ICH E2B (R3),

-

IV—ILHEFDEE.

ICH E2B (R3) REH M FERBA=

Er23%E7H11H

A1)}

REFBEFMRAIEREZEFA-EEM- ERERTEERFR
DEEICET R (BBW) MRBLE
RSt —74ITRX 1EH Ml



[FLOIZ

V—ILHEFEEDIODEE R

T

KYIEEEZFFDHHT=DIZ
AEBDFEED

BEMEHDITE
v'P.13 7{515']0) FLVEDH B.1.2.2a
i5: code = rootB 4 {EMHage]
1F : code = code/@TH{E Hlagel
v P13 E(HIJOD FLVEDH B.1.2.2.1a
$5:code = root/E EE A gestationPeriod |
1F : code = code/@HME H I gestationPeriod |
v P20 BRIOFWFEDF
B.4.k.1 3B/
VP22 B.2i.3,B.2.4,B2.0. S5M3DMNHIRT HIGE
5 <effectiveTime xsi:type=“IVL_TS”>
1E : <effectiveTime xsi:type=“SXPR_TS">
v'P.24 UCUMZEFY 5IEH
7158 H(B.2.i.5b, B.4.k.2.3.r.4, B.4.k.4.r.2,
B.4.k.4.r.5, B.4.k.4.r.8b, B.4.k.i.3.1b,
B.4.k.i.3.2b) Z3E 0

B =
EE 2 15\\

5.5 IRTOEXFIvIE--
E:10. T’\’CO)ﬁ/‘H’-I‘J7€'

v P.29
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E2B (R2) £E2B(R3) TlEAvE—T DA KELE

FYFET

{ichicsrack lanz="en">
<ichicsrmessageheader>
<messagetyperichicsrack{/messagetype?
<messageformatversion>!.01</messazefornatversion>
<messageformatreleasedl.0</nessazefornat release)
<messagenunb>000000100 16326 </ nessagenumbl
<messagesenderidentif ier>FDAC/messazesenderident ifiery
<messagereceiverident if ier>pharmaceut ical company</messagereceiveridentifier>
<messagedateformat>204</messazedateformat?
<messagedate>19980718</messagedate>
</ichicsrnessazeheader’
<acknow | edgment >
<messageacknow|edgment>
<icsrmessazenunb> 100052365478300</ i csrmessazenunb>
<localmessazenunb></ localnessagenumb>
<icsrmessazesenderident if ierdpharmaceutical company</icsrmnessazesenderidentifierd
<icsrmessagereceiverident if ier>FDA</ icsrnessagereceiver identifier>
<icsrmessazedateformat>102¢/icarnessazedatefornat>
<icsrmessazedate>199807156¢/icsrnessagedatel
<transmissionacknowledgment code>02</t ransmissionacknow|edzment code>
<parsingerrormessage>field length exceeded |imit, line 284, check specification document<{/parsingerrornessage
</meszazescknow|edgment
<reportacknow|edgnent>
<zafetyreportid>{/eafetyreportidy
<safetyreportwersion></safetyreportversion>
<localreparinunb>US-FDA-authority report number 10052410</lacalreportnunb>
<authoritynunb></authoritynumb>
<companynunb>US-pharmaceut ical company-Report1</companynumb>
<receiptdateformat>102</receiptdatefarmat’
<receiptdater19980701 ¢/ receiptdate>
<repartacknowledgment coder02</ report acknow ledzment code
<errormessageconment>there are several errors that must be corrected before re-submitting: check field lengt
</reportacknowledgment>
<facknowledgnent>
{/ichicsrack>

E2B (R2)

B4 ZSCGMLEXMLDE

"o
ML_1.0" xsi:schemzloca
="ht

<?xml version="1.0" enceding="UTF-
- <MCCI_INZ00100UVO1 ITSY

urn:hl7-org:v3 MCCI_TN200100UVD1.xsd" ~mins
/2001/XMLSchema-instance”>

urn:hl7-orgiv3"

M(CI‘_INZDDIDDUVDl'rc '2.16.840.1.113883.1.6" /=
ystem="ich-type-of-message-in-batch-oid" />
Batch £

h-senders-safety-repart-identifier-oid

="2.16.840.1.113833.1.6" />

rminerCo "INSTAMCE">
ch-message-receiver-identifier-aid’

-
rminerCo "INSTANCE">
ich-message-sender-identifier-oid" />

-

"CACT"=
'2.16.840.1.113383.1.18" />

"INVSTG" maodC 'EVN"=
ch-senders-safety-report-identifier-aid’

-

:h-wurldwwde-case identifier-oid” />

E28(R3)

WNEHFTIRBYER A -
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E2B(R2) Tl --

E2B(R2)

SGML®D)L—)L

)
)

E2B(R3) Tld= -+

E2B(R3)

P
£

HL7MDJ)L—IL

XMLDJL—IL

¥ ¥

A.1.10.1DEZ% (24) & (XTauthoritynumb 1&9 %
A.1.0.11&w%E

IRV X <ERB>ERLRT D
RTHVFI<ERB> BT D

BERAT)HP

Ay —UEERTE

A.1.31Fwh7E
AL3EHMDEMNETERT S

A1.3NEZE (24) &Il effectiveTime &L . valueB I
EZxEChd 5

FIRA T II<BHRE>EFTLRT S
BTATIIT</BERE> LTRSS

4
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‘ A 1. XML DIEE (. 2BDEBIEL IE—HLEEA

E2BR2 Tl -+

e o . i» <primarysource>
&R
Aﬁ_zflaﬁkﬁéﬁéﬁﬁgﬁ% > <reportertitle>A.2.1.1a</reportertitle>
A2.1.1b F|EEL 3 <reportergivenname>A.2.1.1b</reportergivenname>
A2.1.1c EEhRL > <reportermiddlename>A.2.1.1c</reportermiddlename>
A2.1.1d EEEh > <reporterfamilyname>A.2.1.1d</reporterfamilyname>
A2.1.2a IREELRLE - <reporterorganization>A.2.1.2a</reporterorganization>
A2.1.2b IREFINE <reporterdepartment>A.2.1.2b</reporterdepartment>
A2.1.2c IREZFXFFEM = <reporters'Freet>A.2.1.2c</reporterstreet>
A2.1.2d B|EEBFFFHRTAE > <reportercity>A.2.1.2d</reportercity>
A R R e reporterposcode>
A2.1.2f SHEBEFMEFEERS oot

</primarysource>

v —EOHINERE. BEEOHERIEIZE2BDIEREE—
v IEEOEERZEZ. E2BDIEHBOKEBREZRE—K
v EXAX.E2BOIEEBLAEEELAHY . RIEBENI—IVLEERLETED
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<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<addr>
<streetAddressLine>A.2.r.1.2c</streetAddressLine>
<city>A.2.r.1.2d</city>

E2BR3Tl&---

<state>A.2.r.1.2e</state>
<postalCode>A.2.r.1.2f</postalCode>
</addr>
<telecom value="A.2.r.1.2g" />
<assignedPerson classCode="PSN"
determinerCode="INSTANCE">
<name>
<prefix>A.2.r.1.1a</prefix>
<given>A.2.r.1.1b</given>
<given>A.2.r.1c</given>
<family>A.2.r.1.1d</family>
</name>

Ad
‘¢

A2 E—RIERE
A2.rl.la HEERA
A2.rl1.1b HEES
A2.rllc REZFPRA
A2.r1.1d EEEY
A.2.r1.2a REFERH
A2.r1.2b HREEFLE
A2.rl1.2c REFEME
A.2.r1.2d REEFEATHETF
A.2.r1.2e HREBIREERE
A2.r1.2f SREBFFEERS

<representedOrganization classCode="ORG"

determinerCode="INSTANCE">
<name>A.2.r.1.2b</name>

<assignedEntity classCode="ASSIGNED">
<representedOrganization classCode="ORG"

v IBEEHOHIFIEIZE2BDIER JILE&E?E\

> determinerCode="INSTANCE">
v ITHEOMEEEFRIL. E2BOIEBHRB®D <name>A.2.r.1.2a</name>
EER&REERLS </representedOrganization>

</assignedEntity>

v g%% NI H %M\?’L%?ﬁ?ﬁf%é </representedOrganization>
DT TIELEL T =Z—oTH 4L </assignedEntity>

</author>

[an)




| /\ 2 BORRASHEHD S hEELET

E2BR2 Tl -+

<primarysource>
<reportertitle>A.2.1.1a</reportertitle>
<reportergivenname>A.2.1.1b</reportergivenname>
<reportermiddlename>A.2.1.1c</reportermiddlename>
<reporterfamilyname>A.2.1.1d</reporterfamilyname>

</primarysource>

vV FRTOIEIL. SGMLDTAHZA (content) ] ELTERIR
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E2BR3 Tl

<addr>
<streetAddressLine>A.2.r.1.2c</streetAddressLine>
<city>A.2.r.1.2d</city>

</addr>

vV XMLODITTHFRAFHE1ELT
FIH

v  A2.r1.2c.A.2.r.1.2d. A4.rl.
B.1.1th 2%k

<investigationEvent classCode="INVSTG" moodCode="EVN">
<id extension="A.1.0.1“
root="ich-senders-safety- report-identifier-oid" />

<observation moodCode="EVN" classCode="0OBS">
<code code="age"
codeSystem="ich-observation-code-oid" />
<value xsi:type="PQ" value="B.1.2.2a" unit="B.1.2.2b" />
</observation>

vV XMLOIEBHEIELTRE
v A.1.0.1.A.1.10.1. B.1.2.2a.
B.1.2.2b fth Z %X

Copyright (c) 2011 KIS, Inc. All Rights Reserved.




OID (Object IDentifier) D{ELVA

srosnemies )
/

<investigationEvent classCode="INVSTG" moodCode="EVN">
<id extension="A.1.0.1“ root="ich-senders-safety- report-identifier-oid" />

BErootBETHRITEORITHEZERIT &LIZKY., extensionEE ErootEBED A
T TCA=—J15 R F B8R

ID1 :extension=“12345", root="1.2.345.6.7.8910"

ID2 :extension=“98765", root=“1.2.345.6.7.8910"

ID3 :extension=“12345", root="1.2.345.9.8.76543"

O—R AR DA

<observation moodCode="EVN" classCode="0BS">
<code code="age"
codeSystem="ich-observation-code-oid" />
<value xsi:type="PQ" value="B.1.2.2a"
unit="B.1.2.2b" />
</observation>

<observation moodCode="EVN" classCode="0OBS">
<code code=“B.1.7.1.r.a.2"
codeSystem=“2.16.840.1.113883.6.163"
codeSystemVersion="B.1.7.1.r.a.1" />

MedDRA O—F 2.16.840.1.113883.6.163

ICH Observation I—F (33E) ich-observation-code-oid

9
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3. E?Eﬂﬁ%ﬁﬁ’&ﬁﬁ?‘ét%l:?%(’5'7‘)’%l&%@'l‘ﬁ#&’édz\ﬁtt,

E2BR2 Tl -+

<ichicsr>

<safetyreport> ichicsr— safetyreport—>
- primarysource - reportertitle
<primarysource>
<reportertitle>A.2.1.1a</reportertitle> T—EBIZEE3

</primarysource>

v SGMLETOEDRRREFTIL. R (2T) BHLYFTE ATEE

10
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E2BR3 Tl

<MCCI_IN200100UV01>
<PORR_IN049016UV>

<controlActProcess>
<subject typeCode="SUBIJ">
<investigationEvent classCode="INVSTG"
moodCode="EVN">
<id extension="A.1.0.1"
root="ich-senders-safety-re
<id extension="A.1.10.1"
root="ich-worldwid
<code code="PAT _
codeSys
<text>B.5.1</text>
<statusCode code="active" />
<effectiveTime>
<low value="A.1.6" />
</effectiveTime>

_EVNT"

-identifier-oid" />
ase-identifier-oid" />

="2.16.840.1.113883.5.4" />

vV XMLOER (27 ) A THTE
TEHT—RA
- f5:B.5.1
MCCI_IN200100UV01 >
PORR_IN049016UV -
controlActProcess -
subject 2
investigationEvent - text

vV XMLOER (27 ) B EBHET
BHETETAHT7T—X

- f5l:A.1.6
MCCI_IN200100UVO01 >
PORR_IN049016UV -
controlActProcess -
subject 2
investigationEvent -
effectiveTime - low =

@value ([E1E)

11
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<MCCI_IN200100UV01>
<PORR_IN049016UV>

<controlActProcess>
<subject typeCode="SUBIJ">
<investigationEvent classCode="INVSTG"
moodCode="EVN">
<id extension="A.1.0.1"
root="ich-senders-safety-report-identifier-oid" />
<id extension="A.1.10.1"
root="ich-worldwide-case-identifier-oid" />
<code code="PAT_ADV_EVNT"
codeSystem="2.16.840.1.113883.5.4" />
<text>B.5.1</text>
<statusCode code="active" />
<effectiveTime>
<low value="A.1.6" />
</effectiveTime>

vV thDERMEETHETEEST—X
A.1.0.1

MCCI_IN200100UVO01 >
PORR_IN049016UV -
controlActProcess = subject -
investigationEvent - id =
@extension (/B1%£)

root [EB 14 {E A3l ich-senders-
safety-report-identifier-oid J

A.1.10.1

MCCI_IN200100UVO01 -
PORR_IN049016UV -
controlActProcess = subject -
investigationEvent - id =
@extension (/&%)

root [B 14 {E Al ich-worldwide-
case-identifier-oid J

XA.1.0.1£A.1.10.10id EXDIEFIXIEE

12
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B3R

<MCCI_IN200100UV01>

<PORR_IN0O49016UV>

<controlActProcess>
<subject typeCode="SUBJ">
<investigationEvent classCode="INVSTG"
moodCode="EVN">

[ <subjectOf2 typeCode="SBJ">

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

<code code="age"
codeSystem="ich-observation-code-oid" />
<value xsi:type="PQ"
value="B.1.2.2a" unit="B.1.2.2b" />
</observation>

)*ﬁiﬁ; </subjectOf2>
T8 [

<subjectOf2 typeCode="SBJ">
<observation moodCode="EVN" classCode="0OBS">
<code code="gestationPeriod"
codeSystem="ich-observation-code-oid" />
<value xsi:type="PQ"
value="B.1.2.2.1a" unit="B.1.2.2.1b" />
</observation>
___ </subjectOf2>

v thDRMEETHRETELT—R
B.1.2.2a

MCCI_IN200100UV01 -
PORR_IN049016UV >
controlActProcess - subject -
investigationEvent > == -
subjectOf2 - observation -
value = @value (B1£)

code = code/& 4 EH age ]

B.1.2.2.1a

MCCI_IN200100UVO01 -
PORR_IN049016UV >
controlActProcess - subject >
investigationEvent > == -
subjectOf2 - observation -
value = @value (F1£)

code = code/E@HE{ED

[ gestationPeriod |

XB.1.2.2a¢B.1.2.2.1a®observation
EXDIEHTEE
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BT —2D BERDIEZFNEEDEEICEET L —X

<assignedPerson classCode="PSN" determinerCode="INSTANCE">
<name>
<prefix>A.2.r.1.1a</prefix>
<given>A.2.r.1.1b</given>
<l-- A.2.r.1.1b: Reporter Identifier (Reporter given name) -->
<given>A.2.r.1.1c</given>
<l-- A.2.r.1.1c: Reporter Identifire (Reporter middle name) -->
<family>A.2.r.1.1d</family>
<!-- A.2.r.1.1d: Reporter Identifier (Reporter family name) -->
</name>
<asQualifiedEntity classCode="QUAL">
<code code="A.2.r.1.4" codeSystem="ich-qualification-oid" />
</asQualifiedEntity>

v —ZB® given EEI(L A.2.r.1.1b (Given Name), —&F B DgivenEH(JA.2.r.1.1c (Middle
Name)

v —DOLMHBELLGLMEES(FA.2.r.1.1b (Given Name) &
v' A.3.3c. A.3.3d. A.3.3eb[ElHk

14
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WRETr—RQ BHEDED—EANERDREICEET H7—X

<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code code="A.3.1" codeSystem="ich-sender-type-oid" />
<addr>
<streetAddressLine>A.3.4a</streetAddressLine>
<city>A.3.4b</city>
<state>A.3.4c</state>
<postalCode>A.3.4d</postalCode>
</addr>
<telecom value="tel:A.3.4f" />
<I-- A.3.4f: Sender's Telephone -->
<telecom value="fax:A.3.4i" />
<l-- A.3.4i: Sender's Fax -->
<telecom value="mailto:A.3.41" />
<l-- A.3.4] : Sender's E-mail Address -->

v telecomE R Dvalue B tel: ] TRAIR > A.3.4f(Sender’s Telephone)
v telecomEZE DvalueBMEMD T fax: | CRIE > A.3.4i(Sender’s Fax)
v telecomZEZE DvalueBHED mailto: 1 TRHIIE - A.3.41(Sender’s E-mail Address)

15
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‘ /N\ 4 E2BOEEELST, BBSBELLONFELET

E2BR3 Tl

<?xml version="1.0" encoding="UTF-8" ?>
<MCCI_IN200100UVO01 ITSVersion="XML_1.0" xsi:schemalocation="urn:hl7-org:v3 MCCI_IN200100UV01.xsd"
xmlIns="urn:hl7-org:v3" xmIns:mif="urn:hl7-org:v3/mif" xmins:xsi="http://www.w3.0rg/2001/XMLSchema-
instance">

<id extension="M.1.4" root="sender-identifier-value" />

<creationTime value="20101214151617" />

<responseModeCode code="D" />

<interactionld extension="MCCI_IN200100UV01" root="2.16.840.1.113883.1.6" />

<name code="M.1.1" codeSystem="ich-type-of-message-in-batch-oid" />

<component typeCode="COMP">
<adverseEventAssessment classCode="INVSTG" moodCode="EVN">
<subjectl typeCode="SBJ">
<primaryRole classCode="INVSBJ">
<playerl classCode="PSN" determinerCode="INSTANCE">
<name>B.1.1</name>

v E2BODIEB{ELS T, BB LRITNIEGRSENER (2 CBRMENSHEFELET

16
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XMLD/NR L, BN LEITNIXESENEH

<component typeCode="COMP">
<adverseEventAssessment classCode="INVSTG" moodCode="EVN">
<subjectl typeCode="SBJ">
<primaryRole classCode="INVSBJ">
<playerl classCode="PSN" determinerCode="INSTANCE">
<name>B.1.1</name>

HLZDIIL—IL LB THAHIEH
4.1.2.1 HL7 Mandatory Elements
f5: B.3.r.2 NHIRI BB E(ZILinterpretationCode B &I %A

<referenceRange>
<observationRange classCode="0BS" moodCode="EVN.CRT">
<value xsi:type="PQ" value="110" unit="mg/dl" />
<!--B.3.r.2: Normal High Value -->
<interpretationCode code="H" codeSystem="2.16.840.1.113883.5.83" />
</observationRange>
</referenceRange>

17
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HL7DJIL—IL EWBETHDHIER
4.1.2.2 HL7 HL7 required Elements
f5: B.2.i.* AHIRT SiHEICIEcodeERITNE

<subjectOf2 typeCode="SBJ">
<observation moodCode="EVN" classCode="0BS">
<id extension="1" root="oidInternalReferencesToReaction" />
<code code="reaction" codeSystem="ich-observation-code-oid" />
<effectiveTime xsi:type="IVL_TS">
<low value="20090101" />
<l-- B.2.i.3 Date of Start of Reaction / Event -->
<high value="20090102" />
- <l-- B.2.i.4: Date of End of Reaction / Event -->
</effectiveTime>
<value xsi:type="CE" code="B.2.i.1.b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="B.2.i.1.a">
<l-- B.2.i.1.a: MedDRA Version for Reaction / Event -->
<l-- B.2.i.1.b: Reaction / Event in MedDRA Terminology -->
<originalText language="B.2.i.0.a2">B.2.i.0.al</originalText>
<l-- B.2.i.0.al: Reaction / Event as Reported by the Primary Source in Native Language -->
<!-- B.2.i.0.a2: Reaction / Event as Reported by the Primary Source Language -->
</value>

18
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A 5. IDICKYthDIEBEEBE RIS BLAITAIEESHEVNEENHYET

E2BR3 Tl --

<subject0f% typeCode="SB_Jl'l'> ) . ) B.2 %%H\E\
<observation moodCode="EVN" classCode="0OBS"> S g
<id extension="1" root="oidInternalReferencesToReaction" /> <€
<code code="reaction" codeSystem="ich-observation-code-oid" /> v B.4.k9.i.2.r1
---l i:type="CE" code="B.2.i.1.b" codeSystem="2.16.840.1.113883.6.163" 7 BALE
<value xsi:type= code="B.2.i.1.b" codeSystem="2.16.840.1. .6. .
codeSystemVersion="B.2.i.1.a"> v B'4'k'9'!'2'r'3
<originalText language="B.2.i.0.a2">B.2.i.0.a1</originalText> v’ B.4.k.9.i.3.1a
</value> v B.4.k.9.i.3.1b
v’ B.4.k.9.i.4
<outboundRelationshipl typeCode="SAS"> <BE>S
<pauseQuantity value="“B.4.k.9.i.3.1a" unit="B.4.k.9.i.3.1b" /> *B.4.k.9.i.2=R2(B.4 k.18

<actReference classCode="0OBS" moodCode="EVN"> ( E%ﬁ“fgwﬁ%/ﬁ§$%®%ﬁ%)
*B.4.k.9..3=R2MB.4.k.13.

<id extension="1" root="oidInternalReferencesToReaction" /> =  EmowmEnczE, SE=SRE
</actReference> FTORRIBER)

</outboundRelationship1> *B.4.k.9.i.4=R2(B.4.k.17.1
(B 5 CEMERIIBRLEAN?)

19
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<subjectOf2 typeCode="SBJ">

<organizer>

<code code="drugInformation" codeSystem="TBD" />

<component typeCode="COMP">
<substanceAdministration moodCode="EVN" classCode="SBADM">
<id extension="2" 508
root="oidInternalReferencesToSubstanceAdministration" /> { B.4 ;E%F‘E‘
<consumable>
<instanceOfKind classCode="INST"> v B.4.k.1
<kindOfProduct classCode="MMAT" determinerCode="KIND"> v B.4k7.r1
<code code="B.4.k.2.1.1a" codeSystem="TBD"
codeSystemVersion="B.4.k.2.1.1b" /> v' B.4k.7.r2a
<name>B.4.k.2.2</name> v B.4.k.7.r.2b
i dRelationshi tvoeCoder"RSON' v  B.4.k.9.i.2.r1
<inboundRelationship typeCode= > .

<observation moodCode="EVN" classCode="0OBS"> v B.4.k9.i.2.r2

<code code="indication" codeSystem="ich-observation-code-oid" /> v B.4.k.9.i.2.r.3

<value xsi:type=“CE” code="B.4.k.7.r.2b” codeSystem="2.16.840.1.113883.6.163"

codeSystemVersion="B.4.k.7.r.2a">
<originalText>B.4.k.7.r.1</originalText>

</value>

<performer> = = -</performer>

<outboundRelationshipl typeCode="REFR">

<actReference classCode="SBADM" moodCode="EVN">
<id extension="2" root="oidInternalReferencesToSubstanceAdministration" />==
</actReference> <BE>
</outboundRelationship1> B.4.k.1=R2MB.4k1 ( EXREEDLEMTIT)

</observation>
</inboundRelationship>

B.4.k.7 =R2MB.4.k.11 EEHI THOEEZFEHER)
*B.4.k.9.i.2=R2MB.4k18 (EXRLEFMER AEERORARMER)

et B




‘ /N 6 A—0EAISONTERORRSEERAIBENFELET

E2BR3TCl&---
B.2.i.3.B.2.i. 40 HHIRT BEES

<observation moodCode="EVN” classCode="0OBS”>
<id extension=“1" root="oidInternalReferencesToReaction”/>
<code code=“reaction” codeSystem=“TBD" />
<effectiveTime xsi:type=“IVL_TS”>
<low value=“20090101"/> <!--B.2.i.3-->
<high value=“20090102"/> <!-- B.2.i.4 -->
</effectiveTime>
<value xsi:type=“CE” code="B.2.i.1.b” codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="B.2.i.1.a">
<originalText>B.2.i.0.a</originalText>
</value>
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B.2.i.3.B.2.i.5MAHHIRT HHEE

<observation moodCode="EVN” classCode="OBS”>
<id extension="1" root="oidInternalReferencesToReaction”/>
<code code="reaction” codeSystem=“TBD” />
<effectiveTime xsi:type=“IVL_TS”>
<low value=“20090101"/> <!--B.2.i.3-->
<width value=“24" unit="B.2.i.5b”/> <!--B.2.i.5b -->
</effectiveTime>
<value xsi:type=“CE” code=“B.2.i.1.b ... > ... </value>

B.2.i.3.B.2.i.4.B.2.i5M3OAHITT BEE

<observation moodCode="EVN” classCode=“OBS”>
<id extension="1" root="oidInternalReferencesToReaction”/>
<code code="reaction” codeSystem=“TBD” />
<effectiveTime xsi:type=“SXPR_TS”>
<comp xsi:type="“IVL_TS”>
<low value=“20090101"/> <!--B.2.i.3 -->
<high value=“2000102"/> <!--B.2.i.4 -->
</comp>
<comp xsi:type=“IVL_TS” operator="A">
<width value=“24" unit="h" /> <!--B.2.i.5b -->
</comp>
</effectiveTime>
<value xsi:type=“CE” code=“B.2.i.1.b ... > ... </value>

v IBEHOHBEOHAEHLEICKYRBEAENELZYET, (Appendix IV (B)~(D))




#l: B.1.1 — NullFlavorzERALALME S

<adverseEventAssessment classCode="INVSTG" moodCode="EVN">
<subjectl typeCode="SBJ">
<primaryRole classCode="INVSBIJ">
<playerl classCode="PSN" determinerCode="INSTANCE">
<name>B.1.1</name>
<administrativeGenderCode code="B.1.5" codeSystem="1.0.5218" />
<birthTime value="20090101" />

f51:B.1.1 — NullFlavorZ{ER3 5i5& (MSK)

<adverseEventAssessment classCode="INVSTG" moodCode="EVN">
<subjectl typeCode="SBJ">
<primaryRole classCode="INVSBJ">
<playerl classCode="PSN" determinerCode="INSTANCE">
<name nullFlavor=“MSK” />
<administrativeGenderCode code="B.1.5" codeSystem="1.0.5218" />
<birthTime value="20090101" />

f51:B.1.1 — NullFlavorzZ{#ER3 5154 (UNK)

<adverseEventAssessment classCode="INVSTG" moodCode="EVN">
<subjectl typeCode="SBJ">
<primaryRole classCode="INVSBJ">
<playerl classCode="PSN" determinerCode="INSTANCE">
<name nullFlavor=“UNK” />
<administrativeGenderCode code="B.1.5" codeSystem="1.0.5218" />
<birthTime value="20090101" />
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E2BR3 Tl

UCUMZ{ERT S5IEH

<observation moodCode="EVN" classCode="0BS">
<code code="B.3.r.c2" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="B.3.r.c3">
<originalText>B.3.r.c1</originalText>
</code>
<effectiveTime xsi:type="SXCM_TS" value="20090101" />
<value xsi:type="IVL_PQ">
<center value="10" unit="mg/dI" />
</value>

vV O—FRIEEEHARIZEEHINTLVGEL =86, A
EBRRRESRITOIDELNHYET,
v"  http://unitsofmeasure.org/
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B.1.2.2b
B.1.2.2.1b
B.1.3 (“kg”)
B.1.4 (“cm”
B.1.10.2.2b
B.1.10.4 (“kg”)
B.1.10.5(“cm”
B.2.i.5b
B.3.re

B.3.r.1

B.3.r.2
B.4.k.2.3.r.4
B.4.k.4.r.2
B.4.k.4.r.5
B.4.k.4.r.8b
B.4.k.5.2
B.4.k.6b
B.4.k.9.i.3.1b
B.4.k.9.i.3.2b
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E2BR3 Tl

<reference typeCode="REFR">
<document classCode="DOC" moodCode="EVN">
<title>A.1.8.1.r.1 </title>
<text mediaType="image/jpeg” representation="B64“ compression="“DF”>
omSJUEdmde9j44zmMiromSJUEdmde9j44zmMirdMDSsWdlJdkslJR3373jeu836edjzMMIjdMDSsWdlJdksl)
R3373jeu83MNYD83jmMdomSJUEdmde9j44zmMir...MNYD83jmMdomSJUEdmde9j44zmMir6edjzMMIjd
MDSsWdlJdkslJR3373jeu834zmMir6edjzMMIjdMDSsWdlJdkslJR3373jeu83==</text>

</document>
</reference> . mediaType® 5l

8 ALBLr2. Adr2 1 text/plain TEXERANT7AIL
T ®1 2 application/pdf PDF

v mediaType T —ANiELE 3 application/msword ~ MS WordZ7AJL
(s oo |

v representation TXT: TF¥AT—4 1 DF deflate (RFC1951)
B64:BasebARTSILT—2 | ., , ezip (REC1952)

v’ compression EHETILTY X L(KR2) e p——

SEMIEEENARISEICEE - 4 7 compress
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E2BR2 Tl -+

<ichicsr>

<safetyreport>

— <linkedreport>
<linkreportnumb>A.1.12</linkreportnumb>
___</linkedreport>

— <linkedreport>
<linkreportnumb>A.1.12</linkreportnumb>
 </linkedreport>

</safetyreport>

v RYIRLD BN (NVE ST T4 T 4B
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<outboundRelationship typeCode="SPRT">

<code nullFlavor="NA" />
<subjectOf2 typeCode="SUBJ">

</controlActEvent>
</subjectOf2>
</relatedInvestigation>
</outboundRelationship>

<relatedInvestigation classCode="INVSTG" moodCode="EVN">

<controlActEvent classCode="CACT" moodCode="EVN">
<id extension="A.1.12.r" root="worldWideCaseldOid" />
<l-- A.1.12.r: Identification Number of the Report Which Is Linked to this Report -->

<outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG" moodCode="EVN">
<code nullFlavor="NA" />
<subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT" moodCode="EVN">
<id extension="A.1.12.r" root="worldWideCaseldOid"/>
C <id extension="A.1.12.r” root="worldWideCaseldOid” />
</controlActEvent>
</subjectOf2>
</relatedInvestigation>
</outboundRelationship>

27

<outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG" moodCode="EVN">
<code nullFlavor="NA" />
—<subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT" moodCode="EVN">
<id extension="A.1.12.r" root="worldWideCaseldOid"/>
</controlActEvent>
__</subjectOf2>
[ <subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT" moodCode="EVN">
<id extension="A.1.12.r" root="worldWideCaseldOid" />
</controlActEvent>

—</subjectOf2>
</relatedInvestigation>
</outboundRelationship>

Copyright (c) 2011 KIS, Inc. All Rights Reserved.
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<outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG" moodCode="EVN">
<code nullFlavor="NA" />
<subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT" moodCode="EVN">
<id extension="A.1.12.r" root="worldWideCaseldOid" />

<l--A.1.12.r: Identification Number of the Repc
</controlActEvent>

<outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG" moodCode="EVN">

</subjectOf2> <code nullFlavor="NA" />
</relatedInvestigation> <subjectOf2 typeCode="SUBJ">
</outboundRelationship> <controlActEvent classCode="CACT" moodCode="EVN">

<id extension="A.1.12.r" root="worldWideCaseldOid"/>
</controlActEvent>
</subjectOf2>
</relatedInvestigation>
</outboundRelationship>
<outboundRelationship typeCode="SPRT">
<relatedInvestigation classCode="INVSTG" moodCode="EVN">
<code nullFlavor="NA" />
<subjectOf2 typeCode="SUBJ">
<controlActEvent classCode="CACT" moodCode="EVN">

<id extension="A.1.12.r" root="worldWideCaseldOid" />
— —_ [=IRN N trolActE t

v E—BEICHLTEELOBEAN || Lo
*ﬁ*ﬂﬁ l’) ETZE Li'ﬁ' </relatedInvestigation>

</outboundRelationship>
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E2BR2 Tl -+

<ichicsr lang="ja”>
<messagetype>M.1.1 | #&T 25 H7aN
e <IELEMENT messagetype - - (#PCDATA) >
<safetyreport> <IATTLIST messagetype %lang.att; >
<safetyreportid>A.1.0.1</safetyreportid> <IELEMENT messageformatversion - - (#PCDATA) >
<safetyreport|d>A 1.0.1</safetyreportid> <IATTLIST messageformatversion %lang.att; >
HIRMA AR IE
<reportduplicate>
<duplicatenumb>A.1.11.2</duplicatenumb>
<duplicatesource>A.1.11.1</duplicatesource>
</reportduplicate> HIRIEA A IE
SGMLA VARV R DTD

v DIDZERATAET. BEXRARY)DB-BRTOFRES. EXAZT)D
HIFIER. WEER, ZEE (HBEH)EFyIalEE
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<controlActProcess moodCode="EVN" classCode="CACT">
<code code="PORR_TE049016UV"
codeSystem="2.16.840.1.113883.1.18" />

<l-- A1.3: Date of Creation ALV ! -->
<subject typeCode="SUBJ">

<investigationEvent classCode="INVSTG" moodCode="EVN“>

v E2BDWHZEIEH MK TH
FIYITERNT—AN
H5

<subject typeCode="SUBJ">

<investigationEvent classCode="INVSTG" moodCode="EVN">

<id extension="A.1.0.1"
root="ich-senders-safety-report-identifier-oid" />
<id extension="A.1.0.1"
root="ich-senders-safety-report-identifier-oid" />
<code code="PAT_ADV_EVNT"
codeSystem="2.16.840.1.113883.5.4" />

v E2BTIIEIRLAEFRI SN
TULEWERZ., ##IRL T
sgabL=¢ELTHF YOI T
ELHWNVT—ADH B
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XMLR¥—2 [

Y <

XMLRAF—TEHERHTHET. EXR(FT) DB - R TOREEEFIVIT
H_EIXRIEETT,

XMLRAF—EITTIX. ER (B )DHEBIERF. W EER, ZEE (HIFEH)
. —EDIIL—ILLHIFIVITEFEHFA,

XMLRAF—Z(L, 1 DTIEHYFEFA . EREFEELSEBEZRIAHYET,
XMLRAEF—Y CF VI TCEHEWIIL—ILIE. EEHARICKYREShET
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E2B R2ER3ITIIAY E—U RN RECERLGYFET

10DBER
XMLADIER (X, E2BOIEHIEEIF—EHLFEEFA
EQORBRAEICERDNNI—DNEFEELET
EDRREREHFET S=HIZERIT)BUNDEFEREDHELLET
E2BDIEBEUN TS DELLONEFEELET
IDICKYMLDIEB ZBRRMICSBLAITNITESGWNEENHYET
BI—DEBICOWTERDORITAEZEMOIEENFELFET
BfIa—KRICUCUMZEERRALTLWET
BHOBFT IR TTHIENTRETT
IHEDBERLOBEA—ETIEIHYEEA
TRTOEKXFVIEEBMIIZITOICENTEFEFFA

REHAREYITFLUORAL VAR RAESBLTEEL
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XMLDFEE L, ICSRDR-MIM [Z&-TRFYFET

m‘: . IDENT I.:rdl'lwlﬂ' v il l.,".l':ruuu:r Pl =] =
2|l> [0..7]
E CWE [0..1] = IdentifiedEntity Type |0._* asldentified investigationRalatedEntity . o
. Hfl_g- Role Z_r'{_P"ma Rﬁﬂl!‘ 0..* primaryRole
_____ _,_{_’_/___________________I--f*' classCode*: <= V:RoleClassAssociative /v?;;fé"{a:;:é;m ligaionSubiact ﬁ“‘"‘L
. - " : g v felg} = =
| InvestigationRelatedEntity | code: CF CWE [0. 1] <= PersonalRelationshipRole TYPSY |id: SET<l> [0.7] /| \upeCode™ == 5B/
| |
| P"“‘"z_ subjectOf1 i
| classCode*: <= PSN typeCode®: <= 58/ subjec
: Iment
|
|
|
|
|
|
|
|
b————- [Placo ]

<primaryRole cIassCo\ief”lNVSBJ">
<playerl classCode="PSN" determinerCode="INSTANCE">
<name>B.1.1</name>

<administrativeGenderCode code="B.1.5" codeSystem="1.0.5218" />

<birthTime value="2 101" />
<deceasedTime value="20090101" />

35
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_____ — e ——____. 211 Coded With Equivalents (CE) specializes CD
InvestigationRelatedEnti

Definition: Coded data that consists of a coded value and, optionally, coded value(s) from other coding
Person2 systems that identify the same concept. Used when alternative codes may exist.
ELODETED Demiedl Table 15: Property Summary of Coded With Equivalents
determinerCode”; == INSTANCE == Py —_—
name: BAG=EMN> [[]*] Name Type Description
tHIEIEEnm: E‘_'G TEL>[0.7] code oT The plain code symbol defined by the code system. For example,
M ; [0.1] = Ag "784.0" is the code symbol of the ICD-9 code "784.0" for headache.
birthTime: TS [0..1]
deceasedind: BL [0..1] cddeSystem uID Specifies the code system that defines the code.
deceasadTime: TS [0..1] codeSystédmMame | ST The common name of the coding system.

addr: BAG-=AD> [D..*]
raceCode: SET<CE> CWE [0.."] == Race

If applicable, a wversion descriptor defined specifically for the given

ST code system.

cofeSystem\ersion

A name or title for the code, under which the sending system shows

=T the code value to its users.

displayMName

origjnalText ED The text or phrase used as the basis for the coding.

A set of other concept descriptors that translate this concept

lation descriptor into other code systems.

tra SET«CD=

<component typeCode="COM.
<adverseEventAssessment classCode=
<subjectl typeCode="SBJ">
<primaryRole classCode="INVSBJ">
<playerl classCode="PSN" deter
<name>B.1.1</name>
<administrativeGenderCode code="B.1.5" codeSystem="1.0.5218" />
<birthTime value="20090101" />
<deceasedTime value="20090101" /> 36 Copyright] (c) 2011 KIS, Inc. All Rights Reserved.

'INVSTG" mnoodCode="EVN">

inerCode="INSTANCE">




R-MIM DISADERIL. RIMIZEYEEZESNTLVET,

Organization Place Pocess [ Faer | - AckFiel ati crehip
addr : COLL <A mebilznd : BL approach Site Code © CO hitaraged Patticipation o fbype Code : C
tandard krlustryClass Code : CO | [addr: A0 ftargetShe Cade : CO SRR Y - GET<I ouboundRelationship linuersonind : EL
drectionsTet Ll ugeiartity : PO i status Code : C5 b |cortextCertrel Cocke : £3
positionTest : EO Licensed Btk cortes tConductionind : EL
Percon gpsTent : ST.SMPLE Oulided frtity recertitcationTime - TS souc | [sequence umber : IMT.NONKEG
i : COLL<AD> lequiralence il @ BL Ak i ority Mumber : REAL
ftal Status Code © CO0 Totok 0% [prause Guartity : PO.TIME
maimf_;‘;em;e- e Participation e i checkpoirt Gock © C5
o Code - DSET< D> Enlity ol ssode - (5 [brpe o= C5 id DS ETell> e
disahility Code : DSET<CO> e o 0 pnfr  [id: DSET<IE furctionCode : CO oodde - CO fpinCode : C3
- e rode LG ; Codke - 5 q . regationind @ BL
linimg Arangemert Code © CO ddml::?:__-r;';b :E .1 code :CO fﬁgﬁcf:gm, -n‘.nginum:r: preiian {3p fErne 2 EL B Lata el
religous Afl tion Code : CO Icc\de Som 0.n fnes
hnicGroupCods | DFET< CO- : rar
qumrtity : PR laygd Role |2 o ] S H = - "E M \
Wi e T Play} o 5.30.1 LivingSubject.administrativeGenderCode :: CE (0.1}
LiingSubject el Conformance constraint: U
adieiiistiate Gende EodepiET) e xisterceTime : [WL<T % Concept domain: AdministrativeGender
birth Time : TS Jtef ecomn : COLLSTEL®
deczazedind © BL rizk Gocke : DSETECOE 05
m;egimnﬁd-:TBSL hardingCods : DSET=CO= Foops o Definition:
mudtipie Bitth Orderhurmber : INT.FO S
e ?1 The gender {i.e., the behavioral, cultural, or psychological traits typically associated with one sex) of a living
i'll — E'D“"“ subject as defined for administrative purposes.
- (=
hori PersonLining Subject Materid b THe Mame © 5C
strainText : ED brmCode : C ot Clas sCode : CO0 .
genderStausCode : CO ocoupation Code © CO UsageConstraint:
e [=daryType Code © CO
htanu Bctuedhiatenid saanyQuarity : bl 0
e e e el haz adExposime Tet ; ED . . i .
pme DL pmtectheEpmentTed - ED This code is used for administrative purposes.
atabilityTime : ML<TS>
0.n
Ir% LanguageCommurication UsageNotes:
Container BrguageCode : OO
apacityOuartity : PO modeCode © CO . . . .. . . . .
heightCuareiny : P proiciencyleelCade : GO This attribute does not include terms related to clinical gender. Gender is a complex physiological, genetic, and
d:};fgf;“_wujm preemncehd - BL et sociological concept that requires multiple observations in order to be comprehensively described. The purpose of
EEP.EE&"'ITVBECC@E%% ag this attribute is to provide a high-level classification that can also be used for the appropriate allocation of
Eluly alhaErtiy : " - - .
mmn&,ﬂmaﬂ-ﬂ‘;: PO Denica inpatient bed assignment.
manuactuetdodd Mame : SC
=otwareHame : SC
loca RemateControl StateCode © CO . . .
et Lol Code : CO0 [t This information is reported on UB FL 15.
lastCalibration Time : T5 1
Rt 229 :fo?;ﬂ
Maormative RIM R2 sz e Examples:
Cectober 21, 2008 e Doz

Female, male

5.30.2 LwingSubject.birthTime :: TS (0.1}
Conformance constraint: U
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