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<xs:include schemaLocation="../coreschemas/infrastructureRoot. xsd”/>
<xs:include schemaLocation="COCT_MT970000UV. xsd”/>
<xs:include schemalLocation="PORR_MT049013UV. xsd"/>
<xs:complexType name="PORR_MT049006UV. Agent™>
<xs:sequence>
<xs:group ref="InfrastructureRootElements”/>
<xs:element name="representedOrganization” type="PORR_MT049006UV. Organization”
nillable="true”
minOccurs="1"
maxOceurs="1"/>
</xs:sequence>
<xs:attributeGroup ref="InfrastructureRootAttributes”/>
{xs:attribute name="nulIFlavor” type="NulIFlavor” use="optional”/>
{xs:attribute name="classCode” type="RoleClassAgent” use="required”/>

</xs:complexType>

<controlActProcess moodCode="EVN” classCode="CACT">
<effectiveTime value="20090101"/><1-- A. 1.3 —=>
<subject typeCode="SUBJ">
<investigationEvent>
<id extension="A.1.0.1” root="sendersReportNamespaceQid”/>
<id extension="A.1.10” root="wor |dWideCase|d0id"/>
<code/>
<text mediaType="text/plain”>B.5. 1</text>
{statusCode/>
<activityTime>
<low value="20090101"/><1-— A.1.6 ——>
</activityTime>
<availabilityTime value="20090101"/><!— A. 1.7 —>
<subject>
<investigativeSubject>
<subjectPerson determinerCode="INSTANCE">
<name>B. 1. 1</name>
<administrativeGenderCode code="B.1.5"/>
<birthTime value="20090101"/><!-- B.1.2.1b —>
{deceasedTime value="20090101"/><!-- B.1.9.1b —>
<asResearchSub ject>
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2. Purpose and Background
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3. Essential Components
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ICH ICSREERE (x=EH)

B.1
Patient characteristics

B.2
Reaction(s) / Event(s)

B.3
Results of tests and procedures relevant
to the Investigation of the Patient

B.4
Drug(s) Information

B.5
Narrative Case Summary and Further
Information

( The ICH ICSR )
A.l o
Identification of the Case Safety Report ® 1...1 1...1
A.2 > O PN <
Primary source(s) of information 1...n 1...n
A.3
Information on Sender of Case Safety O O—<
Report 1...1 0...n
A.4
Literature >—C ._<
Reference(s) 0..n 1...n
A5 > O P
Study Identification 0..n 1...1
/ Legend \

1 to Many (1...n)
Mandatory

ltol
Mandatory

1 to Many (0...n)
Optional

1to1(0...1)
Optional
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ICH ICSR Diagram
E2B(R3)

o4

The ICH ICSR rey
Additional Documents
Held by Sender

Al Alllr
Identification of the Other Case Identifiers in
Case Safety Report Previous Transmission

A2r
Primary source(s) of
information

A
Sender of Case
Safety Report
;
Lierature P
References

A5.1 AS . B.1
Study Registration Study Identification Eas

Bar
1 Results of tests and
Case Narrative procedures
Sender's Diagnosis / [ B
o [0 Case Narrative

T
O] structure Information
Medical History
B.

4
N

B.
Reported Cause(s)
of Death

B
Autopsy-Determined
Cause(s) of Death

181
Relevant Past Drug
History

B.2i
Reaction(s) /
Event(s)

B.110.7.1r
Structured
(Parent)

Reclassification

B.1.10

B55 Concerning Parent B.1.10.8.1
Case Summary & Relevant Past Drug
Reporter's Comments History (Parent)

B.4k O
Drug information Drug Role

Drug Identification

Medicinal Product
Unique Identifier(s)

B4k22
Medicinal Product Name
—o—|

as Reported by the

Primary Source
B.4k3

Zl 1toMany (1..n) Holder &

S wandawory Application Number Bak23r

_O'< Substance identifier and
Strength

101
Mandatory

O 1tomany ©.n
N  optional

B.4.k
O  Drug Reaction /
Event Matrix

11
Additional Information
on Drug (free text)
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Elementid Element Name OID Name OID Reference
B.1.8.ral Medicinal Product Identifier (MPID) ISO 11615 | MPID

B.1.8.r.a3 Pharmaceutical Product Identifier (PhPID) ISO 11616 | PhPID

B.1.10.8.r.al Medicinal Product Identifier (MPID) ISO 11615 | MPID

B.1.10.8.r.a3 Pharmaceutical Product Identifier (PhPID) ISO 11616 | PhPID

B.4.k21.1a Medicinal Product Identifier (MPID) ISO 11615 | MPID

B.4.k.2.1.2a Pharmaceutical Product Identifier (PhPID) ISO 11616 | PhPID

B.4.k.2.3.r.2a Substance/Specified Substance TermID ISO 11238 | IDMP Substance
B.4.k.4.r11.2a Pharmaceutical Dose Form TermID ISO 11239 ::?Ol\ﬂfez(;sf?demﬁ?]rms &
B.4.k4.12.2a Route of Administration TermID ISO 11239 :go“ﬂfegzsf? demFi‘r’]rmS &
B.4.k.4.13.2a Parent Route of Administration TermID ISO 11239 IDMP Dosage Forms &

Routes of Admin
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ITU-T (International Telecommunication
Union Telecommunication
Standardization Sector) :

[ I EE = EA DHMAD 1 D

«ANS| (2.16.840.1---.)[&. branch {joint—iso—itu-t(2)

country (16) US (840) organization(1)} ELFIZOIDDE|Y HTH
H5

HL71E 2.16.840.1.113883:--. DEE T Z#HFH. BLEAICHLTJapanlE
2.16.840.1.113883. 2. 2LLFIZOIDDEIY HTHH S

{5l Z [XB. 1. 5tER1 (1S0 5218) MOIDIF1.0.5218 T[1] Male

[2]Femai | [0]UnknownT. MedDRAMOIDIX
2.16.840.1.113883.6. 163 TH 5



MedDRAMDOIDZ (£ 5 E2B (R3) IR H

Element id Element Name OID Name OID Reference
B.171ra2 Struct.ured Medical History Information (disease MedDRA 2 16.840.1.113883.6.163
/ surgical procedure / etc.)
B.1.8.r.f.2 Indication MedDRA 2.16.840.1.113883.6.163
B.1.8.r.g.2 Reaction MedDRA 2.16.840.1.113883.6.163
B.1.9.4.bl Reported Causes(s) of Death (MedDRA code) MedDRA 2.16.840.1.113883.6.163
B.1.9.4.r.b1 Autopsy-determined Causes(s) of Death MedDRA | 2.16.840.1.113883.6.163
(MedDRA code)
B.110.7.1ra2 | StucturedInformation (disease/surgical MedDRA | 2.16.840.1.113883.6.163
procedure / etc.)
B.1.10.8.r.f.2 Indication MedDRA 2.16.840.1.113883.6.163
B.1.10.8.r.g.2 Reactions (if any and known) MedDRA 2.16.840.1.113883.6.163
B.2.i.1.b Reactions / Event in MedDRA Terminology MedDRA 2.16.840.1.113883.6.163
B.3.r.c2 Test Name (MedDRA code) MedDRA 2.16.840.1.113883.6.163
B.4.k.7.r.2a Indication in MedDRA Terminology (LLT code) MedDRA 2.16.840.1.113883.6.163
B.5.3.r.2 Sender's Diagnosis / Syndrome and / or MedDRA | 2.16.840.1.113883.6.163

Reclassification of Reaction / Event
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Coding Scheme

Element id Element Name Name OID Reference

A2.r1.3 Reporter's Country Code '(ighs;l_gf Part 1 1.0.3166.1.2.2

A.3.4e Sender's Country Code '(ilgh?;l_gf Partl  1103166.1.2.2

A5.1r.2 Registration Country '(ilgh?;l_gf Part 1 1.0.3166.1.2.2

B.1.5 Sex ISO 5218 1.0.5218

B.1.10.6 Sex of Parent ISO 5218 1.0.5218

B.2.i.0.a2 Reaction / Event as Reported by the ISO 639-2 Code 2.16.840.1.113883.6.100
Primary Source Language

. Identification of the Country Where the ISO 3166 Part 1

B.2.18 Reaction / Event Occurred (alpha-2) 1.0.3166.1.2.2
Identification of the Country Where the ISO 3166 Part 1

B.4.k.2.4 Drug was Obtained (alpha-2) 1.0.3166.1.2.2

B.4.k.3.2 Country of Authorisation / Application SO 3166 Part 1 1.0.3166.1.2.2

(alpha-2)
B.5.5.r.2 Case Summary and Reporter's COMMeNtS | | 639 5 code | 2.16.840.1.113883.6.100

Language
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Element id Element Name

B.1.10.2.2b Age of Parent (age unit)

B.2.1.5b Duration of Reaction / Event (Duration Unit)

B.3.re Unit

B.4.k.2.3.r.4 Strength Unit

B.4.k.4.r.8b Duration of the Drug Administration (Unit)

B.4.k.4r.2 Dose (unit)

B.4.k.5.2 Cumulative Dose to First Reaction (unit)

B.4.kO9.i31b Time Interval petween Begin_ning of Drug Administration and
Start of Reaction / Event (unit)

B.4.k9.3.2b Time Interval between Last Dose of Drug and Start of

Reaction / Event (unit)




Bt EREOARIZDONT

 EZBRD) CHEARBIBNTATOS SIS
7E
- Bft/EsBl 2 A—< v F 451) CCYYMMDD
- B{T/WFRE A1) 20110524
« E2B(R3) TlE74+—< v FDIEH I EHI
- Bft/BRIOLERHICENTIA—T v kX
$£38  CCYYMMDDhhmmss. UUUU [+/-2Zz7]

%ﬁﬁ{b@%ﬁﬁkautfﬁﬁmMEJ&
B 2 3B
B RIEBPVHELDITEET ]
SAAF01TTEOARFREYELLTHEL
512) RIEBHELDFEET ]
- AADIF20110524TEL VDR EFNELYEELLTH
&Ly, 201105(F A1),




Time Zone

o E2B(R3) Tl. Time Zone® AAMHTEE

o Time ZoneZ B X TERIET HIEZE. ANShT-BFREIDEE
e AV RAY D)

- MEHERFE (UTC) LDKBEZEIRT S
- UTCK Y B WIS : +Z[FT=[%+71z22
o UTCK UBLNGE © -Z.Ff=1d-77z22
- BER®DIFZE. +0900

iG5E#H5RE (UTC - Universal Time, Coordinated) &Ix£iHR CEZIZi08R
T HRICEDN X ERZ, XASRAZITIZTESD S6NT ( )
EIFIZER LD, SIHGRDIF (2 L133A391{8926351710EIIRE) I S B
M) ZRFIRFETTEABILTRE LTULS, GNTICEHIF5195841 A 1HOK04 08
Mo BEBBZEFETHD U FLTEH-BZTHS [EREFE]
[Z. GNTEDTHZRAET 51D TEA#] ZEMLEELEOMNUICTH D, B
DAY EEFNTL—F &GV, RO BERMRIIELRLGE>TWLS1=6.
B> THIFIEGNT EUTCIXI00FETHIBHT AT LES, CcOThZEIBLTIC
Mz 36, Thh0. 8 %2BZ 3 LUTCICEAPZEMLT,. GNTENDEZEEE
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http://e-words.jp/w/GMT.html
http://e-words.jp/w/E382B0E383AAE3838BE38383E382B8E6A899E6BA96E69982.html
http://e-words.jp/w/SI.html
http://e-words.jp/w/E58D94E5AE9AE4B896E7958CE69982.html
http://e-words.jp/w/E58D94E5AE9AE4B896E7958CE69982.html
http://e-words.jp/w/E58D94E5AE9AE4B896E7958CE69982.html
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ANEDT—23247
(E2B (R3) MESE)

o A=Alpha : 1% (E TA. 2.r. 1.3 Reporter’ s Countory
Code] IZBWLVTEIEHZ 150316600 — F{ETAAT B3
BREICBEESNSDT—234T, Tjpl ¥ TP] D&
T ITF7FRY FOXRXFEINLFLMEZ G, #
FOI, 71 EWVo=HEXFIXEZLL,

o AN=AlphaNumeric: ZILT77Rvy ., #F. BEXFEE
CCEMTELIXFINIT4—ILEF, NLDFTRIFIZDULVTIE.
W3CHRZE ( ) IZfES5 2 &,

o N=numeric : B#XXITZFE/NMRERRICALNNSGNDS O~
9.E+-" OXFDHZEZTULXFHII4—ILEF, T.1 XA
AAREFZA T, ] (FEATEALN,


http://www.w3.org/

Yes/No/FEHDRIRIZDUNT
. |EBR2  [EBRY)

Yes / No 1 = Yes True = Yesx
2 = No False = No
Unknown 3 = Unknown Null Flavor

* B.4.k.2.5 Investigational Product Bl inded
BESNEEEGRBTSAVEFENTWSIES. COIEHTIETrue=
T4 FELTAAT S

o Null FlavorlZHLITEZEEN TR LD EERE
. %71(3@ﬂ*h‘i&éﬁflﬁﬁi‘ﬁiﬁb‘ﬁﬁfh

o ZE2B(RI)IEBIZNul|l Flavor DFEREMNTRSH

E“é@f %@ﬂ#b?%?étwéﬁwh




Nul | Flavor®FE#E » 1

Code |Name ETE (BER)
No < < = - - = ~ 3
NI informatio ;gtéﬁiﬁttb\iﬁ%’émﬂ'o chImzEH—RBBHIIMET
n [o]
COEHIZODWTOAFARELZIFERIIH 5. TE2HEE. BA
MSK  [Masked BHREEIEFNLUNDOEBHATEEENTDIFRERE LA
BEETRY,
OTH |other ANEREREL S FOEERICEENTULEWMEEZTT,
(fl : ICSRTEAT 53— FAERMNIRE LTULELES)
UNK |Unknown HTIXFESEVGELFTEHATH S,
o [Not COXARTIIH TITFE S EYLENLL,
Applicable| (ffl : BHEDEZEEOREAROBAM)
asky [Asked But EHMAFERAE=-DEOAGL T,
Unknown (f : BEICSR-NEFEIHNSEMOT)
NASK INot Asked C DIEHRDAFITHAA TR,

(Bl : BEICSRENDT)




Nul| Flavor®DF&E#g » 2

Negative
NINF Infinity 8 DR XE,

Positive
PINF Infinity 1E 0D &R K&K,

Temporari |

NAv |) RERATRRBREATFTERVY. HLETAFTELLFRE
Unavailabl |1 %,
e

TRC |Trace FTOTIEGZULA, NESTETHETERERZL,

AVvE—JICEREELLEL, ChIF7Z7TVH5—23rF—4

Np  [Not ATIELEL, AvyE—CRHATOZ 2T, YZAvE—CRN
Present DANZhTINEINEBDERST - OFFEME. RENIICEE

<value xsi:type="IVL_PQ">

<low nul IFlavor="NINF" />

<high value="10" unit="mg/dl” inclusive="false” />
</value>
<{I-—— B.3.r.d2: Test Result (Value and Qualifier) —>
<I— LT 10 mg/dl —>
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M.1.1 Type of Messages in Batch

User Guidance The message type contains information on the type of information being
transmitted. One ICH ICSR batch can contain one or more safety reports
(ICSRs). However, one ICH ICSR batch should contain only one type of
safety report. When creating an ICH ICSR message, the value of this field
should be populated with one of the following five values for Message Type:

Conformance Required
Data Type 11A
OID ich-type-of-message-in-batch-oid
Value Allowed Common ICH code:
ichicsr
Regional codes:
ichicsr = “ICSRs expedited post-marketing report”
cticsr = “ICSRs expedited report from interventional clinical
trials”
psuricsr = “ICSRs non-expedited post-marketing report™
backlogicsr = “ICSR not reported in E2B format in the past”
dsuricsr = “ICSRs non-expedited report during interventional clinical
trials”

Business Rule(s)

One ICH ICSR message can contain one or more ICSRs. However, one ICH
ICSR message should contain only one type of ICSR.
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1) M. 1.1 Type of Messages in Batch

User Guidance The message type contains information on the type of information
being transmitted. One ICH ICSR batch can contain one or more
safety reports (ICSRs). However, one ICH ICSR batch should
contain only one type of safety report. When creating an ICH ICSR
message, the value of this field should be populated with one of the
following five values for Message Type:

User Guidance
HBOEKIZHA-T-ELMEH%E
ANBE=HDHA TR

interventional clinical trials”

N\

Rule(s)

Conformance Required
r Data Type 11A
OID ich-type-of-message-in-batch-oid i
l;’Value Allowed Common ICH code: ‘\
ichicsr
Regional codes:
ichicsr = “ICSRs expedited post-marketing report”
cticsr = “ICSRs expedited report from interventional
clinical trials”
psuricsr = “ICSRs non-expedited post-marketing report*
backlogicsr = “ICSR not reported in E2B format in the past”
dsuricsr = “ICSRs non-expedited report during

/
Eusmess d\

One ICH ICSR message can contain one or more ICSRs. However,

one ICH ICSR message should contain only one type of ICSR.

Data Type
E2B(R3) TREET DT —23247
(BER) Eo20—ILFE

0ID
0IDZ{E 5 ZSX0I1DDESH LK
chd (v3. 01 TIXIROIDD & FFR)

Business Rule
T—3 AN, FEFAvE— R
ICRZED2HEDEDHIRETY

Value Al lowed
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Information boxes like this one have been inserted throughout this Implementation
Guide to emphasise key points and concepts. Pay particular attention to the
information in these boxes.

o Information BoxlZ. ¥z E’J(ﬂ'%’*
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<reference typeCode=" REFR” >
<document classCode=" DOC” moodCode=" EVN” >
<code code=" ADDITIONAL_DOCUMENT” codesystem=" 0. 2. 999. 5. 9” />
<titledA 1.8.1.r.1_1</title>
<{text mediaType= ‘application/pdf’ representation= ‘B64" >
omSJUEdmde9 j44zmMi romSJUEdmde9 j44zmMi r dMDSsWd | Jdks | JR3373 jeu836ed jzMMI jdMD
SsWdlJdks JR3373 jeu83MNYD83 jmMdomSJUEdmde9 j44zmMir. . . MNYD83 jmMdomSJUEdmd
e9j44zmMir6edjzMMI jdMDSsWdl Jdks I JR3373 jeu834zmMir6ed jzMMI jdMDSsWd | Jdks | JR337
eu83==
{/text>
</document>
</reference>
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Revise ICSR BFC preparing for Step 4

Review ISO ICSR Standard
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