / Event (number) Drug #2, Reaction #5 -
d— G k.9.i. 3. Lb: Time Interval between Beginning of Drug Administration and Start of -
Reaction / Event (unit) Drug #2, Reaction #5 —> ' .
{actReference classCode="0BS™ moodCode="EVN">
<id root="1071064c—cf10-4a3h-83cl-34f9ddhTeabd” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAE™>

{pauseQuantity value="10" wnit="6.k.9.1.3.2b"/>

¢l— 6.k 9.i.3.%a: Time Interval between Last Dose of Drug and Start of Reaction / Event
(number) . Drug #2, Reaction #5 —>

J— Gk 9.i.3.2b: Time Interval between Last Dose of Drug and Start of Reaction / Event

{unit) Drug #2, Reaction #5 —>
<actReference classCode="0BS" moodCode="EVN">
¢id root="1071064c—cf10-4a3b-83c1-34f9ddbTeabd”/>



{/actReference>

{/outboundRelationshipl®

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

{I— 6.k.9.1i.3.1a: Time Interval between Beginning of Drug Administration and Start of
Reaction / Event (number) Drug #2, Reaction #6 —>
{l— G.k.2.i. 3 1b: Time Interval between Beg1nn1ng of Drug Administration and Start of
Reaction / Event (unit) Drug #2, Reaction #6 —>

<actReference classCude— 0BS” moodCode="] EVN ?
<id root="1f927283-10b6-4334-9d43-e925640fb18F" />
{/actReference>
</outhoundRelationshipl}
<outboundRelationshipl typeCede="SAE™>
{pauseQuantity value="10" unit="G.k.9.1.3.2b"/>

<1~ G6.k.9.1,3.%a: Time Interval between Last Dose of Drug

(number) Drug #2, Reaction #6 —»

<I-= G.k.9.i.3.2b: Time Interval between Last Dose of Drug

(unit) Drug #2, Reaction fis —>

CactReference classCode="0BS" moodCodew EVN"™>
<id root=" 1f927283—lOb5—4334—9d43~eg25640fb18f'/>
¢/actReference>
¢/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS">
. {pauseQuantity value="10" unit="G.k. 2. i.3.1b"/>

{!— 6.k.9.i.3.1a: Time Interval between Beginning of Drug

Reaction / Event (number) Drug #2, Reaction #7 -->

¢l— 6.k.9.i,3.1b: Time Interval between Beginning of Drug

Reaction / Event (unit) Drug #2, Reaction #7 —>

{actReference classCode="0BS” moodCode="EVN">
<id root="e0342969-38be-423f-b6bb—celdbc279d8e” />
{/actReference>
{/outboundRelationshipl)>
{outboundRelationshipl typeCode="SAE”>
{pauseQuantity value="10" unit="6.k. 9.1.3.2b%/>

= 6.k.9,1.3. 2a: Tlme Interval between Last Dose of Drug

(oumber) Drug #2, Reaction #7 —>

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

(unit) Drug #2, Reaction #7 -->

<actReference classCode="0BS" moodCode="EVN">
<id root="e0342969-38be-423f-b6bbh-celdbe270d8e” />
{/actReference>
{/outboundRelationshipl>
<outboundRelationshipl typeCode="SAS™>
{pauseQuantity value="10" unit="G.k.9.1.3.1b"/>

¢!— 6.k 9.i.3. la! Time Interval between Beginning of Drug

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

{l== G.k.9.i.3.1b: Time Interval between Beginning of Drug

Reaction / Event (unit) Drug #2, Reaction #8 —>

LactReference classCode="0BS” moodCode="EVN">
<id root="al5be092-8070~426d~af04-6863263443e0" />
{/actReference>
{/outboundRelationshipl>
{outboundRelationshipl typeCode=" SAE >
{pauselluantity value="10" unit="G.k.9.i.3.2b"/>

<I— G:k.9.1,3.2a: Time Interval between Last Dose of Drug

{number) Drug #2, React1nn 8 —>

U—GlﬁdjjbTmeh%nﬂbﬂmewt%uoqu

(unit) Drug #2 Reaction #8 ~=>

displayName="blinded”/>

<actReference classCode="0BS” moodCode="EVR")>
<id root="alfbe092-8070-426d-af04-6863263443e0" />
{/actReference>
{/outboundRelationshipl>
<outboundRelationship2 typeCode="PERT">
<observation classCode="08S" moodCode="EVN™>
Ccode code="6" codeSystem="2. 16. 840. 1. 113883, 3,989.2.1. 1

{value xsi:type="BL" value="true"/>
<l— G.k.2.5: Investigational Product Blinded #2 —>
{/cbservation)>

and Start of Reaction / Event

and Start of Reaction / Event

Administration and Start of

Administration and Start of

and Start of Reaction / Event

and Start of Reaction / Event

Administration and Start of

Administration and Start of

and Start of Reaction / Event

and Start of Reaction / Event

. 19" codeSystemVersion="1.1"



¢/outboundRelationship2>
<outboundRelationship2 typeCode="COMP”>
¢)— G.k.4.1 : Dosage and Relevant Information (repeat as necessary) #2-1 —>
{substanceAdministration classCode— SBADM” moodCode="EVN">
{textG. k. 4. 1. 8</text>
¢}=— G.k.4.7.8: Dosage Text #2-1 —>
CeffectiveTime xsi:type="IVL_TS™>
<low value="20080101"/>
“¢l—~ G.k.4.1.4 Date and Time of Start of Drug #2-1 —-)
<high value="20090101"/> -
¢|l— 6.k 4.1.5: Date and Time of Last Administration #2-1 -
{/effectiveTime> )
{routeCode code="G. k. 4. 1. 10 2b" codeSysiem='2 16. 840, 1.113883.3:989h2.1.1.14'
codeSystenVersion="G. k. 4. 1. 10, 2a">
{l== G.k.4.F. 10.2a: Route of Administration TermID Version Date / Number #2-1 —>
¢l— G.k.4.r.10.2b: Route of Admiristration TermID #2-1 —>
<originalText>G. k. 4. 1. 10, 1<{/originalText>
¢<|— G.k. 4.r.10.1: Route of Administration (free text) #2-1 —>
{/routeCode>
(doseQuantity value="10" unit="G.k.4.r.1b"/>
¢{1— G.k.4.1.1a Dose {number) #2-1 -
¢l-- G.k 4.r.1b: Dose (unit) £2-1 —>
<consumable typeCode="CSM">
{instanceOfKind classCode="INST">
{productInstancelnstance ¢lassCode="] MMAT determinerCode="INSTANCE™>
{lotNumberText>G. k, 4, r. 7¢/lotNumberText>
¢l=— G.k.4.1.7: Batch / Lot Number #2-1 —>
{/productInstancelnstance>

<kind0OfProduct classCode="MMAT” determinerCode="KIND"> -
<FormCode code="C. k. 4.r. 9. 2b" codeSystem="TBD-DoseForm” ’
codeSystemVersion="G.k.4.r. 9. 2a"™>
U“GJAJJJathuwhml%mFumhmmVﬂanﬂe/MMH#?1*>
<l== G.k.4.1.9, 2b: Pharmaceutical Dose Form TermID #2-1 —>
<originalText>G. k. 4. r. 9. 1</originalText>
¢!— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-1 —>
</formCode>
</kindOfProduct>
{/instanceOfKind>
</consumable> )

¢inboundRelationship typeCode="REFR™>
{observation classCode="0BS" noodCode="EVN™>
<code code="28" codeSystem="2. 16.840. 1.113883.3.989,2.1.1.19" codeSystemVersion="1. 1"
displayName="parentRouteOfAdministration W
) <value xsittype="CE" code="G.k.4.r. 11 2b” codeSysten="2. 16, 840. 1. 113883. 3,989, 2. 1. 1. 14"
codeSystenVersion="C, k. 4. r. 11. 2a">
. <i— G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number H#2-1
-
' ¢l— G.k.4.r.}1.2b: Parent Route of Administration TermID #2-1 —>
{originalText>G. k. 4. r. 11. 1{/original Text>
¢l G.k.4.7.11.1: Parent Route of Administration {free text) #2-1 —>
{/value>
{/observation>
¢/inboundRelationship>
¢/substanceAdministration?
</outboundRelationship2>
{outboundRelationship2 typeCode="COMP™>
¢1— G.k.4.r: Dosage and Relevant Information (repeat as mecessary) #2-2 ——>
¢substanceAdministration classCode="SBADM” moodCode="EVN">
<Ctext>G. k. 4. 1, 8¢/ text>
¢!== G.k. 4.1.8: Dosage Text #2-2 —>
¢effectiveTime xsi:type="IVL_TS™>
<low value="200901017/>
{l-— G.k. 4.r.4: Date and Time of Start of Drug #2-2 -=>
{width value="4" . unit="G.k.4.1.6b"/>
¢l G.k.4.r.6a: Duration of Drug Administration (number) #2-2 —
¢]—- G.k.4.r.6b: Duration of Drug Administration {unit) #2-2 —>
{/effectiveTime> - ‘
<routeCode code="G. k. 4.r.10.2b" codeSystem="2, 16. 840. 1, 113883, 3.989. 2. 1.1, 147
codeSystenVersion="6. k. 4.r. 10.2a™>



codeSystemVersion="G. k. 4.r. 9. 2a™>

<l~- 6.k. 4.1.10. 2a: Route of Administration TermID Version Date / Number #2-2 —>
<l-- G. % 4.r.10.2b’ Route of Administration TermID #2~2 —>
<originalText>G. k. 4. r. 10. 1<{/original Text)
<{l-- G.k.4.r.10.1: Route of Administration (free text) #2-2 ~=>
</routeCnde> ) -
{doseQuantity value="10" unit="G.k.4.r. 1b"/>
{l-- G.k.4.r. 1a Dose (number) #2-2 —>
<{I-- G.k.4.r.1b: Dose (unit) #2-2 -=>
<consumable typeCode="CSM">"
{instanceOfKind classCode="INST*> :
<productInstanceInstance classCode="MMAT™ determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7¢/lotNunberText)
{l-= G.k.4.1.7: Batch / Lot Number #2-2 —>
{/productInstancelnstance>
CkindOfProduct classCode="MMAT" determinerCode="KIND">
{formCode code="G. k. 4.r.9.2b" codeSystem="TBD-DoseForm”

<!— G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-2 ——>
<l— G.k.4.r.9.2b: Pharmaceutical Dose Form TermlD #2-2 —>
<originalText>G. k, 4. 1. 9. 1{/originalText>
<! G.k.4.r.9.1: Pharmaceutical Dose Form (free text) H2-2 —>
{/formCoded ’
</kindOfProduct>
</instance0fKind>
{/consumable>

<inboundRelationship typeCode="REFR*>
<observation classCode="0BS” moodCode="EVN">
{code code="28" codeSystew="2. 16.84(. 1. 113883.3,989;2. 1. 1. 19" codeSystenVersion="1. 1"

displayName="parentRouteOfAdministration”/>

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

<value xsiitype="CE" code="G.k.4.r.11,2b" codeSysten="2. 16, B40. 1. 113883. 3. 989, 2. 1..1. 14~
1
<{I—'6.k.4.r.11.2a: Parent Route of Administration TermiD Version Date / Number #2-2

<I-- G.k.4.1.11.2b: Parent Route of Administration TermID #2-2 —»
<originalText>G. k. 4. r. 11. 1{/original Text>
{l— G.k.4.r. 11.1: Parent Route of Administration (free text) #2-2 -
</value>
{/observation?
{/inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
{outboundRelationship2 typeCode="COMP"> .
<l— G.k.4.r: Dosage and Relevant Information (repeat as necessary) H2-3 —> -
{substanceAdministration classCode="SBADM® moodCode="EVN"> J
CtextG. k. 4. r. 8¢/textd
- G.k.4.r. 8 Dosage Text #2-3 —> .
{effectiveTime xsiitype="IVL_TS™>
<width value="4" unit="G.k,4.r.6b"/>
<l-- G.k.4.r. 6a: Duration of Drug Administration (number) H2~3 —>
<!— G.k.4.r.6b: Duration of Drug Administration (unit) #2-3 —>
<high value="200901017/>
{!— G.k. 4.r.5: Date and Time of Last Administration #2-3 —>
{/effectiveTine>
{routeCode code="G.k.4.r.10.2b" codeSystem="2. 16. 840. 1. 113883. 3.989.2. 1, . 14"

codeSystemVersion="G. k. 4. 1. 10.2a">

<l— G.k. 41.10.2a: Route of Administration TermID Version Date / Number #2-3 —>
<l== G.k. 4.7.10.2b: Route of Administration TermID #2-3 —>
<originalText>G. k. 4.r. 10, 1{/originalText}
{}~ G.k.4.r.10.1: Route of Administration (free text} #2"3 >
{/routeCode>
<doseQuantity value="10" unit="G.k.4.r.1b"/>
-~ G k.4.1.1a Dose (number) #2-3 —> !
<l-- 6.k 4.r.1b: Dose funit) #2-3 —>
{consumable typeCode="CSM">
{instanceOfKind c¢lassCode="INST">" ‘
{preductInstanceInstance classCode="MMAT" determinexCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7{/lotNumberText>
{I— G.k.4.r.7: Batch / Lot Number #2-3 ——>
</productInstancelnstance?



<kind0fProduct classCode="MMAT” determinerCode="KIND">

¢formCode code="G.k. 4.r.9. 2b* codeSystem="TBD-DoseForn”-
codeSystemVersion="G. k.4,1.5.2a"™>
¢|— G.K 4.r.9.2a° Pharmaceutical Dose Form TermID Version Date / Number #2-3 -=>
¢l=— G,k 4.1.9.2b: Pharmaceutical Dose Form TermID #2-3 —>
{originalText>G. k. 4. r. 9. 1{/originalText>
J=— G k4r.9.1: %umuﬂmﬂDmehm(&%tuﬂ#%S-)
{/formCode>
</kind0fProduct>
{/instance0fKind>
{/consumable>

¢inboundRelationship typeCode="REFR">
" ¢observation classCode="0BS" moodCode="EVN">
<code code="28" codeSystem— 2.16.840. 1. 113883. 3 089.2, 1. 1. 19 codeSystenVersion="1.1"
displayName="parentRouteOfAdministration”/>
) <yalue xsi:type="CE" code=" G k. 4.r. 11, 2b" codeSystem=" 2 16. 840. 1. 113883, 3. 989, 2. 1. 1. 14*
codeSystenVersion="6. k. 4. r. 11, 2a™>
} ' ¢l-—- G, k. 4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-3°
.__.) N
<!-= G.k.4.71.11.2b: Parent Route of Administration TermlD #2-3 —>
{originalText>G. k. 4. 1. 1L 1</or1g1nalText) '
<|— G.% 4.1.11.1: Parent Route of Administration (free text) #2-3 —>
{/value>
¢/observation>
</inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP"> !
{!— G.k-4.r: Dosage and Relevant Information (repeat as necessary) #2-4 >
<substanceAdministration classCode="SBADM" moodCode="EVN">
<text G k. 4. 1. 8¢(/text>
{l— G.k.4.r.8: Dosage Text #2-4 —>
<effectiveTime xsi:type="SXPR_TS™> .
Ccomp xsi:type="PIVL_TS">
<{period value="10" unit="G.k. 4.r.3"/>
¢!— G.k.4.r.2: Number of Units in the Interval #2-4 —>
¢!— G.k.4.1.3: Definition of the Time Interval Unit #2-4 —>
{/comp>
{comp xsi:type="IVL_TS” operator="A">
{low value="200901017/>
<1— G.k.4.r.4: Date and Time of Start of Drug #2-4 —>
{/eompd
{/effectiveTime>
{routeCode codes"G.k. 4.r.10. 2b" codeSystem="2. 16, 840. 1. 113883, 3,989.2,1. 1. 14"
codeSystenVersion="G. k. 4. r, 10. 2a™>
{!— G.k.4.1.10. 2a Route of Administration TermID Verzion Date / Number #2-4 —>
{!—-"G.k.4.r.10.2b: Route of Administration TermID #2-4 -=>
{originalText>G. k. 4. r. 10, 1<{/originalText>
- ¢1— G.k. 4.7.10. 1: Route of Administration (free text) H2-4 —>
{/routeCode>
¢doseQuantity value="10" unit="G.k.4.r.1b"/>
¢1— G.k.4.r.la Dose {number) #2-4 —>
<I— 6.k.4.r.1b: Dose (unit) #2-4 —>
{consumable typeCode="CSH™>
¢instanceOfKind classCode="INST™>
¢productInstancelnstance classCode="MMAT” determinerCode="INSTANCE” )
ClottiumberTextG, k. 4. r. 7¢/1otNunber Text>
¢{!— G.k.4.r.7: Batch / Lot Number #2-4 -—>
{/productInstancelnstance>
<kindOfProduct classCode="MMAT" determlnerCode— KIND >

<formCode code="G.k. 4.7.9.2h" codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4. r. 9. 2a">
¢l— G.k.4.7.9. 2a: Pharmaceutical Dose Form TermID Version Date / Number #2-4 -->
<!— G.k. 4.1.9.2b: Pharmaceutical Dose Form TermlD #2-4 —>
- - <originalText>G. k. 4.r. 9, 1</originalText>

¢l— G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-4 —>

{/formCode>

</kind0fProduct>

{/instance0fKind>



</consumable>
{inboundRelationship typeCode=" REFR >
{observation classCode="0BS" moodCode="EVN">
{code code="28" codeSystem="2. 16.840.1.1135883.3.989.2.1.1.19" codeSystemVersion=”1 1”
displayName=" parentRouteOfAdm1nxstratlon”/)
{value xsiitype="CE" code="G.k.4.r.1l.2b" codeSystem="2. 16.840.1.113883.3.989.2, 1. 1 14"
codeSystemVersion="G. k. 4.r. 11. 2a™>
<!— G.k.4.r,11.2a: Parent Route of Administration TernID Version Date / Number #2-4
_).
<{l— G.k. 4.r.11.2b: Parent Route of Administration TermID #2-4 —)
{originalText>G. k. 4. r. 11, 1</original Text>
<l== 6.k.4.1. 11. 17 Parent Route of Administration (free text) #2-4 —>
{/value>
</cbservation®
{/inboundRelationship>
{/substanceAdministration)
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP">
<l— 6.k 4.r: Dosage and Relevant Information (repeat as necessary) #2-5 —>
{substanceAdministration classCode="SBADM" mcodCode="EVN">
{text>G. k. 4. x. 8{/text>
<|— G.k.4.1.8: Dosage Text #2-5 —>
<effectiveTime xsi:type="SXPR_TS">
{comp xsi:type="PIVL_TS">
{peried value="10" unit="G.k 4.r.3"/>

.

{!— G.k.4.r.2: Number of Units in the Interval #2-5 —>
{!== G.k.4.r. 3: Definition of the Time Interval Unit #2-5 -*)
</comp>

<comp xsi:type="IVL_TS" operator="A">
<high value="20080101"/>
{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="6. k. 4. r. 10. 2a*>
<I— G.k. 4.7, 10. 2a: Route of Administration TermID Version Date / Number #2-5 —>
<! G.k.4.r.10.2b: Route of Administration TermID #3-5 —>
originalText>G. k. 4 r. 10. 1¢/originalText>
<I-~ G.k.4.r.10.1: Route of Administration (free text) #2-5 —>
¢/routeCode>
{doseQuantity value="10" unit="G.k 4.r. 16"/
<]~~ G.k.4.1.1a Dose {number) #2-5 —>
<!-- G.k.4. 1. 1b: Dose (unit) #2-5 —>
<consumable typeCode="CSM">
{instanceOfKind classCode="INST™>
(productInstanceInstance classCode="MMAT" determ1nerCode— INSTﬁNCE >
<lotNumberText>G. k. 4. r. 7¢/TotNumberText>
<l=- G.k.4.1,7: Batch / Lot Number #2-5 —>
{/productInstanceInstance>
<kind0fProduct’classCode="MMAT" determinerCode="KIND">
] {formCode code="G, k. 4.r.9.2b" codeSystem="TED-Dose¢Form”
codeSystemVersion="G. k. 4. r.9. 2a">

<l-- G. k.4.r.9 2a: Pharmaceutical 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. 9. 1¢/originalText>

<{I— G.k.4.r.9.1: Pharmaceutical Dose Form {free text) #2—5 -—>

{/formCode>
<{/kind0fProduct>
{/instanceOf¥ind>
</consumable>

{inboundRelationship typeCode="REFR"> ’
{ocbservation classCode="0BS" moocdCode="EVN™>

{code code="28" codeSystem="2, 16.840. 1. 113883.3.989.2,1.1. 19" cudeSystemVer51nn "1 17
displayName="parentRouteOfAdninistration”/> )

{value xsi'type="CE" code="G.k.4.r. 11, 26" codeSystem="2. 16.840, 1,113883.3.980.2.1.1. 14"
codeSystemVersion="G. k. 4. 1. 11. 2a™> ’
‘ <}— G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number #2-5
-

¢l— G.k. 4.1.1L. 2b: Parent Route of Administration TermID §2~5 ~-)



{originalText>G. k. 4. 1. 11. 1</original Text>
¢!— G.k.4.r.11.1: Parent Route of Administration (free text) #2-5 —>
{/value> :
¢/observation®
¢/inboundRelationship>
</substanceAdministration>
{/outboundRelationship2>
{outboundRelationship? typeCode="COMP™>
" ¢!— 6.k 4.r: Dosage and Relevant Information (repeat as necessary) H#2<6 —»
* {substanceAdministration classCode="SBADM™ moodCode="EVN">
<textDG. k. 4, . 8</text>
¢!— G.k.4.r.8: Dosage Text #2-6 —>
{effectiveTime xsi: tyﬁe—'SXPR_TS')
{comp xsi: type- “PIVL_TS™>
{period value="10" unit="G.k.4.1.3 /> A
¢l— G.k.4.r.2: Nusber of Units in the Interval #2-6 -
<|- G.k 4.7.3: Definition of the Time Interval Unit #2-6 —>
{/comp>
<comp xsi:type="IVL_TS" operator="A">
<width value="4" unit="G.k.4.r,6b"/>
¢l-— G.k. 4.1, 6a: Duration of Drug Administration (number) #2-6 —>
¢!-— G.k 4 1. Bb: Duration of Drug Administration (unit) #2-6 —>
{/comp> ‘
{/effectivelime>
<routeCode code="G.k. 4.1.10.2b" codeSystem="2, 16. 840. 1. 113883 3.989.2.1.1, 147
codeSystenVersion="G. k. 4.r. 10. 2a™> .
<l— G.k.4.1.10. 2a: .Route of Administration TermlD Versicn Date / Number #2-6 —>
¢{l— G.k.4.r.10.2b: Route of Administration TermID #2-6 -->
LoriginalText>G. k. 4.1. 10. 1</original Text>
¢l—— G.k.4.r.10.1: Route of Administration (free text) #2-6 —>
{/routeCode> ’
<doseQuantity value="10" unit="G. k. 4.1.1b"/>
¢!— G.k 4.1.1la Dose (number) #2-68 —>
¢— G.k. 4.r.1b: Dose (unit) #2-6 —>
{consumable typeCode="CSM">
{instanceOfKind c¢lassCode="INST"™>
<productInstancelnstance classCode="MMAT” determinerCode="INSTANCE™>
Y <lotMumberText>G. k. 4. r. T</lotNumberText?,
<l—-- G.k.4.r.7: Batch / Lot Number #2-6 —>
{/productInstancelnstance>
<kindOfProduct ¢lassCode="MMAT* determinerCode="KIND">
{formCode code="G.k 4.r.9.2b" codeSystem="TBD-DoseForm”

codeSystemVersion="G. k. 4. r. 9. 2a™>
‘ ¢!l— G.k.4.r.9.2a: Pharmaceutical Dose Form TermlID Version Date / Number #2-6 —>
<I— G.k.4.1.9.2b; Pharmaceutical Dose Form TernID #2-6 —>°
<originalText>G. k. 4. 1. 9. 1<¢/originalText>
e <)— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-6 —>
. &/formCode>
</kind0fProduct>
</instanceCfKind>
</consumable> : -

¢inboundRelationship typeCode="REFR™>
{observation classCode="0RS” moodCode="EVN">
(code code="28" codeSystem="2.16.840. 1. 113883, 3. 989 2.1.1.19" codeSystemVersion="1.1"
displayName="parentRouteOfAdministration”/>
<yalue xsiitype="CE” code="G.k. 4.r.1l.2b" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2.1.1.14"
codeSystemVersion="G. k. 4. 1. 11. 2a"> )
¢le— G.k.4.1.11.2a: Parent Route of Administration TermID Version Date’ / Number #2-6

-

—>
. ¢]— G.k.4.1,11.2b: Parent Route of Administration TermID #2-6 ——>
CoriginalTextC. k. 4. r. 1L. 1¢/originalText> .
¢l— G.k.4.7.11.1: Parent Route of Administration (free text) #2-6 —>
</valued
{/observation> . '
{/inboundRelationship>
¢/substanceAdministration>
{/outboundRelationship2>
<outboundRelationship2 typeCode="COMP~>
¢l— G.k.4.r! Dosage and Relevant Information (repeat as necessary) f2-71 —>



{substanceAdministration classCode="SBADM” moodCode="EYN">
{text>G. k. 4. 1. 8</text>
<!~ G.k.4.r. 8! Dosage Text #2-7 —>
{effectiveTime xsi:type="PIVL_TS™
{period value="10" unit="G.k.4.r.3"/>

<!-- 6.k 4.r.2: Number of Units in the Interval #2-7 -—»
{}-- G.k 4.7.3: Definition of the Time Interval Unit #2-7 —>
{/effectiveTime>

<routeCode code="G. k. 4.1.10.2b" codeSystem="2. 16. 840, 1. 113883, 3.989. 2. 1. 1. 14”
codeSystemVersion="G.k. 4. r. 10. 2a">
{I-= G k.4.r.10.2a: Route of Administration TermID Version Date / Number H#2-7 =3
<{l— G.k.4.1.16.2b: Route of Administration TermID H#2-7 —>
<originalText>G. k. 4. r. 10. I{/original Text>
<)— G.k.4.1.10.1: Route of Administration (free text) H2-7 —>
¢/routeCode’
{doseQuantity value="10" unit="G.k 4.71.1b"/>
{l—.G.k.4.r. 1a Dose (number) #2-7 —>
© {l— G.k.4.r. 1b: Dose {unit) #2-7 —
<consumable typeCode="CSM">
<instanceOfKind classCode="INST™>
{productInstancelnstance classCode="MMAT” determinerCode="INSTANCE”>
{lotNumberText>G, k. 4. r. 7¢/1otNumberText> .
{l— G.k.4.7.7: Batch / Lot Number #2-7 —>
{/productInstanceInstance}
<kindOfProduct classCode="MMAT” determinerCode="KIND*>

{formCode code="G. k. 4.r.9.2b" codeSystem="TBD-DoseForm”
codeSystenVersion="G. k. 4.r. 9. 2a™>-
: <!~ G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-7 —=>
{l— G.k.4.r. 9, 2b: Pharmaceutical Dose Form TermID #2-7 —>
<originalText>G. k. 4.r. 9. 1{/originalText>
{l== G.k.4.1.9.1: Pharmaceutical Dose Form (free text) #2-7 —>
{/formCode>
</kindOfProduct>
</instance0fKind>
{/consumable>

<inboundRelationship typeCode="REFR™}»
"Cobservation classCode="0BS" moodCode="EVN">
. <code’ code="28" codeSystem="2, 16. 840. 1. 113883, 3. 989.2.1.1. 19" codeSystemYersion="1. 17
displayName= parentRouteOfAdmlnnstratlon />
<value xsi:type="CE" ecode="G.k.4.r.11.25" 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 #2-7
-2
<4— G, k.4.1.11.2b: Parent Route of Admlnlstrat1on TermlD #2-7 —>
(orlglnalText)G k.4.1r.11. 1</originalText>
¢— 6. ko4 r 11.1: Parent Route. of Administration (free text) #2-7 —>
</valued
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
{outboundRelationship? typeCode="COMP">
{!— G.k.4.r: Dosage and Relevant Information (repeat as necessary) #2-8 —>
<substanceAdministration c¢lassCode="SBADM" incodCode="E¥N">
{text>G. k. 4. r. B /text> .
|-~ G.k 4.1.8: Dosage Text #2-8 —>
{effectiveTime xsi:type="IVL_TS">
C(low value="20090101"/>
<!— G.k. 4.1, 4: Date and Time of Start of Drug #2-8 —>
{feffectiveTime> )
<routeCode code="G.k. 4. r.10.2b" codeSystem="2. 16. 840, 1. 113883.3.989. 2. 1. 1. 14"
codeSystemVersion="G. k. 4. r. 10. 2a">
¢!-- G.k.4.1.10.2a: Route of Administration TermID Version Date / Number H2-8 —>
<l G.k.4.r.10. 2b: Route of Administration TermID #2-8 -->
{originalText>G. k. 4, r. 10, I{/originalText>
<l-- G.k.4.r.10.1: Route of Administration (free text) #2-8§ -->
{/routeCode>
{doseQuantity value="10" unit="G.k.4.r.1b"/">
{I-- G.k4.r.1a Dose (number) #2-8 —>



¢l— G.k.4.1.1b: Dose (unit) #2-8 —>
{consumable typeCode="CSM"> '
<instanceOfKind- classCode="INST™>
<{productInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
<lotNumberText>G. k. 4. r. 7</1otNumberText>
¢l—- G.k 4.1.7: Batch / Lot Number #2-8 -—)
¢/productInstancelnstance>
: <kindOfProduct classCode="MMAT" determinerCode="HIND">

Gumwem%f&k¢t&%’whﬂﬂm!WWMM%m'
codeSystemVersion="G.k. 4. 1. 9. 2a™>
U—G&AmﬁiaPMmmwnmlmwFMmbmmVﬂmmDne/MMH#%8—>
¢l-- G.k.4.r.9, 2b: Pharmaceutical Dose Form TermID H#2-8 ~->
<originalText>G. k. 4. r. 9. 1{/originalText>
{— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-8 —>.
{/formCode>
£{/%indOfProduct>
{/instance0fRKind>
{/consumabled

<inboundRelationship typeCode="REFR™>
{observation classCode="0BS" moodCode="EVN"> .
<code code="28" codeSysten="2. 16.840.1.113883. 3.989. 2. 1. 1. 197 codeSystemVersion="1.17
-di splayName="parentRoute0fAdministration”/> .
$value xsi:type="CE” code="G.k.4.r.1l.2b™ codeSysten="2. 16. 840, 1. 113883. 3.980.2. 1. L. 147
codeSystemVersion="G.k.4.r.11. 2a"™>
¢<!— G.k.4.1.11. 2a: Parent Route of Administration TermID Version Date / Number fi2-8

.=

¢{l— G.% 4.r.11.2b: Parent Route of Administration TermlD #2-8 -->
CoriginalText>G. k. 4. r. 11. 1<{/originalText>
¢l— G.k 4. r. 11.1: Parent Route of Administration (free text) #2-8 ——>
{/value>
<fobservation>
. </inboundRelationship>
{/substanceAdministration>
{/outboundRelationship2> -
<outboundRelationship2 typeCode="COMP™>
<!— G.k.4.1: Dosage and Relevant Information (repeat as necessary) #2-9 ——>
<{substanceAdministration classCode="SBADM™ moodCode="EVN">
<text>G. k. 4. r. 8¢/text>
Q—GkAJB.%nnTgtmﬂ—ﬁ
CeffectiveTime xsi:type="IVL_TS™>
<high value="20090101"/>
<{!— G.k.4.r.5: Date and Time of Last Administration #2-9 —>
{/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”>
<1— G.k.4.r.10. 2a: Route of Administration TermID Version Date / Number #2-9 —>
¢l— G.k.4.1.10.2b: Route of Administration TermID #2-9 —>
{originalText>G. k. 4. 1. 10: 1</originalText>
(== G.k.4.r. 10, 1: Route of Administration (free text) f2-9 —
</routeCode>
{doseQuantity value="10" unit="G.k. 4.r.1b"/>
¢]— G.k. 4.7. 1a Dose (number) H2-9 —>
<!— G.k.4.7.1b: Dose (unit) #2-9 —>
{consumable typeCode="CSH™>
<instanceOfKind classCode="INST™>
<productInstanceInstance classCode="MMAT" determinerCode="INSTANCE™>
{lotNumberText>G. k. 4, r- 7</lotNumberText>
<!— G.k.4.1.7: Batch / Lot Number #2-9 -~>
</productInstancelnstance?
<kindOfProduct classCode="MMAT" determinerCode="KIND™>

¢

{formCode code="G.k. 4.r.9:2b" codeSystem="TBD-DoseForm”
codeSystemVersion="G. k. 4.r.9.2a"> '
' {!— G.k.4.r.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-9 —>

-¢1— 6.k 4.r.9.2b: Pharmaceutical Dose Form TermID #2-9 -=>
CoriginalText)G. k. 4.r. 9. 1<{/originalText> ' .
¢!— G.k.4.1.9.1: Pharmaceutical Dose Form {free text) #2-9 -->

{/formCode>

{/kind0fProduct>

¢/instance0fKind> . - !



</consumable>
{inboundRelationship typeCode="REFR™>
{observation classCode="0BS". moodCode="EVN">
{code code="28" codeSystem="2. 16. 840, 1.113883.3.989.2.1. 1. 19" codeSystemVer81on— 1. 1
displayName="paréntRouteOfAdministration”/> .
<value xsi:type="CE” code="G.k.4.r.1l. 2b" codeSystem="2. 16.840.1.113883. 3. 989. 2. 1. L. 14"
codeSystemVersion="G. k. 4. r. 11. 2a™> . ,
<]— 6.k 4.1.11.2a: Parent Route of Administration TernID Version Date / Number H2-9
—>
<!~ G.k.4.1.11. 2b: Parent Route of Administration TermID H#2-9 -
{originalText>G. k. 4, r. 11. 1{/originalText>
<l— G.k.4.7.11. I: Parent Route of Aduinistration (free text) #2-9 -->
</valued>
{/observation>
</inboundRelationship>
{/substanceAdministration>
</outboundRelationship2>
<outboundRelationship2 typeCode="COMP"> .
<!— G.k. 4. r: Dosage and Relevant Information (repeat as necessary) #2-10 —>
{substanceAdministration classCode="SBADM” moodCode="EVN™>
<{text>G. k. 4. r. 8{/text>
<l=- G. k. 4.r.8: Dosage Text #2-10 —>
~ {effectiveTime xsi:type="IVL_TS">
<width value="4" unit="G. k. 4.r.6b"/>
(== G.k.4.r. 6a: Duration of Drug Administration (number) f2-10 —>
<!-~ G.k.4.r.6b: Duration of Drug Adm1n1strat10n {unit) #2-10 —
&SeffectiveTimed
<routeCode code="G, k 4,r.10.2b" codeSystem— 2. 16, B40. 1 113883.3,989,2.1.1, 14"
codeSystemVersion="G. k. 4. r. 10. 2a™>
{l— G.k 4.1.10.2a: Route of Administration TermID Version Date / Number #2-10 —>
<]-- G. k. 4.7.10. 2b: Route of Administration TermID #2-10 —)
{originalText>G. k. 4.r. 10. 1</originalText>
{}— 6.k.4.r.10. 1: Route of Administration (free text) #2-10 —>
{/routeCode>
{dosefuantity value="10" unit="G.k.4.r.1b"/>
<!— G.k.4.r.1a Dose (number) #2-10 —>
<{l-- G.k.4.1.1b: Dose (unit) #2-10 -->
<consumable typeCode="CSM">
{instance0fKind classCode="INST">
{preductInstancelnstance classCode="MMAT" determinerCode="INSTANCE™>
{lotNumberText>G. k. 4. r. 7{/lotNumberText>
<l— G.k.4.1.7: Batch / Lot Number #2-10 —>
{/productInstanceInstance?
<kindOfProduct classCode="MMAT” determinerCode="KIND">

<formCode code="G.k.4.r.9.2b" codeSystem="TBD~Doseform™
codeSystemVersion="G. k. 4.r. 9. 2a">
<!— G.k 4.1.9.2a: Pharmaceutical Dose Form TermID Version Date / Number #2-10 —>
{!— 6.k .4.1.9.2b: Pharmaceutical Dose Form TermID #2-10 —>
<originalText>G. k. 4.r. 9. 1{/originalText>
<!— G.k.4.r.9.1: Pharmaceutical Dose Form (free text) #2-10 —>
</formCode>
{/kindOfProduct>
</instance0fKind>
{/consumable>

<inboundRelationship typeCode="REFR™>
<observation classCode="0BS"™ moodCode="EVN">
{code code="J8" codeSystem="2, 16, 840. 1. 113883. 3.989.2. 1, 1. 10" codeSystenVersion="1, 1"
displayName=" parentRnuteOfAdm1n1stration />
<value xsi:type="CE" code="G.k.4.r.11,2b" codeSystem="2, 16. 840, 1, 113883.3.989.2. 1. 1. 14"
codeSystemVersion= Gok.4.r.11.2a">
. {!-~ G.k.4.r. 11.2a: Parent Route of Administration TermID Version Date / Number #2-10
- .
. {l== G.k.4.1.11,2b: Parent Route of Administration TermlD #2-10 —>
<originalText>G. k. 4. 1. 11. 1</or151nalText>
<}=— G.k.4.7.11. 1: Parent Route of Adm1n1strat10n (free text) #2-10 —>
{/value>
{/observation> .
{/inboundRelationship}
(/substapceAdministration)



</outboundRelationship2>
<outboundRelationship2 typeCode="SIMM™>
{ohservation classCode="0BS" moodCode="EVN™>
{code code="14" codeSystem="2. 16. 840, 1, 113883. 3. 989.2.1.1.19" cudeSystemVer31on— .17
displayName=" cumulat1veDoseToReactlon Wi
¢value xsi:type="PQ" value="10" unit="6. k. 5b"/>
¢l— G.k.5a: Cumulative Dose to First Reaction (number) #2 —>
{l-- G.k.5b: Cumulative Dose to First Reaction {(unit} #2 —>
{/observation>
</outhoundRelationship2>
<outboundRelationship2 typeCode="PERT">
(ohservation classCode="0BS™ moodCode="EWN">
{code code="16" codeSystem— 2, 16. 840. 1. 113883, 3.989. 2. 1. 1. 19”7 codeSystemVerslon— .17
displayName="gestationPeriod”/>
<value xsiitype="PQ" value="10" unit="G.k.6b"/>

s ¢l-- G.k.6a: Gestation Pericd at Time of Exposure (number) #2 —> -
' ¢!— G. k. 6b: Gestation Period at Time of Exposure (unit) #2 —
{/observation>

{/outboundRelationship2>
¢outboundRelatidnship2 typeCode="PERT™>
<observation classCode="0BS" moodCode="EVN">
¢code code="31" codeSystem="2.16.840.1,113883.3,989.2. L. 1. 19" codeSystemVersLon‘ .17
d1splayName— "yecurranceOfReaction”/>
) <{value xsi: type— "CE” code="G.k.9.i.4" codeSystem='2.15.840.1.113883.3.989.2.1.1.16"
eodeSystemVersion="1.0"/>
<]— G.k.9.i.4: Did Reaction Recur on Re—administration? Drug #2, Reaction #1 —
{outboundRelationshipl typeCode="REFR™> .
<actReference classCode="0BS" moodCode="EVYN">
<id root="154ehB889-958h—45f2~a02f-42d4d6T4657E" /> o
{/actReference>
</outboundRelationshipl>
{/observation>
</outboundRelationship2>
. <outboundRelationship2 typeCode="PERT">
{observation classCode="0BS” moodCode="EVN">
<code code="31" codeSystem="2.16.840.1.113883.3.980.2.1. 1. 19" codeSystemVersion="1.1"
dlsplayName— “recurrance0fReaction”/>
¢value xsiitype="CE” code="G.k.9.3.4" cudeSystem=’2.16.840.1.113383.3.989.2.1.1.16’

codeSystemVersion='l.0”/)

<outboundRelat10nsh1pl typeCode="REFR">
{actReference classCode="0B5" moodCode="EVN">
¢id root="2haa28d6~cYe8-4e6c-93e9-5b860b314220" />
{/actReference>
{/outboundRelationship}t>
¢/observation>
{/outboundRelationship2>
{outboundRelationship2 typeCode="REFR™>
{observation classCode="0BS" moodCode="EYN">
{code code="9" codeSyster="2. 16, 840.1, 113883. 3. 989 2.1 1. 19 codeSystemVerslon— 1.17
displayName=" codedDrugInformatlon 2
<value xsi:type="CE" code="G.X, 10.r" codeSystem— "9, 16.840. 1. 113883.3.980.2.1, 1. 17”7
codeSystemVersion="1. 0"/>
¢<|— G.k.10.xr: Additional Information on Drug (coded) (repeat as necessary) H#2-1 =->
{/chservation>
{/outboundRelationship2>
<outboundRelationship2 typeCode="REFR">
<observation classCode="0BS" moodCode= "EVN™>
{code code="9" codeSystem— 5.16.840. 1. 113883, 3.989. 2. 1. 1. 19" codeSystemVers1on— 1.17
displayName= codedDrugInformatlun "
{value xsi:type= “CE” code="G.k. 10.r" codeSystem="2.16. 840. 1. 113883.3.989. 2. 1. 1. 17"
codeSystemVersion7 .07/
¢1— G.k.10.r: Additional Information on Drug (coded) (repeat as necessary) #2-2'-—>
¢/observation> ’
{/outboundRelationship2>
¢outboundRelationship2 typeCode="REFR™>
<observation classCode="0BS" moodCode="EVN">
' <eode code="2" codeSystem— 9. 16. 840. 1. 113883. 3.989. 2. 1.1, 19" codeSystenVersion="1. 17
displayName="additional Information”/> .



{value xsi:type="ST">C.k.11<{/value)
<!-- G.k. 11: Additional Information on Drug (free text) #2 —>
{/obgervationy
{/outboundRelationship2>
{inboundRelationship typeCode="RSON"> .
{observation classCode="0BS” moodCode="EVN"> )
. <eode code="19" codeSystem="2, 16, 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystenVersion="1.1"
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">
<!~ G.k.7.r.2a: MedDRA Version for Indication #2-1 -->
{!-- G.k.7.7.2b: Indication (MedDRA code) -#2-1 —>
CoriginalText>G. k. 7. r. 1</original Text>
{I== 6.k 7.7.1: Indication as Reported by the Primary Source #2-1 —>
</value>
<performer typeCode="PRF">
{assignedEntity classCode="ASSIGNED">
{code code="3" codeSystem="2. 16. 840, 1. 113883. 2. 989, 2. 1. 1. 21” codeSystemVersion=" 1 07

.

displayName="sourceReporter”/> .
{/assignedEntity>
{/performer>
{/observationy
{/inboundRelationship}
{inboundRelationship typeCode="RSON">
{observation classCode="0BS” moodCode="EVN">
<code code="19" codeSystem="2, 16. 840. 1. 113883, 3. 989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="indication”/>
{value xsi:type="CE” code— G.k.7.r. 20" codeSystem='2.16.340.1.113883.6.163'
codeSystemVersion="G. k. 7. r. 2a"™>
(F—&kln%:mmMVﬁﬂmfwlmnﬁmnﬂi—ﬁ
¢I—- G k.7.r.2b: Indication (MedDRA code) H#2-2 —>
{originalText>G. k. 7. r. 1{/originalText>
<= G.k.7.r.1: Indication as Reported by the Frlmary Source #2-2 =->
</value>
. {performer typeCode— PRF™>
{assignedEntity classCode="ASSIGNED">
{code code="3" codeSystem="2. 16. 840. 1. 113883. 3. 988. 2. 1. 1. 21" codeSystemVersion="1.0"
displayName="sourceReporter”/>
</assignedEntity>
</performer>
{/observation>
¢/inboundRelationship?
<inboundRelationship typeCode="CAUS™>
<act classCode="ACT” moodCode="EVN"> N
{code code="G.%.8" codeSystem="2, 16, 840, 1. 113883. 3. 989. 2, 1. 1. 15" codeSystemVersion="1.0"/>
{!—— G.k.8: Action(s) Taken with Drug #2 -
<{fact>
</inboundRelationship} ~
{/substanceAdministration>
<{/component>
</organizer>
{/subject0f2>
{subject0f2 typeCode="SBI™>
<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="15%k DLE"/>
{compenent typeCode="COMP">
{observation classCode="0BS" moodCode="EVN"} ) .
{code code="7" codeSystem="2. 186, 840, 1, 113883. 3.989.5. 1. 3. 2. 1. 10" codeSystemVersion="1.0"
displayName="/& HiEI%" /> - :
<vdlue xsi:type="INT" value="1"/>
<1-- 80872, 13.r. 1: BHIEE B —
</observation>
</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"
displayName="3F 87K H" />
{value xsi:type="ED">J2.13.r.2¢/value}



C1— @eer2. 13.1.2: FHRER #1 —
</observation>
</component>
{component typeCode="COMP™>
¢observation classCode="0BS” moodCode="EVN™>
Ceode code="9" codeSystem="2. 16, 840. 1. 113883, 3. 989. 5. L. 3, 2, 1. 10" codeSystemVersion="1. 0"
displayName="BZE4H"/> :
: : ¢value xsi:type="CE” code="J2.13.r.3" codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.7"
codeSystemVersion="1.0"/> .
' <1-- @@eJz.13.r.3: MR #1 >
{/observation>
*{/component?>
{component typeCode="COMP™>
{observation classCode="0BS" moodCode="EVN">
{code code=’10"_éodeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10" codeSystemVersion="1.0"
displayName="1¥ 3P DEFIDHE" /> .
<value xsi:type= “BL” value="true”/>
<1<~ @@eJ2. 13.r. 4: JREFOEFOHE 1 —
{/observation>
{/component>
‘ {/organizer>
) {/subject0f2>
{subject0f2 typeCode="SB]">
<organizer classCode="CATEGORY” moodCode="] EVN">
. <code code="1" codeSystem="2. 16. 840. 1. 113883.3. 989.5.1.3.2.1.1l codeSystemVers1on— 1.07
dlsplayName- TREROIXE"/> . .
<component typeCode="COMP™>
<observation classCode="0BS” moodCode="EVN">
. <code code="7" codeSystem="2.16, 840. 1. 113883. 3. 989.5.1.3.2.1.10 codeSystemVersion="1. 0"
displayName="J& HEI"/>
<value xsi:type="INT" value="1"/>
<1-- @0eJ2.13.1.1: BHEEK 42 —>
{/observation>
{/compenent>
{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"
‘displayName="#f KB /> t .
' ¢value xsi:type="ED">J2.13.r. 2<{/value>
¢|-- @@8T2. 13.1.2: wHEIRS H2 —

{/observation>
</component?
¢ {component typeCode="COMP™>
{observation classCode="0BS” moodCode="EVYN">
{code code="9" codeSystem="2. 16.840. 1. 113883. 3. 939.5.1.3.2.1.10 cudeSystemVers1on— 1.9’
displayName="BA%43"/>
: ’ {value xsi:type='CE' code='J2.13.r.3' codeSysten="2. 16. 840, 1, 113883. 3. §89. 5. 1.3. 2. 1. 7"

codeSystemVersion="1, 0"/> .
<!— 888J2.13.r.3: BE%4A iz —
{/observation>
{/component>
<component typeCode="COMP™>
{observation classCode="0BS” moodCode="EVN">
(m@cﬁ&locwﬁmeZIGMOIH%%39%£JJJJJOcﬁﬁn&ﬂamm—lo
displayName="$F P OEF OFTE"/> .
¢value xsi:type="BL" value="false”/>
<1 888J2.13.r.4: BEPOEFHOHE 2 —
{/observation>
{/component>
{/organizer>
{/sub ject0f2>
</primaryRole>
{/subjectl>
{component typeCode="COMP™>
£causalityAssessment classCode="0BS" moodCode="EVN™>

<code code="20" codeSystem="2. 16.840.1, 113883, 3.989.2. 1. 1 19" codeSystemVersion="1.1"
displayName=”interventlonCharacter1zat1on />

{value xsi:type="CE” code— G.k. 1" codeSystem="2. 16. 840, 1. 113883.3. 989.2.1. 1. 13"
codeSystemVersion="1, 0" /> : :



{!— G.k. 1: Characterisation of Drug Role Drug #1 —
{subject2 typeCode="SUBJ™>
{productUseReference classCode="SBADM” moodCode="EVN™>
{id root="3cH1bdd5-e039-4a7a-9c30-67671b0ef0ed”/>
{/productlUseReference>
{/subject2>
{/causalityAssessment>
</component>
{component typeCode="COMP">
{causalityAssessment classCode="0BS” moodCode="EVN">
{code cede="20" codeSystem="2. 16. 840. 1, 113383 3.989.2.1.1, 19" codeSystemVersion="1.1"
displayName="interventionCharacterization”/>
{value xsi:type="CE" code="G.k, 1" codeSystem="2. 16. 840. 1. 113883, 3. 989..2.1. 1. 13"
codeSystemVers1on— 1.0"/>
, {l—— G.k.1: Characterisation of Drug Role Drug #2 —>
<subject2 typeCode="SUBJ">
{productUseReference classCode="SBADM" moudCude— EVN">
{id root="68d6f5ce~3b3L—4507-92dd-69e06730c3a0"/>
{/productliseReference>
</subject2>
{/causalityAssessment>
{/component>
{component typeCodé="COMP™>
<caﬁsa11tyﬁssessment classCode="0BS" moodCode="EVN">
{code code="39" codeSystem="2. 16.840. 1. 113883. 3. 989, 2, 1. 1. 19" codeSystemVersion="1.1"
displayName="causality™/>
<value xsi:type="ST">G.k.9.i.2. 1, 3¢/value>
,&l== 6.k 9.1.2, r, 3: Result of Assessment Drug $1, Reaction #I, Assessment #1 —>
<{methodCode>
{originalText>G. k. 9.1, 2. 1. 2<{/originalText>
<d— G.k.9.i.2.1.2: Method of Assessment Drug #1, Reaction #1, Assessment f#1 ~=>
{/methodCode>
<author typeCode="AUT™>
{assignedEntity classCode="ASSIGNED”>
{code>
{originalText>G. k. 9. 1. 2.x. 1</originalText>
{]— G.k.B8.i.2.r.1: Source of Assessment Drug #I, Reaction #1, Assesspent 1 -->
{/code>
{/assignedEntity>
</author>
{subjectl typeCode="SUBJ">
{adverseEffectReference classCode="0BS" moodCode="EVN™>
{id root="154eb889-958b-452-a02f-42d4d6f46571"/>
</adverseEffectReference)
{/subjectl>
{subject2 typeCode="SUBJ]">
{productUseReference classCode="SBADM™ moodCode="EVN">
<id root="3c91b4d5-c039-4a7a~%c30-67671b0ef9ed” />
</productUseReference>
(/sthect2>
<{/causalityAssessment>
{/component> ;
{component typeCode="COMP™>
{causalityAssessment classCode="0BS” moodCode="EYN">
{code code="39" codeSystem="2. 16. 840. 1. 113883.3, 989 2,1.1.19" codeSystemVersion="1. 1"
displayName="causality”/> .
@ﬂmxm&wFSTNkﬂijdeh@

¢1—G.k.9,1.2.1.3: Result of Assessment Drug #1, Réaction #2, Assessment #1 —>
<methodCode>
{originalText>G. k. 9. i. 2. 1. 2{/originalText>
-Gk 9.i.2.r.2: Method of Assessment Drug #1, Reaction #2, Assessment #1 —>
{/methodCode>

<author typeCode="AUT™>
{assignedEntity elassCode="ASSIGNED">

Leode>

{originalText>G. k.9, i. 2.r. 1<{/original Text>
‘<F—&k&LanlSwneﬁﬁwumwthu#lanmnﬂ Assessment #1 —>
© {/code>

{/dassignedEntity>



{/author>
¢subjectl typeCode="SUBJ">
{adverseEffectReference classtode="0BS” moodCode="EVN">
<id root="2baa28d6-cYe8-4e6c-93e9-5bB60L3142207/>,
{/adverseEffectReference>
{/subjectl>
<{subject2 typeCode="SUBJ">
<{productUseReference classCode="SBADM™ moodCode="EVN™>
<id root="3¢91b4d5-e039-4a7a~9c30-67671b0ef9ed”/>
¢/productlseReference>
{/subject2>
{/causalityAssessment>
{/component>
{component typeCode="COMP">
{causalityAssessment classCode="0BS" moodCode="EVN">
{code code="39" codeSystem="2. 16, 840. 1. 113883, 3. 9589, 2. L. L. 197
displayName="causality”/>
<value xsi: type— "ST >G.k.9.1.2.r.3</valu8>

codeSystemVersion="1.1"

<!—6.%k.9.i. 2. 1.3 Result of Assessment Drug #2, Reaction #2, Assessment #1 —>

{methodCode>
<or1g1na1Text>G.k.9.1.2.r.2</or131na1TeXt>

(l——G.k.9.1.2.r.g Method of Assessment Drug #2, Reaction #2, Assessment 1 —>

</methodCode>
<author typeCode="AUT">
¢assignedEntity classCode="ASSIGNED™>

<code>
! "CoriginalTextG. k. 9. i, 2.r. 1{/originalText>
¢l— G.k.9.1i.2.r. 1: Source of Assessment Drug #2, Reaction #2 Assessment #1 -,
) </code> .
¢/assignedEntity>
</author>

{subjectl typeCode="SUB]">
SadverseEffectReference classCode="0BS" woodCode="EVN">
. <id root="ZbaaZBd6-cYe8-4e6¢-93e9-5b860LIL4220"/>
</adverseEffectReference® '
{/subjectl>
<subject2 typeCode="SUBJ">
<productlseReference classCode="SBADM" moodCode="EVN™> .
Lid root="68d6f6ce—3b3b—45c7-92dd-69e06730c329" />
&/productUseReference>
{/subject2>
¢/causalityAssessment>
</component>
<component typeCode="COMP™>
<causalityAssessment classCode=" OBS” moodCode="EVN">

Ccode code="39" codeSystem="2. 16, 840.1.113883,3.989.2. 1. 1.19"

displayName="causality”/>
{value xsi:type="ST™>G.k.9.i.2.r.3</value>

¢1—G.%.9.1.2.1.3: Result of Assessment Drug #2, Reaction #2,

<methodCode> .
{originalText>G. k. 5. i. 2. r. 2{/originalText>

godeSysteqursion='l.1'

Assessment #2 —>

{1—G.k.9.1.2.7.2: Method of Assessment DPrug #2, Reaction 47, Assessment #2 —>

{/methodCode>
Cauthor typeCode="AUT™>
<assignedEntity classCode="ASSIGNED™>
<{code>
<originalText>G. k. 9. i. 2. r. 1{/original Text>

¢!— 6.k 9.i.2.r. 1! Source of Assessment Drug #2 Reaction #2, Assessment #2 —>

</code>
</assignedEntity>
{/author>
<{subjectl typeCude— SUBJ >
<adverseEffectReference classCode="0BS” moodCode="EVN">
¢id root="2baa28d6-cle8-4e6c-9329-5b860b3142207/>
{/adverseEffectReference>
{/subjectl>
¢subject? typeCode="SUBJ">
{productUseReference classCode="" SBADM moodCode="EYN">
<id root="68d6f5ce~3b3b-45¢7-92dd-69e06730c3a0"/>



{/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"DH. 2(/va1ue>
¢l=~ H.2: Reporter’ s Comments —> -
<author typeCode="AUT">
<assignedEntity elassCode="ASSIGNED">
{code code="3" codeSystem="2. 16, 840. 1, 113883. 3,989, 2. 1. 1. 21" codeSystemVersion="1.0"
displayName="sourceReporter”/> ’
{/assignedEntity>
{/author>
{/observationEvent>
</component1>
{component}t typeCode="COMP"> )
{observationEvent classCode="0BS" mondCode="EVN™>
<code code="15" codeSystem="2, 16, 840. 1. 113883. 3. 989, 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="diagnosis"/>
{value xsi:type="CE" code="H. 3.r. 1b" codeSystem="2. 16, 840, 1. 113883. 6. 163"
codeSystemVers1on— H.3.r. 12"/
) <I— H.3.r.la: MedDRA Version for Sendér’s Disgnosis / Syndreme and / or Reclassification of Reaction /
Event #1 —
{!~- H 3.r.1b: Sender's Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA-
code) #1 -->
<author typeCode="AUT">
: . {assignedEntity c¢lassCode="ASSIGNED™>
’ <code code="1" codeSysten="2. 18, 840, 1. 113883. 3. 989 2.1,1,217 codeSystemVer31on— 1.0"
displayName="sender”/>
</ass1gnedEnt1ty>
© </author>
{/observationEvent>
{/componentl>
{component] typeCode="COMP">
{observationEvent classCode="0BS” moodCode— EVN > .
. {code code="15" codeSystem="2. 16.840. 1. 113883, 3. 989. 2. 1. 1. 19” codeSystemVersion="1. 1"
displayName="diagnosis”/>
{value xsi:type="CE” code="H,3.r.1b" codeSystem— 2. 16. 840. 1. 113883. 6. 163"
codeSystemVersion="H. 3.r. 1a"/>
{!— #.3.r.1a: MedDRA Version for Sender's Diagnosis / Syndrome and / or Reclassification of Reaction /
Event #2 —> -
: : <{I— H.3.1r.1b! Sender’s Diagnosis / Syndrome and / or Reclassification of Reaction / Event (MedDRA
code) #2 —>
{author typeCode="AUT">
<assignedEntity classCode="ASSIGNED™>
{code code="1" codeSystem="2. 16. 840. 1. 113883.3.989. 2, 1. 1. 21" codeSystemVersion="1.0"
dlsplayName- sender™/>
{/assignedEntity>
{/author>
{/observationEvent>
{/componentl>
{componentl typeCode="COMP™>
{observationBvent 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. 4{/value>
<!—- H.4: Sender’' s Comments —>
<author typeCode="AUT™>
{assignedEntity classCode="ASSIGNED">
. - <codé code="1" codeSystem="2.16.840.1.113883,3,989,2.1.1.21" codeSystemVersion="1.07
displayName="sender”/>
{/assignedBntity>
</author>
{/observationEvent>
{/componentl>
{componentl typeCode="COMP">



<observationBvent classCode="0BS™ moodCode="EVN">

- <code code="3" codeSystem="2, 16, 840. 1. 113883. 3. 989.5.1.3.2.1.10 codeSystemVer31on— 1 0"

RETIHTDHZAL D
<value xsi: type— "ED” >I2 7.2¢/value>
<!— @@eeJz.7.2: *mTkﬁ?bﬂﬂ/F—%
{/observaticnEvent>
</componentl>
<componentl typeCode="COMP™>
observationEvent classCode="0BS" moodCode="EVN™>

BRUE DM RRE/>
Cvalue xsi:type="ED">]JZ.9</value>
<l— @@y, 9: HECHEHEE —
</observationEvent>
{/compenentl>
{componentl typeCodes"COMP™>
{ohservationEvent classCode="0BS” moodCode="EVN">

{code code="5" codeSystem— 2. 16. 840. 1. 113883. 3.989.5.1. 3. 2. 1. 10" codeSystemVersion="1. 0
SHRORE"/
¢value xsi:type="ED">J2.10</value>
<l— egayz. 10: SEOFRE >
¢/ohservationBvent>
<{/componenti>
{componentl typeCode="COMP™>
{observationEvent ¢lassCode="0BS” moodCode="EVN™> : o
{eode code="6" codeSysten="2. 16, 840, 1. 113883, 3.989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0"
%@f&&%@ﬁ%’h . -
¢yalue xsiitype="ED">J2.11</value>
<l-- @aeJ2.11: £ OihEEWERE —
{/observationEvent>
, {/componentl>
{componentl typeCode="COMP™>
¢observationEvent classCode="0BS" moodCode="EVN">
Soode code="12" codeSystem="2, 16. 840. 1. 1138883, 3, 089, 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0"
HERNEOER/>
<yalue xsi:type="ED">J2.16¢/value>
<1— g@eJ2. 16: W|HERNEDQELS —
¢/observationEvent>
{/componentl>
. Ccomponentl typeCode="COMP™>
{observationEvent classCode="0BS™ moodCode="EVN">
<code code="13" codeSystem="2. 16. 840. 1. 113883. 3. 989, 5. 1. 3. 2. 1. 10"
e )
<value xsi:type="ED">J2.19<{/value>
<l @eajz. 19: fFE1 —
{/observationEvent>
{/component1>
{component] typeCode="COMP™>
{observationEvent classCode="0BS" moodCode="EYN">
{code code="14" codeSystem="2. 16. 840, 1. 113883, 3. 989.5.1.3.2.1.10 codeSystemVersion="10"
#5270 :
<value xsi:type=’ED >J2.20</va1ue)
<l— @gayz. 20: WE2 —>
¢/observationEvent>
{/componentl>
<componentl typeCode="COMP™>
(observationEvent classCode="0BS™ moodCode="EVN">
<code code="15" codeSystem="2. 16. 840. 1. 113883, 3.989. 5. 1. 3. 2. 1. 107 codeSystemYersion="1, 07
w3,
¢value xsittype="ED">J2.21<{/value>
l-- @@eJz. 21: HE3 — ‘
</observationEvent>
{/component1>
{componentl typeCode="COMP™>
{observationEvent classCode=" 0BS" moodCode="EVN"> -
{code code="16" codeSystem="2. 16. 840. 1. 113883. 3. 989.5.1.3.2.1, 107 codeSystemVersion="10"
HE4/,>

{value xsiitype="ED">J2.22¢{/value>
<1— gagJ2. 22: HH4 -

{code code="4" codeSystem— 2.16. 840. 1. 113883, 3, 989. 5. 1. 3. 2. 1. 10" codeSystemVersion="1.0"

displayName="

displayName="

displayName="

displayName="

displayName="

codeSystemVersion="1. 0" displayName=" -

displayName="

displayName="

displayName="



{/observationEventd
</component1>
{/adverseEventAssessment>
</component>
{component typeCode="COMP">
{observationEvent classCode="0BS” moodCode="EVN">
<code code="1" codeSystem="2. 16. 840, 1. 113883. 3. 989. 2. 1. 1. 19" codeSystemVersion="1. 1"
dlsplayName— add1t1ona1DocumentsAvallable ”
" {value xsi:type="BL” value="true”/>’
<!— C.1.6.1: Are Additicnal Documents Available? =-->
{/observationEvent>
{/component> |
<component typeCode="COMP™>
{observationEvent classCode="0BS” moodCade="EVN"> .
<code code="23" codeSystem="2. 16. 840, 1. 113883. 3.989. 2. 1. 1. 19" codeSystemVersion="1.1"
displayName="1localCriteriaForExpedited”/>
<value xsi:type="BL” value="true”/>
{!— C.1.7: Does This Case Fulfil the Local Criteria for an Expedlted Report? <>
</observationEvent> X
{/component>
{compenent typeCode="COMP”>
{observationEvent classCode="0B5" moodCode="EVN™>
{code code="36" codeSystem="2. 16.840. 1. 113883. 3, 988, 2,1.1.19" codeSystemVersion="1.1"
displayName="summaryAndComment” />
<value xsi:type="ED" language="H.5.r. 1b">H.5.r. 1ad/valued
{l— H.8.r.la! Case Summary and Reporter's Comments Text #1 ~—>
{!— H.8.r.1b: Case Summary and Reporter’s Comments Language #1 —>
{author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
{code code="2" codeSystem="2, 16. 840. 1. 113883, 3. 989. 2. 1. 1. 21" codeSystenVersion="1.0"
displayName="reporter” /> :
{/assignedEntity>
</author>
{/observationEvent>
{/component>
{component typeCode="COMP™> .
{observationEvent classCode="08B5" moodCode="EVN">
<code code="36" codeSystem="2, 16. 840, 1. 113883, 3,989, 2. 1. 1. 19 codeSystemVersion="1.1"
displayName="summaryAndComment” />
{value xsi!type="ED" language="H.5.r.1b">H. 5. r. 1a/value>
<l-- H.5.r.1a: Case Sumary and Reporter's Comments Text #2 ——>
<{!— H.5.r. 1b: Case Summary and Reporter’'s Comments Language §2 —>
{author typeCode="AUT">
<assignedEntity classCode="ASSIGNED™> R
<code code="2" codeSysten="2. 16, 840, 1. 113883. 3. 989. 2. 1. 1. 21” codeSystenVersion="1. 0"
displayName="reporter”/> . ‘
{/assignedEntity>
{/fauthor>
{/observationEvent>
{/component>
{outboundRelationship typeCode="SPRT">
{relatedInvestigation classCode="INVSTG" moodCode=" EVN > . R '
{code code="1" codeSystem="2. 16. 840, 1, 113883, 3. 989. 2. 1. 1. 22* codeSystemVersion="1.0"
displayName="1initialReport”/>
{subject0f2 typeCode="SUB]">
CcontrolActEvent 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"/>
<!— C.1.8.2: First Sender of This Case —>
{/assighedEntity>
{/author>
{/controlActEvent>
/subject0f2>
{/relatedInvestigation>
</outboundRelationship
{outboundRelationship typeCode="SPRT™>
<relatedInvestigation classCode="INVSTG" moodCode="EVN">
{code nullFlavor="NA"/>



<subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT” moodCode— EVN™>
<id extension="C.1.10.r" root= 79,16, 840. 1. 113883.3.989.2.1.3.2"/>
('—— C.1.10.r: Identification Number of the Report Which Is Linked to This Report (repeat as necessary)
Bl —>
</controlActEvent> . S,
{/subject0f2>
{/relatedInvestigation>
{/outboundRelationship>
<outboundRelatienship typeCode="SPRT™>
<relatedInvestigation classCode=" INVSTG moodCode— EVN™>
{code nullFlavor="NA"/>
<subject0f2 typeCode="SUBJ">
{controlActEvent classCode— CACT" mondCode— EVN">
<id extension="C.1.10.1" root="2.16, 840. 1. 113883.3.989.2.1.3.2"/>
¢l— C.1.10.1: Identification Number of the Report Which Is Linked to this Report (repeat as necessary)
2 — . )
¢/controlActEvent>
<{/subject0f2>
. {/relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode— SPRT™>
{priorityNumber value="1%/>
¢!— C.2.r.5: Primary Source for Regulatory Purposes #1 —>
<relatedInvestigation classCode="INVSTG™ moodCode="EVN"™>
{code code="2" codeSystem="2.16. 840. 1.113883. 3. 988. 2 1. L 22 codeSystemVersjon=’l.0”
displayName="sourceReport”/>
<subJect0f2 typeCode="SUB] ">
" <controlActEvent classCode="CACT” moodCode="EVN">
<author typeCode=" AUT\)
{assignedEntity classCode="ASSIGNED">
<addr> -
¢streetAddressLine>C. 2. r. 2, 3{/streetAddressLine>
¢l— C.2.1r.2.3: Reporter's Street #1 —>
{city>C, 2.r. 2. d</city>
¢!— C.2.r.2.4: Reporter’s City #1 -—=>
{state>C. 2. r. 2. b<{/stater
¢1— .2.7.2.5: Reporter’s State or Province #l —>
{postalCode>C, 2, r. 2. 6{/postalCode>
¢l— €. 2.1.2.6: Reporter’ s Postcode #1 —>
<faddr>
{telecom value="tel:C.Z.r,2.7"/> .
~{!— .2.r.2.7: Reporter's Telephone #l —>
<assignedParson classCode="PSN" determinerCode="INSTANCE">

<pame>
Cprefix>C. 2.r. 1. 1{/prefix> V
<!— C.2.r.1.1: Reporter's Title #1 —>

<given>C. 2. r. 1. 2</given>
<!— C.2.r.1.2: Reporter's Given Name #1 —>
<given>C. 2. r. 1. 3<{/given’
{l1— C.2.1.1.3: Reporter's Middle Name #1 —>
{family>C. 2. 1. 1. 4¢/family>
¢l=~C.2.r.1.4: Reporter's Family Name #1 —>

{/nane>

{asQualifiedEntity classCode="QUAL™>
<code code="C.2.r.4" codeSystem="2, 16, 840. 1. 113883. 3. 989.2.1.1. 8° codeSystemVersion="1.0"/>
¢!— C.2.r.4: Qualification §1 —>

{/asQualifiedEntity>

<asLocatedEntity classCode="LOCE">
<location classCode="COUNTRY” determinerCode="INSTANCE™>

<code code="C.2.1.3" codeSyster="1. 0, 3166. 1. 2. 27/>
¢l— C.2.r.3: Reporter's Country Code #1 —>

<{/location>

{/asLocatedEntity>

{/assignedPerson>
(representedOrganization classCode="0RG" determinerCode="INSTANCE">

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

¢!— C.2.1.2.2: Reporter’ s Department 1 —>

(assignedEntity classCode="ASSIGNED™>



)

<representedﬂrgan1zat10n classCode="0RG" determ1nerCode— INSTANCE™>
<name>C. 2. 1. 2. 1{/nane>
¢!— C.2.r.2.1: Reporter’ s Organisation #1 ~~>
{/representedOrganization>
{/assignedEntity>
{/representedOrganization
{/assignedEntity> -
{/author>
{/controlActEvent> ) *
</subjectOf2> ' .
{/relatedInvestigation’
</outhoundRelationship>
<outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG” moodCode="EVN">
{code code="2" codeSystem="2. 16, 840. 1. 113883. 3. 989. 2. 1. 1. 22" codeSystemVersion="1. 0"
displayName="sourceReport”/>
<{subject0f2 typeCode=" SUBJ >
<controlActEvent classCode="CACT” moodCode="EVN*>
" <author typeCode="AUT™>
{assignedBEntity classCode="ASSIGNED">
<addr>
{streetAddressLine>C. 2. 1, 2. 3</streetAddressL1ne>
<l-- €.2.r.2.3: Reporter's Strest #2 -->
{city>C, 2. 1. 2. 4</cityd>
{l— €.2.1r. 2.4} Reporter's City #2 —>
{statedC. 2. r. 2. 5¢/stated
<1-- C.2,r.2.5: Reporter’ s State or Province #2 —> .
{postalCode>C, 2, r, 2, 6<{/postalCode>
¢]— C.2.r.2.6: Reporter's Postcode #i2 —>
{/addr>
Ctelecom value="tel:C.2.1.2.7"/>
{!— C.2.r.2.7: Reporter’s Telephone #2 —> .
<assignedPerson classCode="PSN” determinerCode="INSTANCE">
- <name>
{prefix>C. 2.r. 1, 1</prefix> .
¢l— C.2.7.1. 1! Reporter’s Title #2 —>
<given>C. 2.1, L. 2¢/given>
{1 C.2.1.1.2 Reporter's Given Name #2 —>
<given>C. 2.1, 1, 3</given>
“ ¢{}— C.2.r.1.3: Reporter' s Middle Name #2 —>
{family>C. 2. 1. 1, 4</family>
<I— € 2.r.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"/>
-G 2 r4: Qualification #2 —>
{/asQualifiedEntity>
LasLocatedEntity classCode="LOCE">
{location classCode="COUNTRY" determinerCode="INSTANCE™>
{code code="C.2.r.3" codeSystem="1.0.3166.1.2.2"/>
<!— C.2,r. 3: Reporter's Country Code #2 ~—>
</location>
{/asLocatedEntity>
</assignedPerson>
{representedOrganization classCode="ORG” determinerCode="INSTANCE">
<{name>C. 2. r. 2. 2{/name>
<1— C.2,1r.2,2: Reporter’s Department #2 —> '
<assignedEntity classCode="ASSIGNED™>
{represented0rganization classCode="ORG" determiperCode="INSTANCE">
<name>C. 2. 1. 2. I{/name>
<!-- C.2.r.2.1: Reporter’s Organisation §2 —>
{/representedOrganizationd
{/assignedEntity>
{/representedOrganization}
{/assignedEntity>
{/author>
{/controlActEvent>
{/subjectQf2>
- {/relatedInvestigation>



<foutboundRelationship>
¢subjectOf1 typeCode="SUBJ">
<controlActEvent classCode="CACT” mocdCode="EVN™>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED™>
{code code="C.3.1” codeSystem="2. 16. B40. 1. 113883. 3.989. 2. 1. 1. 7° codeSystemVersion="1.0"/>
¢1—-C.3.1! Sender Type —
{addr>
{streetAddressLine>C. 3. 4. 1{/streetAddressLine>
¢!— (C.3.4.1: Sender's Street Address —>
<eity>C. 3. 4. 2{/city> )
<l— C.3.4.2: Sender’s City —>
{state>C. 3. 4. 3{/state>
¢{l— C.3.4.3: Sender’ s State or Province —>
{postalCode>C. 3. 4. 4{/postalCode>
¢|— C.3.4.4: Sender’s Postcode —>
{/addr>
<telecom value="tel:C.3.4.6"/>
<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.3.4.87/>
¢!— (.3,4.8: Sender' s E-mail Address —>
<agsignedPerson classCode=" PSN” determ1nerCode— INSTANCE™>
<{name> A
{prefix>C. 3. 3. 2&/prefiz>
<l-- €. 3.3.2: Sender's Title —>
{given>C. 3. 3. 3</given>
<1— €.3.3.3: Sender’'s Given Name —>
<given>C. 3. 3. 4<{/given>
{l—=C.3.3,4: Sender’s Middle Name —> -
{family>C. 3. 3. 5</family>
{l---C.3.3.5: Sender’s Family Name —>
{/name> . . -
{asLocatedEntity classCode="LOCE™> '
‘ ¢location classCode="COUNTRY” determinerCode="INSTANCE™>
<code code="C.3.4.5" codeSystem="1.0.3166.1.2.2"/>
. {l— (. 3.4.5: Sender’s Country Code ——)
</location> . ‘
{/asLocatedEntity> N
{/assignedPerson’ - ’ ) ’
CrepresentedOrganization classCode="0RG™ determlnerCode— INSTANCE™>
<name>C. 3. 3. 1{/name> ) :
¢l— C.3.3.1: Sender’s Department —>
{assignedEntity classCode="ASSIGNED">
{represented0rganization classCode="0RG™ determinerCode=" INSTANCE ?
{name>C. 3. 2{/name>
{l— C.3.2: Sender’s Organisation -->
</representedOrganization>
{/assignedEntity> ‘ )
{/representedOrganization>
{/assignedEntity>
</author>
<primaryInformationRecipient typeCode="PRCP">
{assignedEntity classCode="ASSIGNED™> o
<assignedPerson classCode="PSN” determinerCode=" INSTANCE >
{name>
<prefix>J2.18. 2¢/prefix>
<l— 880J2.18.2: R{EH . HEE —
<family>)2.18. 3</family>
<|— @8012.18. 3: REF B >
{given>J2. 18. 4</given> .
<) 888]2.18.4: REL £ — o

v

-¢/name>

{/assignedPerson>

{represented0rganization classCode="0RG" determinexrCode="INSTANCE">
<name>J2. 18. 1{/name> -

<l— e@eJz.18.1: EiEE ML —

¢/representedOrganization>



{/assignedEntity>
</primaryInformationRecipient>
{/controlActEvent>
{/subjectOf1> .
<{subjectOfl typeCode="SUBJ]">
{controlActEvent classCode="CACT” mocdCode="EVN">

<id assigningAuthorityName="C.1.9.1.r.1" extension="C.1.9.1.r.2" reoot="2. 16. 840, 1. 113883, 3.939.2.1. 3. 3" />
<{I— C.1.9.1.r.1: Source(s) of the Case Identifier (repeat as necessary} #1 —
{!— C.1.9.1.x.2 Case Identifier(s) #1 —>
{/controlActEvent>
{/subject0f1>

{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" />

{I— €. 1.9.L.1.1: Source(s) of the Case Identifier (repeat as necessary) #2 —=>
<I—¢€.1,9.1.1. 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. 989. 2. 1. 1. 23" codeSystemVersion="1, 0"
displayName="1ichReportType”/> -
<value xsiitype="CE" code="C.1.3” codeSystem="2, 16. 840. 1. 113883.3.989, 2. 1. 1. 2" codeSystemVersion="1.0"/>
<!-- C. 1.3 Type of Report —>
{/investigationCharacteristic>
{/subject0f2> ,
<subjectOf2 typeCode="SUB]">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
{code code="2" codeSystem="2. 16.840. 1. 113883. 3. 989, 2. 1. 1. 23" codeSystenVersion="1. 0"
displayName="otherCaselds”/>
<value xsi:type="BL” value="true”/>
{I— C.1.9.1 Other Case Identifiers in Previous Transmlsslons -2
<{/investigationCharacteristic>
{/subject0f2>
<subject0f2 typeCode="SUB]">
{investigationCharacteristic classCode="0B5” moodCode="EVN">
{code code="3" codeSystem="2. 16.840. 1. 113883. 3. 589, 2 1.1.23" codeSystemVersion="1, 0"
displayName="nullificationAmendmentCode”/>
<value xsiitype="CE” code="C.1.11.1" codeSystem="2.16. 840. 1. 113883.3.989. 2. 1. 1. 5" codeSystemVersion="1.0"/>
¢{!— C.1.11.1: Report Nullification / Amendment —>
{/investigationCharacteristic>
{/subject0f2>
{subject0f2 typeCode— SUBJT™>
<investigationCharacteristic classCode="0BS" moodCode="EVN" >
{code code="4" codeSystem="2. 16.840. 1. 113883, 3. 989.2.1. 1. 23" codeSystenVersion="1. 0"
displayName="nullificationAmendmentReason”/>
(value xsi:type="CE™>
{originalText>C, 1. 11, 2{/originalText>
<1— C.1.11.2: Reason for Nullification / Amendment —>
</value) -
{/investigationCharacteristic>
<{/subject0f2>
{subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS” moodCode="EVN">

{code code="1" codeSystem=”2.16.840.1.113833.3.989.5.1.3.2.1.12' codeSystemVersion="1. 0" displayName="1§51
ES @HERE N
<value xsi:type="CE” code="J2.1la” codeSyster="2. 16. 840, 1 113883 3. 989.5.1.3.2.1.1

codeSystemYersion="1, 0" />
<l— e@ajz, la: HAEE GREE -
{/investigationCharacteristic)
{/subject0f2>
{subject0f2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
&wemﬁ—ZcwﬁﬂmmZJ@M&LH%%ﬂJwJJJJJJTcwﬁﬁmwuﬁmeWdﬁmﬂmm;ﬂg

+

BHEA"/S.
. <value xsi:type="TS” value="20130107"/>
, <I--@@aJ2.2. 1 HEEHE —
{/investigationCharacteristic>
{/subject0f2>

.



{subject0Of2 typeCode="SUBJ">
{investigationCharacteristic classCode="0BS" moodCode="EVN">
<code code="3" codeSystem— 2. 16. 840. 1. 113883, 3.98%9. 5. 1. 3. 2. 1. 12" codeSystemVersion="1. 0" displayName="#%
REIfETEaA RN
{value xsi:type="ED">J2. 2. 2<{/value’
I— 008)2.2.2: HERKALPT AL —
{/investigationCharacteristic>
{/subjectDf2>
-{subject0f2 typeCode="SUBJ™>
{investigationCharacteristic classCode— 0B3” moodCode="EVN™>
<code code="4" codeSystem="2.16.840.1 113883.3.989.5.1.3.2.1.12" codeSystemVersion="1.0" displayName="ENEF
qEZZ7nH
<value xsi:type="CE” code="J2.3" codeSystem="2.16.840.1.113883.3.989.5.1.3.2,1.27 codeSystemVersion="1,0"/>
<|— g@eje. 3: BFERET S Y —
{/investigationCharacteristic>
</subject0f2>
{subject0f2 typeCode="SUBJ">
¢investigationCharacteristic classCode="08S" moodCode="EVN™>

<code code="5" codeSystem="2.16.840. 1.113883,3.989.5.1.3.2. 1. 12" codeSystemVers1on- 1.07 dlsplayName— o=
HEHNTZ T/
{value xsi:type="CE" code="J2.8.1" codeSystem="2. 16. 840. 1. 113883. 3. 089.5.1.3.2.1.6”

codeSystemVer51on- 1.0°/>
<l— @gajz.8.1: %E‘tﬁ%%77a’ —>
</investigationCharacteristic>
{/subject0f2>
" {subjectOf2 typeCode="SUB]™>
{investigationCharacteristic classCode="0BS" moodCode="EVN™> .
! {code code="6" codeSystem="2.16.840, 1.113883.3.989.5.1.3.2.1.127 codeSystemVer51on— 1.0 displayName="#}%
A OEBHRYS
<{value xsi:type="ED">]J2.8.2¢/value>
<I-- e@aJ2.8.2: BExEN0EE —
{/investigationCharacteristicd -
{/subjectOf2>
{/investigationEvent>
{/subject>
{/controlActProcess?
</PORR_IN049016UV>
<{!— Message #1 —>
¢l== Message #2 —>
. <|— PORR_ING49016UV —>
<!— /PORR_INO49016UV —>
{!— Message #2 —>
{receiver typeCode="RCVY™>
<device classCode="DEV” determinerCode="INSTANCE >
¢id extension="N.1.4” root="2.16.840.1.113883.3,.98%.2.1,3,147/>
¢l-~ N.1.4: Batch Receiver ldentifier —>
{/device>
{/receiver>
{sender typeCode="SND">
¢device classCode="DEV" determinerCode="INSTANCE">
<id extension="N.1.3” root="2.16.840. 1.113883.3.989.2.1.3.13"/> .
¢l-— N.1.3: Batch Sender Identifier —>
{fdevice> .
{/sender> :
</MCCI_IN2001000V01>
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XPath MCCI_IN2001000V01[@ITSVersion=XML,_1.0"}[@xsi'schemal.ocation="urn:hl7-
orgvd ‘ -
MCCI_IN200100UV01.xsd' V/PORR_IN049016UVI{rl/controlActProcess[@classCod
e='CACT'l[@moodCode='"EVN'l/subject[@typeCode="SUBJ'] [1]/investigationEvent
[@classCode=TNVSTG][@mood Code="EVN/subjectOf2[@typeCode="SUBJ[inve
stigationCharacteristiclcodé {@code="1"l[@codeSystem="2.16.840.1.113883.3.989.5.
1.3.2.1.12'1}[1)/investigationCharacteristic[@classCode="OBS 1 [@mood Code="EVN'
Ivaluel@xsittype='"CEl[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.11/@code

XPath /MCCI_IN200100UV01[@ITSVersion="XML,_1.0'l[@xsi:schemaLocation="urn:h17-

{codeSystem | org:v3 | : :

Version) MCCI_IN200100UV01.xsd'I/PORR_IN049016UVIrl/controlActProcess[@classCod

e='CACT][@moodCode="EVN'V/subject[@type Code="SUBJ'|[1)/investigationEvent
[@classCode="INVSTG'|[@moodCode="EVN/subjectOf2[@type Code="SUBJ I [inve
stigationCharacteristic/code[@code='11[@codeSystem="2.16.840.1.113883.3.989.5.
1.3.2.1.12171[1)/investigationCharacteristicl@classCode="OBS' [@mood Code="EVN'
Ivaluel@xsi:type="CE'][@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.1'//@code
SystemVersion

T
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SRR AL B—BIZOWTIHE, FETHE - RETHREOWMELLST, EMET5, £/, &
THUBIC W TR, BESHE LEBRIESEERT S, £THE. RETHET
HHEPDOOLTEHBEIT, FERTEMET AL L, BiRic L3RS
AT EE S > TRMET &5,
F—s 5 8N
FrEE Bl
XPath /MCCI_IN200100UV01 [@ITSVersion='XML_1.0'] [@xsi:schemaLocation="urn‘hl7-
org-v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcessi@classCod
e='CACT'|[@moodCode="EVN'Vsubjectl@typeCode="SUBJ'I[1)/investigationEvent
[@classCode="TNVSTG'){@moodCode="EVN'V/id [@root='2.16.840.1.113883.3.989.5.
1.3.2.3.1'[1)/@extension




RERS

[T PR ——————— ARAUSS 228 40 20 3 1 R

: CESRE25H LIE 2B EE 1 HIEDIFEEM-LA LD,
k@ Re BAEMR CCYYMMDD & CRisk35Z &,
F—sH CCYYMMDDhhmmss. UUUU[+ | -ZZzz]
FrEM B ' :
XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemalocation="urn:hl7-

| oxrgiva

| [@classCode=TNVSTG1[@mood Code="EVN/subjectOf2[@typeCode="SUBJ l[inve

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r}/controlActProcess[@classCod
e="CACT"][@moodCode="EVN'/subject@type Code="SUBJ'[1)/investigation Event

StigationCharacteristic/code[@code="2"l[@codeSystem="'2.16.840.1. 113883.3.989.5.
1.3.2.1.1211[1)investigationCharacteristic[@classCode="OBS'] [@mood Code='EVN'

]lvalue [@xsa type="TS'l/@value
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HAl BRREE
- BRI 228 %0 20 F 1 HERUESEE 252 b LAEHE 2B 4£FE LHIED DR
SHREBEL TS Z & &, RERTES ¥ i ERFIARIRGE SIEE L TV
DEE
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SRR

IEMERIZEY 15 (X3 7) BLROBEORRTHE Z L BB LEGE
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ahar kil

10000AN

FFRE

B B AR

XPath

T

Bl

IMCCI_IN200100UVO1[@ITSVersion=’XML_1.0']. [@xsi:schemal.ocation="urn‘hl7-
orgiv3
MCCI_IN200100UV01.xsd'l/PORR_IN049016UVI[rl/controlActProcess[@classCod
e='CACT'[@mood Code="EVNl/subject[@type Code="SUBJ'] [1)/investigationEvent
[@classCode=TNVSTG] [@mood Code="EVN'l/subjectOf2 [@typeCode="SUBJ']linve
stigationCharacteristic/code[@code='3"l[@codeSystem="2.16.840.1.113883.3. 989.5.
1.3.2.1. 12']][1]lmvest1gatmnCharactenstlc[@classCode—'OBS][@moodCode—'EVN'
Ivalue [@x51 type—'ED ]/texto

BB BRI, RSB, IREBERAOIED
2 (1) QYT HREDBA. AEE 2 TMT 5,

HLTHEE0S T1=MREE] 2afidI L,
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FT—&8  |IN

FrAE 1=EiisRE
XPath /MCCI_IN200100UV01[@ITSVersion=XMI, 1.07[@xsi:schemal.ocation="urn:hl7-
org.v3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UVIrl/controlActProcess[@classCod
e='CACT'[@moodCode="EVN'l/subject[@typeCode="SUBJ1[1]/investigationEvent
[@classCode="INVSTG'][@moodCode="EVNT/subjectOf2[@type Code="SUBJ] [inve
stigationCharacteristic/code[@code='41[@codeSystem="2.16.840.1.113883.3.989.5.
"1.3.2.1.12'{1)/investigationCharacteristic[@classCode="0 BS' [@mood Code="EVN'
Jivaluel@xsi‘type='CE][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.2V@code

XPath MCCI_IN200100UVO01[@ITSVersion="¥ ML_1.0'] [@xsi:schemaLocation="urn:hl7-
(codeSystem orgv3d ) '

Version) MCCI_IN200100UV01.xsd')/PORR_IN049016UV[xr)/controlActProcess{@classCod
e='CACT'l{@moodCode="EVN'/subjecti@typeCode="SUBJ1[1)investigationEvent
[@classCode='INVSTG'] [@moodCode="EVN"l/subjectOf2 [@typeCode='SUBJ][inve
stigationCharacteristic/code[@code='4"[@codeSystem="2.16.840.1.113883.3.989.5.
1.3.2.1.12'/[1VinvestigationCharacteristicl@classCode='"0BS'l [@mood Code="EVN'
‘, Iivaluel@xsi‘type="CEl[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.21/@

: codeSystemVersion
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| R TOBREESISVT, —RAEES R UEREERR IO EES OB,
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-2 TOHRERRIC OV T, ~RAERS I EREERS OB AT [5=3472 L |
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XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.01[@xsi:schemaLocation="urn:hl7-
' orgva

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV{rl/controlActProcess[@classCod
e='CACT'][@moodCode='"EVN'//subject[@typeCode="SUBJ[ Ll/investigationEvent
[@classCode="INVSTG'l[@mood Code='"EVN')/component[@typeCode="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG][@mo

odCode="EVN'//subject1[@typeCode="SBJ'][1]/primaryRole[@classCode=TNVSBJ’
l/subjectOf2[@typeCode="SBJ'l [organizer/code [@code="41 [@codeSystem='2.16.840.
1.113883.3.989.2.1.1.20TH[1)/organizer[@classCode="CATEGORY'I[@moodCode="E
VN'l/component[@typeCode='"COMP')[substanceAdministration/id]l{kl/substanceA:

3




dministration[@classCode="SBADM']{@mood Code="EVN'/consumable[@typeCode
=CSM[1]/instanceOfKind[@class Code="TNST|/kindOfProductl@classCode="MM
AT [@determinerCode="KIND//asManufacturedProduct[@classCode="MANUl/su
biectOf[@typeCode="SBJ'l{characteristicl [1)/characteristiclcode[@code="1][@code
System='2.16.840.1.113883.3.989.5.1.3.2.1.10']{1] [@classCode="0BS'1[@moodCod
e="EVN'|valuel@xsi:type="CEl@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
3/@code '

XPath
(codeSystem

Version)

=TT h

O D Wik el ﬂé""‘?'# *-?%JWV'M’?
: fﬁ

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'] [@xsilschemaLocation'—'-'urn:hl7-

org:v3d

MCCI_IN200100UV01 xsd']!PORR IN049016UV[r]lcontrolActProcess[@classCod
e="CACT'{[@moodCode="EVN/subject[@typeCode="SUBJ'][1)/investigationEvent

[@classCode="TNVSTG'] [@mood Code='"EVNl/component[@typeCode="COMP'l{adv

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

| odCode="EVNI/subject1{@typeCode='"SBJ'[[1)/primaryRole[@classCode=TNVSBJ'

V/subjectOf2[@typeCode="SBJ"[organizer/code[@code="4]{@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'1[1)/organizer{@classCode='CATEGORY'l[@moodCode="E
VN"/componentl@typeCode="COMP'][substanceAdministration/id] [kl/substanceA

! dministration[@classCode='"SBADM[@moodCode="EVN'/consumable[@typeCode

='CSM1] [1]/instanceOfKind[@classCode="INST}/kindOfProducti@classCode="MM
AT'}[@determinerCode="KINDV/asManufacturedProduct(@class Code=MANU/su
bjectOf@typeCode='SBJ']{characteristicl [1)/characteristiclcode[@code="1'][@code
System='2.16.840.1.113883.3.989.5.1.8:2.1.1071[1] [@classCode="OBS'1[@moodCod
e="EVN']/value[@xsi:type='CE'] [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.
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XPath

/MCCI_IN200100UV01[@ITSVersion=XML,_1.0@xsi: schemaLocatlon 'urn:hl7-
orgv3

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[rl/controlActProcess[@classCod
e='CACT][@moodCode="EVN'V/subjectl@typeCode="SUBJ')[1)/investigationEvent
[@classCode="INVSTG'H[@mood Code="EVN')/component{@type Code="COMP'] [adv
erseEventAssessment](1)/adverseEventAssessment[@classCode=TNVSTG'H@mo
odCode='EVN']lsubjectl[@t:ypeCode='SBJ 1[1)/primaryRole[@classCode="INVSBJ'
VsubjectOf2[@typeCode="SBJ '} [organizer/code[@code="4"1 [@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'[{1]/organizer[@classCode="CATEGORY'] [@mood Code="E
VN'l/component[@typeCode="COMP']{substanceAdministration/id] [k]/substanceA
dministration[@classCode="SBADM'l[@mood Code="EVN'/consumable[@typeCode
='CSM[1linstanceOfKind[@classCode="INSTV/kind OfProduct[@classCode=MM |
AT'l[@determinerCode="KIND')asManufacturedProduct [@classCode="MANU"l/su
bjectOfl@typeCode="SBJl [approvall[1)/approvall@classCode='"CNTRCT] [@mood
Code—'EVN']/pertinentInformation[@typeCode—'PERT'][1]/policy[@c1assCode—'PO

| 4N/@code

XPath
(codeSystem

Version} -

-] IMCCI IN200100UVOl[@ITSVersmn—'XIV[L 1.01[@xsi:schemal.ocation="urn:hl7-

orgv3d :
MCCI_IN200100UV0 1.xsd'l/PORR_IN0490 16W[r]lcontrolActProcess[@classCod

: e='CACT']'[@moodCode='EVN']lsubje’mt[@typeCode=‘SUBJ‘][1]linvestigationEvent

l@classCode="INVSTG'l[@mood Code="EVN'l/component[@type Code="COMP'] [adv

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

0dCode="EVN')/subject1[@typeCode="SBJ'l[1)/primaryRolel@classCode=TNVSBJ'
J/subjectOf2[@typeCode="SBJ ] [organizer/codel@code='"41@codeSystem="2.16.840.
1.113883.3.989.2.1.1.201]{1]/organizer[@classCode='CATEGORY'] [@mood Code="E
VN'l/component[@typeCode="COMP'] [substanceAdministration/id] [k)/substanceA
dministration[@classCode="SBADM'] [@moodCode="EVN'l/consumable{@typeCode
='CSM'}[1)/instanceOfKind[@classCode='INST'I/kind OfProduct@classCode="MM
AT'll@determinerCode="KIND')/asManufacturedProduct[@classCode="MANU/su
bjectOfl@typeCode='SBJ'] [approvall [1Vapprovall@classCode='"CNTRCT [@mood

Code="EVN'l/ pertinentlnformationf@typeCode—'PERT'] [1)/policyl@classCode="PO

E] *ﬂ:l@.ﬁnn ﬁ‘_fﬁxfﬁ E%quPi%:%%E%un @%@)\%ﬁ% 2T,
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F— 43

1A

FATE

Rk s 2R

XPath

(value)

/MCCI_IN200100UV01[@ITSVersion=XML_1.0]{@xsi:schemaLocation="urn*hl7-
org:v3 '
MCCI_IN200100UV01.xsd'VPORR_IN049016UV{r]/controlActProcess[@classCod
e='CACT [@moodCode="EVN/subject[@type Code="SUBJ'1[1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVNI/component{@typeCode="COMP'l [adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG][@mo
0dCode="EVN'l/subject1[@typeCode="SBJ'l[1)/primaryRolel@classCode=TNVSBJ’
JisubjectOf2[@typeCode="SBJ ] [organizer/code[@code="4'l{@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20') [1)/organizer{@classCode="CATEGORY'l[@moodCode='E
VN'Veomponentl@type Code='"COMP')[substanceAdministration/id][kl/substanceA
dministration[@classCode="SBADM'] [@moodCPde='EVN']lponsumable [@typeCode
='CSM'][1)/instanceOfKind [@classCode=TNST)/subjectOfi@typeCode="SBJ }/obse

.| rvationEventlcode[@code="2'][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'

Jli1li@classCode='0BS"1[@mood Code="EVN'l/value [@xs‘iitype='C_E'] [@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'V@code

XPath
(null
flavor)

/MCCI_IN200100UV01[@ITSVersion="¥XML,_1.0] [@xsi: schemaLocatlon 'urn:hl7-

orgiv3

MCCI_IN200100UV01 xsd']lPORR IN049016UVIrl/controlActProcessi@classCod
e='CACT'] [@moodCode="EVN/subject@typeCode="SUBJ'l[1}/investigationEvent
[@classCode="INVSTG'] [@mood Code="EVN'/component(@typeCode="COMP"l{adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG[@mo
0dCode="EVN"V/subject1[@typeCode="SBJ'][1]/primaryRolel@classCode=TNVSBJ’
l/subjectOf2[@type Code="SBJ'l[organizer/code[@code="41{@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20 T} [1Viorganizeri@classCode='CATEGORY {@mood Code="E
VN'V/component[@typeCode='COMP1{substanceAdministration/id][1)/substanceA
dministration[@classCode="SBADM'1[@mood Code="EVN'//consumable[@typeCode
=CSM1[1instance OfKind [@classCode="INST//subjectOf[@typeCode="SBJ'l/obse
rvationEvent{code[@code='2'][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10'
N[1]{@classCode="OBS1[@mood Code="EVN1/value[@xsi:type='"CEl[@codeSystem
='2.16.840.1.113883.3.989.5.1.3.2.1.5'/@nullFlavor




XPath
(codeSystem

Version)

-| odCode="EVN'/subject1[@typeCode='SBJ'l[1)/primaryRole[@classCode=TNVSBJ'

MCCI_IN200100UV01[@ITSVersion="XMI,_1.0'l[@xsi:schemal.ocation="urn:hl7-
org:v3
MCCI_INZOO100UV01.xsd']/PORR_INO49016UV[r]fcontrolActProcess[@classCod
e='CACT'][@mood Code="EVNY/subjecti@typeCode="SUBJ'H{1)/investigationEvent
[@classCode=TNVSTG'][@mood Code="EVN']/component[@type Code="COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG'[@mo

V/subjectOf2[@typeCode="SBJ[organizer/code[@code="4[@codeSystem="2.16.840.
1.113883.3.989.2.1.1.20'1[1)/organizer@classCode="CATEGORY'| [@mood Code='E,
VN'/component[@typeCode="COMP'I[substanceAdministration/id][kl/substanceA
dministration[@classCode="SBADM][@mood Code="EVN'l/consumable[@typeCode
='CSM'] [1)/instanceOfKind[@classCode="TNST')/subjectOf[@type Code='SBJ'l/obse

Ni1)[@classCode="OBS!] [@moodCo de—'EVN']lvalue[@xm type=‘CE'] [@codeSystem

—'2 16.840.1 113883 3 989 5 1 3 2.1 5']l@codeSystemVersmn

4"é SHEIT o\ T mew&zmmTﬁmwcﬁ%Tfu

WA | SET_REXFEOTESET LTVRVEAE. RETHEL LTHBET S &, A&
B, BTHERCHEAEEEAFZ LSS, D TETHE L LTHRET S,
HL7icL W ERENIZa— REAWTERTSZ &,

F—&# |HL7=—-F 10A

A A active=FRzET
completed=587T

XPath /MCCL ~IN200100UV01[@ITS Version="XML,_1.0'l[@xsi‘schemaLocation="urnhi7-

B HRHA

org:v3

MCCI _IN200100UV01.xsd'l/PORR. IN049016UV[r]lcontrolActProcess[@classCod
e='CACT' l[@moodCode="EVN'I/subject[@typeCode="SUBJ'}[1)/investigationEvent
[@classCode=‘INVSTG'][@moodCode='EVN']fstatusCode/@code :
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XPath

MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r]/controlActProcess@classCod

/MCCI_IN200100UV01[@ITSVersion=XML,_1.0l[@xsi:schemalocation="urn:hl7-

orgvd

e='CACT[@moodCode="EVN')/subject(@typeCode='"SUBJ'][1VinvestigationEvent
[@classCode="TNVSTG{@mood Co de="EVNT/component[@typeCode="COMP"l[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode="INVSTG1[@mo
0dCode="EVN')/component1[@typeCode="COMP][observationEventlcode[@code='
3] [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.101]1[1)/observationEvent[@c

Code="0BS'1[@moodCode="EVN'/valuel@xsi:type="ED")/text(

A SRR R AT o e g A Fhat
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EHFE | HUTARADH N=WENEN FRETIIL,
F—4% |'IN
FEE =Rt
XPath /MCCI_ IN200100UV01[@ITSVersmn— XML_1.0 T@xsi: schemaLocatlon— urn:hi7-
orgivd :

MCCI_ IN200100UV01.xsd'//PORR,_ IN049016UV[r]lcontr01ActProcess[@classCod
e='"CACT[@moodCode="EVN'l/subject[@typeCode="SUBJ'] [1)/investigationEvent
[@classCode=TNVSTG'[@mood Code="EVN1/subjectOf2{@type Code="SUBJ Ilinve
stigationCharacteristic/codel@code="5'] [@codeSystem="2.16.840.1.113883.3.989.5.
1.3.2.1.121[1}/investigationCharacteristic[@classCode="OBS' [@moodCode="EVN
Ivaluel@xsiztype="CET[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6'/@code

XPath /MCCI_ IN200100UV01[@1TSVersion=’XlVE_1.0'] [@xsi:schemalocation="urn:hl7-
(codeSystem | orgiv3 .
Version) MCCI_IN200100UV01.xsd'l/PORR_IN0490 16UV[r]IcontrolActProcess[@classCod

e='CACT'][@moodCode="EVN' ]/subject [@typeCode="SUBJ"1[1)/investigationEvent
[@classCode=TNVSTG1[@mood Code="EVN'/subjectOf2[@typeCode="SUBJl[inve
stigationCharacteristic/code[@code="5"{@codeSystem='2.16.840.1.113883.3.939.5.
1.3.2.1.121] [1]!investigationCharacteristic[@claésCode:’OBS‘] [@moodCode="EVN'
Jivaluel@xsitype="CE[@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.6 /@

codeSystemVersmn
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XPath /MCCI_IN200100UVO01[@ITSVersion="XML,_1.0'][@xsi:schemaLocation='urn:hl7-
org'v3 .
MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r}/controlActProcess[@classCod
e='CACT'l[@moodCode="EVNV/subject@type Code="SUBJ [ 1)/investigationEvent
[@classCode="INVSTG'] [@mood Code="EVNT/subjectOf2[@typeCode="SUBJ1linve
stigationCharacteristic/code[@code="6'l [@codeSystem='2.15.840.1.113883.3.989.5.
1.3.2.1.1271[1)investigationCharacteristicl@classCode='0BS ] [@mood Code="EVN'
]/value [@xsﬁtype—'ED ]/textO

@ﬁ‘ea’“rﬁ%&&@%ﬁfi %552 443H6H H%ﬁ% 0306 Fr AT s E AR
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BRAZROIPRAETA FIA V) KLV RENEZHEANR LTRSS,
SR 2L
T 7R 10000AN
FAE B B0
XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn:hl7-

., | oxgiv3

| MCCI_IN2001000V01 xsd )/ PORR_IN049016UVIelicontrolActProcessi@classCod
e='CACT[@mood Code="EVNl/subject[@typeCode="SUBJ'|[1]/investigationEvent
[@classCode="TNVSTG'] [@mood Code="EVN'l/component [@typeCode='COMP'] [adv
erseEventAssessment][1)/adverseEventAssessment@classCode=INVSTG'][@mo
odCode="EVN'//component1[@typeCode="COMP'}{observationEvent[code[@code="
41l@codeSystern='2.16.840.1.113883.3.989.5.1.3.2.1. 10111 [1]/observationEventl@c
lassCode="0BS][@moodCode="EVNI/value[@xsi:type="ED'l/text( '
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XPath

/MCCI_IN200100UV01[@ITSVersion="XML,_1.0'] [@xsi!schpmaLocationz'urﬂih17'
org:v3 ‘
MCCI_IN200100UV.0i.xsd‘]fPORR_INO49016UV[r]!contro]ActProcess[@classCod
e="CACT'1[@moodCode="EVN'l/subject[@typeCode="SUBJ"l[1)/investigationEvent
[@classCode="INVSTG[@moodCode="EVN'l/component[@type Code="COMP'][adv
erseEventAssessmentl[1]/adverseEventAssessment[@classCode="INVSTG' [@mo
0dCode="EVNT/component1[@typeCode='COMP'] [observationEvent[code[@code='
5[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'1]][1}/observationEvent{@c
lassCode="0BS') [@mood Code="EVN1/value[@xsi-type="EDV/text(

D P e e i ] ; (s ra s ;; :
o

1?“

OMBE LB FER SRS,

LA

10000AN

B BT

/MCCI_IN200100UV01[@ITSVersion="XML,_1.01[@xsi:schemalocation="urn:hl7-
org:v3 ' ' :
MCCI_IN200100UV01.xsdV/PORR._IN049016UVIrl/controlActProcess(@classCod
e='CACT[@mood Code="EVN'Vsubject[@type Code="SUBJ[1)/investigationEvent
[@classCode="TNVSTG'] [@mood Code='"EVN'//component[@typeCode="COMP][adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG1[@mo
odCode="EVN'Vcomponent1{@typeCode='"COMP[observationEvent[code[@code="
gl[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'[1//observationEvent(@c
lassCode='0BS'l[@mood Code="EVN'|/valuel@xsitype="ED'V/text(

| EEHEEBICERL T B BRRAES BT

BERHERELED LTWRWESIE, IERERHEECER L T REE=—F

FREBMTO L,

F—&% | 70AN

TEE | B R

XPath /MCCI_IN200100UV01[@ITSVersion="XML,_1.01[@xsi:schemaLlocation="urn:hl7-
orgwv3d - :

MCCI_IN200100UV01.xsd’}/PORR_IN049016UV[rl/controlActProcessi@classCod
e='"CACT1[@moodCode="EVN'l/subject[@typeCode="SUBJ1[1}/investigationEvent
| [@classCode=TNVSTG'1{@moodCode="EVNl/component[@typeCode="COMP][adv
erseEventAssessment][1)/adverseEventAssessient[@classCode=TNVSTG'][@mo

0dCode="EVN'/subject1[@typeCode="SBJ'][1)/primaryRole[@classCode=TNVSBJ'
l/subjectOf2[@typeCode="SBJ'] [organizer/code[@code="4][@codeSystem="2.16.840.

10



1.113883.3.989.2.1.1.20'H[1Vorganizer[@classCode='CATEGORY'] [@mood Code="E
VN'l/component[@typeCode="COMP'|[substanceAdministration/idl/substanceAd
ministration[@classCode="SBADM'l[@mood Code="EVN'|[consumablefinstanceOf
Kind/kindOfProduct/asSpecialize dKind/generalizedMaterialKind/code/originalTe
xtl[1)/consumable[@typeCode="CSM1[1l/instance OfKind[@classCode=TNST Vkin
dOfProduct{@classCode="MMAT'|[@determinerCode="KIND'l/asSpecialized Kind|
@classCode='"GEN'][1)/generalizedMaterialKind[@classCode="MAT"] [@determiner
Code="KIND'l/codeloriginal Text/text(}

3%

TH B BRI LI, RRETEREEORBEEZE®RT S,

LT BERETEEELRE L CORWESITIE., TMETa L,

F—a A 2N

FrEE mYRL -

XPath /MCCI_IN200100UV01[@ITSVersion=XML,_1.0[@xsi:schemaLocation="arn:hl7-

org-vd .
MCCI_IN200100UV01.xsd'/PORR_IN049016UVIrl/controlActProcess(@classCod

.| e'CACT')[@moodCode="EVN"l/subject[@typeCode="SUBJ'[1)//investigationEvent
_ [@classCode="TNVSTGl{@mood Code="EVN'l/component{@typeCode="COMP'| [adv
| erseEventAssessment][1}/adverseEventAssessment[@classCode=TNVSTG] [@mo

odCode="EVN"/subject1[@typeCode='SBJ'][1]/primaryRole[@classCode="TNVSBJ’
VsubjectOf2[@typeCode="SBJ ] [organizer/code[@code="1"] [@codeSystem="2.16.840.
1.113883.3.989.5.1.8.2.1.11'l[r]/organizeri@class Code="CATEGORY ' [@mood Code
='EVN/component[@typeCode='"COMP"|/observation@classCode='"0BS1[@mood

llivaluel@xsi:type=TNTl/@value

i

TP R
ﬁ 2 e
s Y

N T ey

REFE | RBGHEEHEERHLCOABAIE. BREEHETI LR TED, 2B, B8R
FHEEHEZEH L TORWEEIE. AR ERHEFICREH L OV 8RR %
THL L, A~DORREMAEE COBRBORELAELTIHAE. Vo~ TR
| o TRHETBdZE,
F— & El 1000AN
FFAE B H ik
XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0}[@xsi:schemaLocation="urn:hl7-
org:v3 ‘ _

MCCI_IN200100UV01.xsd'I/PORR_IN049016UV[rl/controlActProcessl@classCod
e='CACT'][@moodCode="EVNV/subjecti@typeCode='"SUBJ'] [1l/investigationEvent
[@classCode='INVSTG'[@moodCode="EVN/componenti@typeCode='"COMP'| [adv

11




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

0dCode="EVN'/subject1[@typeCode="SBJ'][1)/primaryRole[@classCode=INVSBJ'
]/sub]ectOfZ[@typeCode—'SBJ ][orgamzerlcode[@code-‘1'] [@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.117]] [r]lorgamzer[@classCode-‘CATEGORY][@moodCode
=EVN'//component[@typeCode="COMP'l/observationf@classCode="OBS [@mood

Code="EVN'| [code[@code="8' {@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10'
]]lvalﬁe [@xsi:type="EDVtext0

IETEE:

PaER = TR B S & 1T\ B BRI BT

SEAE | BRIEREEYREL T ABACE. BREEETHD ERTE S, 2B, BR
S ERE LN LT RVSAICH. BIEES & 0k o — FEEER LRI 5
T, '

F—H A iN

P il 5 B

XPath /MCCL IN200100UV01[@ITSVersmn—'XML 1.0'l[@xsi: schemaLocatmn‘“'urn hl7-

| MCCI_IN200100UV01.xsd'VPORR_IN049016UV[rl/controlActProcessl@classCod

org:v3

e='CACT T @moodCode="EVN"/subjectl@typeCode="SUBJ'I[ 1)/irivestigationEvent
[@classCode="INVSTG'] [@moodCode='EVN’]Icomponent[@typeCode=‘COMP_‘] fadv
erseEventAssessment][1)/adverse EventAssessment[@classCode="INVSTG][@mo
0dCode="EVN'/subject1 [@typeCode—'SBJ "[1]/primaryRole [@classCode="TNVSBJ’
/subjectOf2 [@typeCode—'SBJ 1[organizer/code[@code="1"] [@codeSystem="2.16.840.
1.113883.3.989.5.1.3.2.1.11T1[r/organizerl@classCode="CATEGORY'l [@mood Code
=EVN'l/componentl@typeCode="COMPl/observation[@classCode="0BSl[@mood

Code="EVN'[codef@code='9'l[@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1. 10/
llivalue[@xsi:type='CE@codeSystem="2.16.840. 1.113883.3.989.5.1.8.2.1.71/@cod

e
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XPath
(codeSystem

Version)

| MCCI_IN200100UV01.xsd'l/PORR_IN049016UV[r}/controlActProcess(@classCod

l/subjectOf2[@typeCode='SBJ'l[organizer/code[@code="11 [@codeSystem="2.16.840. |

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

e='CACT'][@mood Code="EVN/subject@typeCode="SUBJ"|[1)/investigationEvent,
[@classCode=INVSTG'[@moodCode="EVN'] /component[@type Code="COMP"[adv
erseEventAssessmentl(1)/adverseEventAssessment[@classCode="INVSTG'] [@mo

odCode="EVN'l/subject1[@typeCode="SBJ'|[1]/primaryRolel@classCode="TNVSBJ'

1.113883.3.989.5.1.3.2.1.11'l][x)/organizer[@classCode="CATEGORY'][@mood Code
='EVN']/component [@type Code="COMP")/observation[@classCode="OBS'l [@mood

CEL R

RCHL a— }‘{ﬁ'ﬂifﬁ < Boolean ”G‘E%%%‘ﬁlII?éfz%é‘ii [True=f) %, WhWE&IT
| TFalse=] #BRTBZ &,
7—%% . ;| Boolean 10A
AE o true=%4
false=1%& o
XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l{@xsi:schemaLocation="urn:hl7-

orgvd

MCCI_IN200100UV01 xsd'l/PORR_IN049016UVlr}/control ActProcessl@classCod
e='"CACT'{@mood Code="EVN" ]fsub]ect[@typeCode“'SUBJ H1l/investigationEvent
[@classCode="INVSTG'l[@moodCode=" EVN')/component[@typeCode="COMP'][adv
erseEventAssessment][1)/adverseEventAssessment[@classCode=TNVSTG[@mo
odCode="EVN'I/subject1[@typeCode="SBJ'l[1]/primaryRole[@classCode="INVSBJ'
l/subjectOf2[@typeCode="SBJ"] [organizer/code{@code="11] [@codeSystem='2.16.840.
1.113883.3.989.5.1.8.2.1.11'l][r]/organizerl@classCode="CATEGORY' [@mood Code
='EVN']/c0mponent[@typeCode"'COMZP']/observation[@classCode-'OBS'][@mood .

i‘“ﬁw‘% é:ﬁﬁ‘t@aﬂ{’ﬁ%%#?‘*?ﬁ%miém 6?@']'@% fm\% OD’C 3?;5%‘*#;’(
HRA T OMDEAIIBEM &35, ICSR HE ® Ei.2.1b BWEM,/ HE5%%5 (MedDRA
=—F) LEE-ST bh. BIEREICRE - BEME 535, (FRMEOHB T,
FBEMBPIERD (8. TOMOBRFEAEREELTOREEE] © (1) %5818
TBIE,)
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FLETIE

a— FENLEIRL TERTDZ &,

|F—sm

1IN

HEE

1=3%0
2=B%4n

-XPath

/MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi:schemaLocation="urn:hi7-

org-v3 -

MCCI_IN200100UV01.xsd'l/PORR_ IN049016UV[r]/c0ntrolActProcess[@classCod
e='CACT" ][@moodCode='EVN I/subject@typeCode="SUBJ'I[1V/investigationEvent
[@classCode=TNVSTG'] [@mood Code="EVN'/component[@type Code='"COMP'] [adv
erseEventAssessment][1]/adverseEventAssessment|@classCode=TNVSTG'] [@mo

0dCode="EVN"/subject1[@typeCode="SBJI[1)/primaryRole[@classCode=TNVSBJ'
I/subjectOf2[@type Code='"SBJ'Hobservation[id]l[code[@code="29'] [@codeSystem="2.
16{840;1.113883.3.989.2.1.1.19']]][i]lobservation[@classCode='OBS'] [@moodCode=
"EVN/outboundRelationship2l@typeCode="PERT'] [observation/code[@code="11][
@codeSystem="'2.16.840.1.113883.3. 989.5.1.3.2.1.10'11[1]/observationi@classCode=
'0BS1[@moodCode="EVN'l/value[@xsi-type="CE] [@codeSystem—'2 16.840.1.11388
3.3.989.5:1.3.2.1.80/@code

XPath

(codeSystem
Version) -

3 3. 989.5.1.3.2.1.8‘]/@codeSystemVersmn

/MCCI_IN200 100UV01[@ITSVersmn“‘XML 1.01 [@x51 schemaLocat10n=‘u_rn hl7-
orgv3

MCCI_IN200100UVO01 xsd]lPORR IN04901GUV[r]/controlActProcess{@classCod ‘
e="CACT'][@moodCode="EVN'//subject@typeCode="SUBJ[1}/investigationEvent
[@classCode=TNVSTE'][@mood Code="EVN')/component[@typeCode="COMP'l[adv
erseEventAssessmentl[1]/adverseEventAssessment[@classCode="INVSTG'l[@mo
0dCode="EVN/subject1[@typeCode="SBI'1[1]/primaryRole[@classCode="TNVSBJ"
VisubjectOf2[@typeCode='SBJ{observation[id][codel@code="29'[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']]1[i)/observation[@classCode="OBS'| [@mood Code=
'EVN"/outboundRelationship2[@type Code="PERT'] [observation/code[@code="11][
@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10']{[1}/observation[@classCode=
'OBS][@moodCode-‘EVN]fvalue[@xs1 type—'CE'] [@codeSystem="2.16.840.1. 11388

DS B O mE BB

BT, %@Lm\ﬁa&m@mﬁiénn\a%
BREEFRT,

| REREDEE. REFSREFTFEOIEIL, ﬁ%ﬁ%ﬁﬁ%ﬁ@@%‘ﬂﬁﬂ‘é Lo

Ea—Frbiflha— FERRLTRERT S 2 &,

¥, SEHBHEOHE. HEET To-EEEHTHZ &, ,
%Eﬁ%wﬁwf\@ﬁ@@ﬁ%%%t;ofﬁ—mﬁﬁﬁ&ént%%\10@%
EL L THELTELELRY, FOBICIEAEELZ 1 FBICERL. £V LEF
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HLT, ZHFBURICEOMoAREETH TS Z &, _
%B. A—ofEESME TR ShEAITIE, HEARBICOVWTERIMRET S, %
DESTIE. MERE OHICET CUBEEMEE DR EE 2 T8HT 5 - & BEmEo
AREFEEHDEEREVELZFIRT S &,

7B, FEOEBAFRRLBEEIL, JEELTsD L,

F—F8 | 2A
FEE ISO 3166-1 7A7 7-2 DE=a— F, EU
XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.01[@xsi:schemaLocation="urn:hl7-

org-v3 .
MCCI_IN200100UV01.xsd' /PORR_IN049016UV(rl/controlActProcessl@classCod
e='CACT[@moodCode='"EVN/subject@type Code="SUBJ'I[1)/investigationEvent
[@classCode="TNVSTGI[@moodCode='"EVN/referencel@type Code="REFR'][docu
ment/codel@code="21] [@cbdeSystem=‘2. 16.840.1.113883.3.989.2.1.1.27'11[r]/docum
ent[@classCode="DOC'][@moodCode="EVN'/participationl@typeCode="AUT/assi
gnedEntity[@classCode="ASSIGNEDl/representedOrganization[@classCode="OR
G'l[@determinerCode=INSTANCE/asLocated Entity[@classCode="LOCEocatio
n[@classCode='COUNTRY l[@determinerCode="INSTANCE/code [@codeSystem=

3] '1.0.3166.1.2.2'/@code

1 | FERE R U ERERE DB . SRMEOREOES ST,

B W AW

F— R 500AN

FEE H AR

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

MCCI_IN200100UV01.xsd'l/PORR,_IN049016UV [r}/control ActProcessl@classCod
e='CACT][@moodCode="EVNl/subject[@typeCode="SUBJ'I[1)/investigationEvent
[@classCode="INVSTG1[@mood Code='"EVN'l/component[@typeCode="COMP1[adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=TNVSTG]{@mo
odCode=' EVNY/component1[@typeCode='COMP'][observationEventlcode[@code="
12 ll@codeSystem='2.16.840.1.113883.3. 989.5.1.3.2.1.10']]][1]/observat10nEvent[@

, classCode—'OBS][@moodCode='EVN ]/value[@xs1 type="ED'/textQ

B??E%&ﬁt@b% Fﬁﬁiﬁ:’ﬁ/ﬁ?%} Rfi F#Eﬁﬁiﬁ%ﬁ/ﬁ?% @5!1%%*9‘.,
ALl A | 2L ' '
Ty E 1IN
FFEE 1=ERPR AR, T

2=FERRIRARR /T 58
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XPath

/MCCI_IN2001000V01 [@ITSVersiorF‘XML_l.OV'] [@xsi:schemalocation="urn:hl7-
orgva -
MCCI_IN200100UV01.xsd//PORR_IN049016UV[r)/controlActProcessi@classCod
e='"CACT'] [@mood Code="EVN'V/subject[@typeCode="SUBJ'][1]/investigationEvent
[@classCode=TNVSTG][@mood Code='"EVN'l/referénce[@type Code=REFR'lidocu
ment/code[@code="2"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.27 1} {r}/docum

%ﬁf;«:

o
A0 TR AT

entl@classCode="DOC[@mood Code="EVN'Iitle/textO

A A B

ICSR DE{FHE DMBA TR T,
EE WS i sTATEE A ER S ERSERA SN L TE T 5,
F—&E | 100AN
FrEE 8 T A
XPath /MCCI_IN200100UV01[@ITSVersion="XML,_1.07{@xsi:schemalocation="urn-hl7-
org:v3

MCCI_IN200100UV01.xsd/PORR, IN049016UVIr)/controlActProcess(@classCod
e='CACT)[@moodCode="EVN/subject[@typeCode="SUBJ'[ 1})/investigationEvent
[@classCode="INVSTG'][@mood Code="EVNI/subjectOf1 {@typeCode='SUBJI[cont
rolActEvent/primaryInformationRecipient][1)/controlActEvent [@classC.o'de=' CAC
T [@mood Code="EVN/primaryInformationRecipient{@typeCode="PRCP'] /assign
edEntity[@classCode="ASSIGNED] lrepfesentedOrganization[@class Code="ORG']
[@determinerCode="INSTANCE)/nameftext()

sas 2

HAKHA ICSR DR EHEDOEEE EFRT,

REHE | BERLEHTD. i

F—#% | 100AN

HEE B BiCH

XPath /MCCL IN200100UV01[@ITSVersion="XML,_1.0'][@xsi:schemal.ocation="urn-hl7-
orgivd "

rid

’x.é:'&»{

HU

MCCI_IN200100UV01.xsdV/PORR,_ INO49016UV[r]lcontr01ActProcess[@classCod‘

e='CACT][@moodCode="EVN)/subject[@typeCode="SUBJ'l[1V/investigationEvent
[@classCode=TNVSTG1{@mood Code="EVN/subjectOf L[@typeCode="SUBJ [[cont
rolActEvent/primaryInformationRecipient] {1)/controlActEvent[@classCode='CAC
T [@mood Code="EVNV/primaryInformationRecipientl@typeCode="PRCP/assign
edEntlty[@classCode—'ASSIGNED']IasmgnedPerson[@classCode =PSN'|[@determ
inerCode= 'INSTANCE']/namelpreﬁx[l]ltexto

R

ICSR 0)""'{—%0)% BT,

BHEOBREROBEITH TS,
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Tl 100AN

FEE B B ok ‘

XPath MCCI_IN200100UV01[@ITSVersion="XML, 1.0 [@xsi‘schemaLocation="urn:hl7-
org-v3

MCCI_IN200100UV01.xsd I/PORR_IN049016UV [r)/control ActProcess[@classCod
e='CACT'][@moodCode="EVN'l/subject[@type Code="SUBJ'] [1VinvestigationEvent
[@classCode=TNVSTG] [@mood Code="EVNI/subjectOf1 [@typeCode='SUBJI licont
rolActEvent/primaryInformationRecipient][1)/controlActEvent[@classCode='CAC
T1l@moodCode="EVNY/primaryInformationRecipient [@typeCode="PRCP')/assign
edEn_tity[@claséCode='ASSIGN ED'l/assignedPerson[@classCode="PSN'l[@determ

HE KA ICSR DXEAEH DA #FRT,

BEFE | BROBEEEOLERT 5.

T—5 8 100AN

A Efz:Eet |

XPath & /MCCI_IN200100UVO01[@ITSVersion=XML,_1.0][@xsi:schemal.ocation="urn:h17-

| orgiv3

MCCI_IN200100UV01.xsd'/PORR_IN049016UV [rl/controlActProcessl@classCod
e='CACT'l[@mood Code="EVNV/subjectl@typeCode="SUBJ'] [1)/investigationEvent
[@classCode="INVSTG]@moodCode='EVN'l/subjectOf1 [@typeCode='SUBJ'l[cont
rolActEvent/primaryInformationRecipient][1)/controlActEvent[@classCode="CAC
T'1[@moodCode="EVN'] /primaryInformationRecipient[@typeCode=PRCP)/assign
edEntity[@classCode="ASSIGNEDVassignedPersonl@classCode="PSN'l [@determ
inerCode="INSTANCE'//name/given[1]/text()

EoY Wik el

7 B 10000AN

FrAH Sl

XPath /MCCI_IN200100UV01[@ITS Version="XML_1.01[@xsi:schemalocation="urn:hl7-
org:v3 '

MCCI_IN200100UV01.xsd/PORR_IN049016UV[r)l/controlActProcessi@classCod
e="CACT'l[@moodCode="EVNl/subject[@type Code="SUBJ'] 1l/investigationEvent
[@classCode=TNVSTG] [@moonode=’EVN']/component[@typeCode=’COMP‘] [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG [@mo
0dCode='"EVN')/component1[@typeCode='"COMP'l[observationEvent[code[@code="
13][@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10]1[1)/observationEvent[@
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classCode='0BS][@moodCode="EVN']/val

EEWHA TlHEHE

TWMAE . | 2L

F—s 10000AN

A E =Pz ki

XPath /MCCI_IN200100UV01 [@ITSVersion=‘X1\ﬂJ;l.O'] [@xsi:schemaLocation="urn:hl7-
orgv3

' e='CACT] [@moodCode="EVNl/subject[@type Code="SUBJ'l[1)/investigationEvent

MCCI_IN200100UV01.xsd'//PORR_ INO4901GUV[r]fcontrolActProcess[@classCod

[@classCode=TNVSTG]{@moodCode="EVN/component{@typeCode="COMP'] [adv
erseEventAssessment] [1]IadverseEventAssess".ment[@classCode='INVSTG"] [@mo
0dCode="EVN'/coraponent1[@typeCode="COMP'} [ohservationEvent[code[@code="
14'][@codeSystem="'2.16.840.1.113883.3.989.5.1.3.2.1.10']] [1)/observationEvent[@
classCode='"0BS'][@moodCo de—’EVN']Ivalue[@xm type—'ED ]/textO

EEHEE | THEE

B ek 7L

7 — A Hl 10000AN

TAE =h::Ehn

XPath /MCCI_IN200100UV01[@ITSVersion="XML_1.0'l[@xsi‘schemalLocation="urn-hl7-
org:v3 '

classCode-‘OBS 1 [@moodCode—' EVN ]Ivalue [@xs1 type—' ED'] ftextQ .

MCCI_IN200100UV01.xsd'V/PORR_IN049016UVIxl/controlActProcess[@classCod ’
¢='CACT[@mood Code="EVNVsubject[@typeCode="SUBJ [ 1V/investigationEvent
[@classCode="TNVSTG [@mood Code=EVN'l/component[@typeCode="COMP][adv
erseEventAssessment][1}/adverseEventAssessment[@classCode= "TNVSTG'[@mo '
0dCode="EVN'l/component1[@typeCode="COMP [observationEvent[code [@code—
15" [@codeSystem='2.16.840.1.113883.3.989.5.1.3.2.1.10 ]]][1]/observat1onEvent[@

F—x% | 10000AN

A SRz Ewsun

XPath fMCCI INZOOIOOUVOI[@ITSVersmn- XML _1. 0’] [@xsi: schemaLocatlon"'urn hl7-
org'v3

MCCI_IN200 lOOUVOl.xsd‘]IPORR_INO490IGUV[r]/controlActProcess[@classCod

e='CACT]| [@moodCode='EVN/subject[@typeCode="SUBJl[1)/investigationEvent
o 18 -



[@classCode='TNVSTG'[@moodCode=" EVN'l/component[@typeCode='COMP'| [adv
erseEventAssessment][1]/adverseEventAssessment[@classCode=INVSTG [@mo
0dCode="EVN1/component1{@typeCode='"COMPl{observationEventlcode[@code="
16][@codeSystem="2.16.840.1.113883.3.989.5.1.3.2.1.10']11[1)/observationEvent[@

classCode='OBS{@mood Code="EVN'l/value [@xsi:type="ED'/text(
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