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M.1 — ICH ICSR Batch Header \

M.1 — ICH ICSR Batch Header

M.1.1 — Type of Messages in Batch
M.1.4 — Batch Number

M.1.5 — Batch Sender Identifier
M.1.6 — Batch Receiver ldentifier
M.1.7 — Date of Batch Transmission

M.2 — ICH ICSR Message Header

1 n M.2.r.4 — Message Number

M.2.r.5 — Message Sender Identifier
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M.2.r.7 — Date of Message Transmission
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A.1 Identification of the case safety report

A.1 Identification of the case safety report

A.1.0.1 — Sender’s (Case) Safety Report Unique Identifier

A.1.3 — Date of this transmission

A.1.4 — Type of report

A.1.6 — Date report was first received from source

A.1.7 — Date of the most recent receipt information for this report
A.1.8.1 - Are Additional Documents Available?
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A.1.11 Other Case Identifiers in Previous Transmission
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A.1.8.1.r.1 — Documents Held by Sender
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A.2.r.1 — Primary Source
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A.3 — Sender

A.3.1 — Sender Type
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A3.3a — Sender’s Department
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A.4.r — Literature References

A.4.r.1 — Literature Reference(s)
A.4.r.2 — Included Documents
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/ A.5 Study Identification

A.5 Study ldentification

A.5.2 — Study Name
A.5.3 — Sponsor Study Number
A.5.4 — Study Type Where Reaction(s) / Event(s) Were Observed

0..n A.5.1 — Study Registration

A.5.1.r.1 — Study Registration Number

K A.5.1.r.2 — Study Registration Country
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iR Ab51r.2 Study registration country
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B.1 - Patient Characteristics —\

B.1 - Palieni Charactaristics

B.1.1 — Patient {name or initials}
B.1.1.1a - Patient Medical Record Mumber{s) and the Sourca(s) of the Record Mumber (GP Medical Record Humber)
B.1.1.1b - Patient Medical Record Mumber{s) and the Sourca(s) of the Record Mumber {Specialist Recaord Mumberj

B.1.1.1c - Patient Medizal Record Mumber(s) and the Source{s) of the Record Mumber (Hospital Record Mumber)

B.1.1.1d - Patient Medical Record Mumber(s) and the Sourcals) of tha Record Mumber {Investigation Mumbsar) o
R WEOEE
B.1.4 = Helght {cm}

BA15 - Sex

B.1.6 - Last Menstrual Period Diate f~ L
B.1.7.2 — Text for Relevant Medical Histary and Concurrent Conditions (nat including reaction | ewvent} d’
B.1.7.3 - Concomitant Therapias
B.1.9.1 - Date of Death

B.1.9.3 - Was Autopsy Done?

B.1.2 Aga Information

0.1 BA1.21 ~ Date of Binth

B1.2.2a — Age al Time of Onsel of Reacton ! Event (value)

B1.2.2b — Age at Time of Onset of Reaction | Event (unit)

B.1.2.21a - Gestation Pericd When Reaction | Event Was Observed in the Foatus (value)
B.1.2.2.1b — Gestation Pericd Whan Reaction ! Event Was Observed in the Foatus (unit)
B.1.23 - Patient Age Group (A3 par reporier)

B.1.7.1.r — Structured Information on Relevant Medical History

o..n BT rat = MedDRA Version for Medical History

B.1.7.1 a2 - Structured Madical History Information (disease { surgical procedura ¢ et}
B.1.7.1.r.c—Start Date

B.1.71.r.d — Continuing

BATArf — End Dale

B.1.71.r.g - Comments

B 1710 = Family Higlary

B.1.8r - Relevant Past Drug History

L=
=

B.1.5.r.a0 - Mame of Drug a5 Reparted
B.1.8.r.a1 - Medicinal Product Idantifiar (MPIO}
B.1.8.r.82 — MPID Version Date ! Number

B 1.8 a3 - Pharmacautical Produet ldentifier (PhPID)
B 1.6 rad - PhPID Version Date ! Mumber
B.1.5rc - Star Date

BA.Gre — End Date

B.1.8.rf.1 — MedDRA Version for Indication
B.1.8.rf.2 - Indication

B.1.8.rg.1 - MedDRA Version for Reaclion
B.1.8.r.9.2 — Reaclion

B.1.9.2.r — Reported Causea(s) of Death

0..n B.1.8.2.ra MedDRA Version for Reported Cause(s) of Daalh
B.1.9.2.0.01 Reported Causals) of Death (MedDRA code)
B.1.5.2.0.02 Reported Causa(s) of Death (free taxt)

C Continued on Next Page )
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B.1 - Patient Characteristics

Continued from Previous Page )

B.A1.94.r - Autopsy-determined Cause(s) of Death

B1.8.4.ra MedDRA Version for Autopsy-determined Causeis) of Death
B.1.8.4. b1 Autepsy-determined Cause{s) of Death (MadDRA code)
B1.2.4.rb2 Aulopsy-determined Causeis) of Death (fres taxi}

B.1.10 = For a Parent-Child / Fetus Report, Information Concarning the Parent

BEOEE
Tl

B.1.10.1 — Parant ldentification

B.1.10.3 - Lasl Menstrual Perlod Date of Parant
B.A.10.4 = Body Welght (kg of Parent

E.1.10.5 = Height (cm) of Parent

BE.1.10.6 - Sex of Parent

B.1.10.2 — Parent Age Information

B.1.10.2.1 — Date of Birtth of Par=nt
0.1 B.1.10.2.2 - Age of Parent

B.1.10.2 2a — Age of Paranl {aga value)
B.1.10.2.2b - Age of Parent {age unit)

B.1.10.7 - Relevant Medical Histery and Concurrent Conditions of Parant

B.1.10.7.2 - Text for Relavant Medical History and Concurrent Conditions of Parent

B.1.40.7.1.r - Structured Information Parent

0..n B.110.7. 1 r.a - MedDRA Version for Parant Madical Hstory
B.A10.7.1.ra.2 - Structured Information {disease / surgical procedurey ets,)
B0 1re — Starl Date

B.1.10.7.1.rd — Continuing

B.1.10.7.1.rf — End Date

B.1.10.7.1.r.g — Comments

BE.1.10.8 — Relevant Past Drug History of Parent

B_1.10.8.r.al — Name of Drug as Reportad
B.1.10.8.r.a1 — Madicinal Product |dentifier {MPID)
B.1.10.8.r.a2 - MPID Version Date / Numbear
B.1.10.8.r.a3 - Pharmaceutical Product Identifier (PhPID}
B.1.10.8.r.ad — PhPID Version Date / Mumber
B1.10.8rc — Start Date

B1.108re — End Date

B.1.10.8.r.01 - MedDRA Version for Indication
B.1.10.8.r.02 — Indication

B.1.10.8.r.5.1 = MedDRA Version for Reaction
B.1.10.8.r.9.2 — Reactions (If any and known)
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RIBH®ES |R2IEEEHS HEA =3
EJpS3) B.1.7.1.r.h Family history
iR B.1.7.3 Concomitant therapies
R B.1.8.ral MedID (MedID)
iR B.1.8.r.a2 MedID (Version date)
ESip3) B.1.8.r.a3 PhPID (PhPID)
R B.1.8.ra4 PhPID (Version date) .
3 | B.1.10.8.ral MedID (MedID) MSRdE
#$#H | B.1.10.8.ra2 MedID (Version date)
##H | B.1.10.8.r.a3 PhPID (PhPID)
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B.1E A R4

B.1.1 Patient (name or initials)

User Guidance

It is important that this field is populated. The identification of the patient
might be prohibited by certain national confidentiality laws or directives. The
information should be provided when it is in conformance with the
confidentiality requirements. This also applies to medical record number(s)
(B.1.1.1).

Conformance Required
Data Type 60AN
OID None

Value Allowed

Free text
nullFlavdr: MSK, ASKU, NASK, UNK

Business
Rule(s)

e

o|f the initials of the patient are unknown to the sender, this fieldm"ﬁe*rcn\
blank with nullFlavor = UNK.

oIf the initials are known to the sender but cannot be transmitted due to data
privacy requirements, this field should be left blank with nullFlavor = MSK.
ePlease see Section 3.3.6 for further guidance on the use of nullFlavor to
describe missing or non-transmitted information.

——
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B.2 BI{EHBEFEZR

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

N

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

B.2.i.0.a — Reaction / Event as Reported by the Primary Source in Native Language
B.2.1.0.b — Reaction / Event as Reported by the Primary Source for Translation
B.2.i.1.a — MedDRA Version for Reaction / Event

B.2.i.1.b — Reaction / Event in MedDRA Terminology

B.2.i.2.1 — Term Highlighted by the Reporter

B.2.1.2.2 — Seriousness Criteria at Event Level

B.2.i.3 — Date of Start of Reaction / Event

B.2.i.4 — Date of End of Reaction / Event

B.2.i.5a — Duration of Reaction / Event

B.2.i.5b — Duration of Reaction / Event (duration unit)

B.2...6 — Outcome of Reaction / Event at the Time of Last Observation

B.2.i.7 — Medical Confirmation by Healthcare Professional

B.2.i.8 — Identification of the Country Where the Reaction / Event Occurred
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RIBEEHES | RRIEEES [HE4A "%
XAF—F B2i0al |B2i0 Reaction / Event as Reported by the Primary Source in
v e o Native Language
. Reaction / Event as Reported by the Primary Source
##R B.2.i.0.a2 Lanquage
. Reaction / Event as Reported by the Primary Source for
ek B.2.1.0.b Translation
g Boing |FIER/ AEERNOMedDRAREE (PT) DMedDRA/N—3
il B B.2.i.2.b [BIfER " BAEFEERDMedDRAA:E (PT)
AR B.2.i.2.2 Al152 [ICESLD
R ERzEEHNTID
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B E) B.2.i.7.2b I 3 !
R B.2.i.7 A.1.14 E%E’Jl fiE 22 éint;b\'?
%748 B2i8 Identification of the country where the reaction/event

occurred
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B.2.i.0 FRENT=&I{F R IFHR

 B.2.i.0.al Reaction/ Event as Reported by the Primary
Source in Native Language

— 15'];5 BARDEFZBIIMNEMNTDEETOICDIEBILEREE
0,

 B.2.i.0.a2 Reaction/ Event as Reported by the Primary
Source Language

- HEZIKEEOD%’SIZJ:,JPN’éJUI’Lé(EI%IiZ#ﬁff . BaalsDT3HD
85 )

« B.2...0.b Reaction/ Event as Reported by the Primary
Source for Translation
- BHIEMNTSHIEE . ERMIREREEREICT HIEE
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B.2.1.8 ldentification of the country
where the reaction/event occurred

« Safety report IDDT=HD

el [ANY o

Safety report IDE§E 1
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—DOFE: AFE A1) XIFHEEFE(A1.2)+
TEDBEA+TENFELRID
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B.3

BEDZHICEHAETIRER

MLEDFER

ﬁ3 — Results of Tests and Procedures Relevant to the Investigation of the Patieh

0...n

B.3.r — Results of Tests and Procedures Relevant to the Investigation of the Patient

B.3.r.b — Test Date

B.3.r.c.1 — Test Name (free text)

B.3.r.c.2 — Test Name (MedDRA code)
B.3.r.c.3 — Test Name (MedDRA Version)
B.3.r.d1 — Test Result (Code)

B.3.r.d2 — Test Result (Value / Qualifier)
B.3.r.e — Unit

B.3.r.f — Result Unstructured Data (free text)
B.3.r.1 — Normal Low Value

B.3.r.2 — Normal High Value

B.3.r.3 — Comments (free text)

B.3.r.4 — More Information Available

\_

RIEEHE= |RZIEE&ES 'HE A 55
iR B.3.r.c2 Test Name (MedDRA code)
EIBo B.3.r.c3 MedDRA version for test name
iR B.3.r.dl B.3.r.d1 Test Result (Code)
iR B.3.r.d2 Test Result (Value and qualifier)
i B.3.r.3 Comments (Free text)
BilBR B.3.2 |ZHICEAEIIBRERVLENIHER
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B.3 BEDIZHICEHET 2RER
UL EDFER

*B.3.r.c2 Test Name (MedDRA code)
*B.3.r.c3 MedDRA version for test name

— BEREBERAIZEMedDRAZFEAHT H(EXRDT)—TFAMELHY)

*B.3.r.d1 Test Result (Code)
1 = Positive
-2 = Negative
3 = Borderline
*4 = |nconclusive

*B.3.r.d2 Test Result (Value and qualifier)
HWEDT—RGEETRBRG T —ATIXEWVGEICANT S

*B.3.1.f Result Unstructured Data (free text)
BERGEDEEICHERT D

*B.3.1.3 Comments (Free text)

-BHEEEIE. B.1.7.3(R.3THIR) IZEHABIEH
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B.4 — Drug(s) Information

B.4.k — Drug(s) Information

B.4.k.1 — Characterization of Drug Role

B.4.k.2.1.1a — Medicinal Product Identifier (MPID)

B.4.k.2.1.1b — MPID Version Date / Number

B.4.k.2.1.2a — Pharmaceutical Product Identifier (PhPID)

B.4.k.2.1.2b — PhPID Version Date / Number

B.4.k.2.2 — Medicinal Product Name as Reported by the Primary Source
B.4.k.2.4 — Identification of the Country Where the Drug Was Obtained
B.4.k.2.5 — Investigational Product Blinded

B.4.k.3.1 — Authorisation / Application Number

B.4.k.3.2 — Country of Authorisation / Application

B.4.k.3.3 — Name of Holder / Applicant

B.4.k.5.1 — Cumulative Dose to First Reaction (hnumber)

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

B.4.k.6a — Gestation Period at Time of Exposure (number)

B.4.k.6b — Gestation Period at Time of Exposure (unit)

B.4.k.8 — Action(s) Taken with Drug

B.4.k.11 — Additional Information on Drug (free text)

B.4.k.2.3.r — Substance / Specified Substance Identifier and Strength

0..n B.4.k.2.3.r.1 — Substance/ Specified Substance Name
B.4.k.2.3.r.2a — Substance/Specified Substance TermID

B.4.k.2.3.r.3 — Strength
B.4.k.2.3.r.4 — Strength Unit

B.4.k.2.3.r.2b — Substance/Specified Substance TermID Version Date / Number

B.4.k.4.r — Dosage Information

0..n B.4.k.4.r.1 — Dose (number)

B.4.k.4.r.2 — Dose (unit)

B.4.k.4.r.4 — Number of Units in the Interval

B.4.k.4.r.5 — Definition of the Time Interval Unit
B.4.k.4.r.6 — Date and Time of Start of Drug

B.4.k.4.r.7 — Date and Time of Last Administration
B.4.k.4.r.8a — Duration of Drug Administration (number)
B.4.k.4.r.8b — Duration of Drug Administration (unit)
B.4.k.4.r.9 — Batch / Lot Number

B.4.k.4.r.10 — Dosage Text

B.4.k.4.r.11 — Pharmaceutical Dose Form

B.4.k.4.r.11.1 — Pharmaceutical Dose Form (free text)
B.4.k.4.r.11.2a — Pharmaceutical Dose Form TermID

n B.4.k.4.r.11.2b — Pharmaceutical Dose Form TermID Version Date / Number

B.4.k.4.r.12 — Route of Administration

..n B.4.k.4.r.12.1 — Route of Administration (free text)
B.4.k.4.r.12.2a — Route of Administration TermID
B.4.k.4.r.12.2b — Route of Administration TermID Version Date / Number

B.4.k.4.r.13 — Parent Route of Administration
(in case of a parent child / foetus report)

..n B.4.k.4.r.13.1 — Parent Route of Administration (free text)
B.4.k.4.r.13.2a — Parent Route of Administration TermID
B.4.k.4.r.13.2b — Parent Route of Administration TermID Version Date / Number

C Continued on Next Page )
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B.4 — Drug(s) Information

< Continued from Previous Page )

B.4.k.7.r — Indication for Use in Case

B.4.k.7.r.1 — Indication as Reported by the Primary Source
B.4.k.7.r.2a — Indication in MedDRA Terminology (version)
B.4.k.7.r.2b — Indication in MedDRA Terminology (LLT code)

B.4.k.9 — Drug-reaction(s) / Event(s) Matrix

B.4.k.9.i.1 — Reaction(s) / Event(s) Assessed

B.4.k.9.i.3.1a — Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (number)

B.4.k.9.i.3.1b — Time Interval between Beginning of Drug Administration and Start of Reaction /
Event (unit)

B.4.k.9.i.3.2a — Time Interval Between Last Dose of Drug and Start of Reaction / Event (number)
B.4.k.9.i.3.2b — Time Interval Between Last Dose of Drug and Start of Reaction / Event (unit)
B.4.k.9.i.4 — Did Reaction Recur on Re-administration?

B.4.k.9.i.2.r — Assessment of Relatedness of Drug to Reaction(s) / Event(s)

0..n B.4.k.9.i.2.r.1 — Source of Assessment
B.4.k.9.i.2.r.2 — Method of Assessment
B.4.k.9.i.2.r.3 — Result of Assessment

‘ B.4.k.10 — Coded Drug Information

‘ B.4.k.10.r — Additional information on drug (Coded)
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B.4EZ i EHR

RIIEE &S R2ZIEE®HS | EHB4 i5%&
R B.4k21.1a MedID
R B.4k.2.1.1b MedID (version date)
R B.4k2.1.2a PhPID
HiR B.4k21.2b PhPID (version date) M5
iR B.4k.2.3.r.2a Active Ingredient TermID
iR B.4k.2.3.r.2b Active Ingredient TermID (version date)
if B.4k23.r.3 Strength (number)
ESiP S B.4k2.3.r4 Strength (unit)
23 B.4k5.3 S EER SR
iR B.4k4r11.2a Pharmaceutical Dose form TermID
iR B4kd4r11.2b Pharmaceutical Dose form TermID (Version date)
R B.4k4ri12 Route of administration (Header)
b3 B.4k4.r.122a Route of administration TermID M5
b3 B.4k4.r12.2b Route of administration TermID (Version date)
iR B.4k4r13.2a Route of administration TermID
il B.4k4r.13.2b Route of administration TermID (Version date)
iR B.4k.7.r.1 drug indication as reported by the primary source
HIlBR B4k18.1a | FHEMRDEMER HEFEZRNDMedDRA/N—T 3L
Bilf& B4k18.1b | FHEXZRDEIERA AEER
iR B.4k.9.i.1 Reaction(s) / Event(s) Assessed B.4k9.rTai
X0 B.4k.9.i4 B.4k17.1 BES5TRMERIZIERLIAN? BA
HIBR B4k172a | BEL-EIER " BEERDMedDRA/N—T3Y
Bl B4k172h [B4k1711TMHXINIDIBEE FORIVER A/ EEEZMAEBREII-A2
EADST] B.4.k.10.1.r Additional information on drug (coded)
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B.4k23.r.3 Strength (number)
B.4k23r4 Strength (unit)

EEFRIFDOGEEGERPZEICHTEZANT HIEAATEE

(275> 7=
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B.4k4dr EEIN-REEFH
B.4k4rl #‘E=ED

B.4k.4r2 k5= (BfHI)
HIl bR HE% 5B
B.4k4rd HERRBERIE
B.4k4r5 H5RERODER

B.4k4r6 EEXEmSOEL5RIBAE
B.4kd4r7 EEXEHOEERTH
B.4.k.4r8 EEMEEHM
B.4k.4.r9 /\yF /OVREE
B.4k4.r10 ¥®¥5E%x7iLiBIER

1812 mg. 1H3[A] 1H50 mg
2 6 o0
mg mg mg
8 1 1
A< il H H
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B2, B.ADEE: X

B2 BMERA " EBFEEZR
?}+<auywﬁﬁw&amBQWﬁ/ﬁ%$gﬁﬁ$Twﬁﬁﬁﬁ

)%&B4Eﬁﬁﬁﬁ
B4k3 /N\yF /OvrES
B4k5s BElbtINnf-1RE5E=1EH
B4k6 ¥E5E=FRI LM IEHR
BAk11 EEHITCHOEESFERAER
B4k13 EERZEMIGCEMERA AEERERIRNFEFTCORMEER
B4k17.1 B 5 TRERIIEHRL-N"?

—O<| B4k22 FHEYMEO—HEL

—O< B.4k.17.2 IBAKI17T1ITINILMDEBES . EDRIER/ &
EEZNBRLEN?

—O< B4k18 EELRLEER AEELRORAEMIEZ

—< 1 to many relationship
—O< 1to (0 or many) relationship 40
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)}% B2 BlVEA. HESX

)% B.4 X5 I54R

—O<\ B4k23r EEMED—HEE

—O< BAk4r BEilbSn-ix 52158
B4k4rl- 520D I1EH
B4k4r9 /N\yF /OVLES
B4k4r10 BE5EEZKRIEERIEH

—O< BA4kTr EFTOERESFHAER

B4k9i EEMEEMER EHEERDODTINIIR

B.4k9.il1 FEXMFZDEIMER EEEZR

B.4k9.i3 EEMZEEMNCEMER BEFEERREEET
o B fEl il

B4k9.i4 BRETEMEAITER LM

.

—+< 1 to many relationship ‘—O< B4k9.i2r EFEREEMERAFBEER
DOERRE R

—O< 1to (0 or many) relationship
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EXmA RE5H®HA BE®RTH Br5E ERER

EEmA 2010F1A1H | 2010%1H30H 10 mg SMME
2010F2H1H |20105F2H28H 20 mg = MmE

B.4 3k

EEmA EEmA

BER®RH 201051 A18
BE#®TH 201051 H30H

BREE 10 mg
FHRER S I
EXmB EFEmA

B5MEHA 2010%E2H1H
BE®TH 201052 H28H
BrEE 20mg
EHER = ImE




515

EXEmA BER%HE BE#®TH BrE=E FEAER
EXEmA 2010%F1HA1H | 2010%1H30H 10 mg = M E
2010F2H1H |2010%F2H28H 20 mg S MmE
5%

B.4 B.4k4 fE&ILEN-R 5 EEH

EEmA EZERA BER%BHE 201051 H1H
BE®TH 2010551 A30H
BrEE 10 mg
BERM%B A 2010%E2H1H
BE®TH 201052 H28H
BrEE 20mg
B.4k.10 FEEFI COEE RFEFAER
SEHER = MmE
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% FHIE

EXEmA BE5M®H BEKTH B5E FHER
EXEmA 201151 H1H | 2011518308 10 mg SMME, ODF-%E
5%
B.4 B.4k4 fE&ILEN-R 5 EEH
EEmA EZERA BRER%AE 201151 81H
BE®TH 201141 H30H
BE=E 10 mg
B.4k7 EFTHEERFEHER
FEHER = MmE
FERER DAE
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1l

&l 1EFHA &l 1EFB

EEEA

BB S~

B.4k9.i.2r EELEEMEAEFZTERODARE R

B.4k9.i.3 EELKREMNCEER EBFFREREFEEZTOH
B il ] B

B.4k9.i.4 BERETEMERITEBRLE=N"?
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EE MG EEMEARIRE TOREER
FFIEE BIEE
EFERA RE5RWRIBAERFEIER R ERIR7THE IR
EFEMB 5 RSB R FHIR I ERIROBH & FKIR
K
B.2
EER BEEER% FriEsE
B.2.i.7. 15 E DR EMNSBIE AR IV E TORHEIHERE 3A? 507
gER  BEER% FEE
B.2.i.7. 15 E DX EMN SBIE AR IR E TORMHEIHERE 7H? 9H?
B.4
EERA EES A
B.4.k.13EZE L NDHERAENSEIMEARITE COBEIMIE 3H? 7H?
EEmRA EFEMS B
B.4.k.13EZE L NDH SN SEIMERARITE COBREIMIE 5H? 9H?
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EE MRS EEMVEARIREFTOEERERR

FiEZE (ID=1) BlEE (ID=2)
EEmA x5 RIR3A®RFAEE 5B TAERREIR
EEEmB H5RIGSREFR 5 RIm9R & FEIR
S&
EE JE EXEMA
B4k9i ERRBEEER BFEERDODIMIVIR
B.4k.9.i.1 Reaction(s) / Event(s) Assessed 1 (FFEEZEADID)
B.4k9.i3 EXEGEEMLEIMERARIREFTORREMME | 38
B.4kJ9.i.1 Reaction(s) / Event(s) Assessed 2 (BEFOID)
B.4k9.i3 EXEGEEMSEMERARREFTORREMME | 7H
EXEnA EXEMB
B4k9i ERBEEER BFEERODIMIVIR
B.4k.9.i.1 Reaction(s) / Event(s) Assessed 1 (FFEZFADID)
B4k9i3 EXMIXREMNSEMWERRRITORMEMEMRE | 58
B.4k.9.i.1 Reaction(s) / Event(s) Assessed 2 (EEFOID)
B4k9i3 EXMIXREMNSEWERRRITORMEMEMRE | 98
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mEBMER. B35

il

X IDPSEJEEREA

FiEE (ID=1)

FEE (ID=2)

EFESA E=fh:HY |TXE:HY E&h: A~ |1X:HY
EZEmB Eeh:ZL  |[fX:GL | EE:HY | X FH
B4 %i&
EXnA EEMA
B4k9i EEMEEMER " EFEBROIN)YIX
B.4k.9.i.1 Reaction(s) / Event(s) Assessed 1 (FFEEADID)
B.4k.9..2.1 FFEDIFHRIR ES:TH
B.4k9..23 FHE#ER »HY
B.4k9..2.1 FHEDIFEHIR yfaf S
B.4k9..23 FHE#ER »HY
B.4k.9.i.1 Reaction(s) / Event(s) Assessed 2 (BREFNID)
B.4k9..2.1 FHEDFEHIR = A
B.4k9.i2.3 FFl#ER T~H
B.4k9.i.2.1 FHEDIFEHIR 3%
B.4k9..2.3 FHE#ER HY
EXAA EERB
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JL = 2

3 5

T T

FFiEE (ID=1)

ZFEE (ID=2)

EEMA BR5SLEEHY BIRELEABEHRLGL
EFEmB BiIRELI=-NEHRLL BERELBE»Y
B4 fEtE

EER4 EERA

B4k171 BIRETEMERITERLEZMN? [ZLy?

B.4.k.17.2B.4k.17.1 TlHILMDIFZE. EDRIER"EE | FEE
EZHNBRLEEN?

EEmb

E&mB

B4k17.1 B 5ETEMERIIBRL=MN"?

[Elr?

B.4.k.17.2B.4k.17.1 TlILVDIFZFE. EDRIER"EE | BEE
FEXNBRERLEN?
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FiEE (ID=1) BlEE (ID=2)
EEmA HiES5LEREHY BEELENBRLGL
EEEmB BixSLE AERGL |BESLEBHEHY
B4 Si&
EE JE EXEMA
B4k9i ERRBEEER BFEERDODIMIVIR
B.4k.9.i.1 Reaction(s) / Event(s) Assessed 1 (FFEZFADID)
B4k9.i4 BIRETEMWERIERLzN? [
B.4kJ9.i.1 Reaction(s) / Event(s) Assessed 2 (BEFOID)
B4k9.i4 BIRETEMWERIERLzN? YAV
EXEnA EXEMB
B4k9i ERBEEER BFEERODIMIVIR
B.4k.9.i.1 Reaction(s) / Event(s) Assessed 1 (FFEZFADID)
B4k9.i4 BIRETEMWEREIERL:zN? AIAVS
B.4k.9.i.1 Reaction(s) / Event(s) Assessed 2 (EEFOID)
B4k9.i4 BIRETEMWEREIERL:zN? (L
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B.4.k.10.1.r Additional information

on drug (coded)
BERE5FEDIEREANSIEE EHERTHE)

— 1 = Counterfeit

— 2 = Overdose

— 3 = Drug taken by the father

— 4 = Drug taken beyond expiry date

— 5 = Batch and lot tested and found within specifications
— 6 = Batch and lot tested and found not within specifications
— 7 = Medication error

— 8 = Misuse

— 9 = Abuse

— 10 = Occupational exposure

— 11 = Off label use
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B5 — Narrative Case Summary and Other Information

B5 — Narrative Case Summary and Other Information

B.5.1 - Case Natrrative Including Clinical Course, Therapeutic Measures, Outcome and
Additional Relevant Information

B.5.2 — Reporter's comments

B.5.4 — Sender’s comments

B.5.3 — Sender’s Diagnosis

B.5.3.r.1 —-MedDRA Version for Sender's Diagnosis / Syndrome and / or
Reclassification of Reaction / Event

B.5.3.r.2 - Sender's Diagnosis / Syndrome and / or Reclassification of
Reaction / Event

B.5.5 — Case Summary and Reporter's Comments in Native Language

B.5.5.r.1 Case Summary and Reporter's Comments Text
B.5.5.r.2 Case summary and reporter's comments language

RIIBREE

R2ZIEE &S

IHR4%

R

i

B.5.5.1

Case summary and reporter’s comments text

R

B.5.5.2

Case summary and reporter’s comments language
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B.5.5 Case Summary and Reporter’s
Comments in Native Language

ERALE!
RDEHIZE

HEFEESYB.5.1%HE(H,

ILTWBSLSNNDEREZER

ZNOE")

2ZEREFIT HEEIL.

19 B ¢ET

=1
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ACK.M - ICH ICSR Batch Acknowledgement Header

ACK.M — ICH ICSR Batch Acknowledgment Header

ACK.M.1 — Acknowledgment Batch Number

ACK.M.2 — Acknowledgment Batch Sender Identifier
ACK.M.3 — Acknowledgment Batch Receiver Identifier
ACK.M.4 — Acknowledgment Date of Batch Transmission

ACK.A.1 — ICSR Batch Number

ACK.A.2 — Acknowledgement Local message Number
ACK.A.3 — Date of ICSR Batch Transmission
ACK.A.4 — Transmission Acknowledgement Code
ACK.A.5 — Batch Validation Error

ACK.B.r — ICH ICSR Message Acknowledgement Header

ACK.B.r.1 — ICSR Message Number

ACK.B.r.2 — Local Report Number

ACK.B.r.3 — ICSR Message ACK Receiver

ACK.B.r.4 — ICSR Message ACK Sender

ACK.B.r.5 — Date of ICSR Message Creation

ACK.B.r.6 — Acknowledgment Code for a ICSR Message
ACK.B.r.7 — Error / Warning Message or Comment

—

55



RIEEHES | RRZIEEES | IEE4
ACKM M.1 ICSR Aytz—IAwi
il pe M.1.1 Ayt—DIELE
HilB& M.1.2 Ayt—UFH/N—Day
Bl Bs M.1.3 Iyt—TERN)—REF
ACK.M.1 M.1.4 Acknowledgement Batch Number
ACK.M.2 M.1.5 Acknowledgement Batch Sender Identifier
ACK.M.3 M.1.6 Acknowledgement Batch Receiver Identifier
ACK.MA4 M.1.7b Acknowledgement Date of Batch Transmission
ACKA1 A11 ICSR Batch Number
ACK.A2 A1.2 HBRAYE—FS
T A13 ICSRAYE— R (EE AT
1| pa A1.4 ICSRAYE—L Z{EE AT
ACK.A.3 A.1.5b ICSRAYtE— Bt
ACKA4 A.1.6 (iR fEERILZEO—F
ACK.A.5 A7 Batch Validation Error
ACK.B.r.1 B.1.1 ZEMHREHEAF
HIl R B.1.2 BEMHREN—DaVES
ACKB.r.2 B.1.3 HESAHREES
AllBR B.1.4 R L BOEMHRSTES (A1.10.1)
Al R B.1.5 Z DD EEEDEHFIHEES (A1.10.2)
Al B B.1.7b AmEDRFIFHRAFH(ALT)
iR ACK.B.r.3 ICSR Message ACK Receiver
iR ACKB.r.4 ICSR Message ACK Sender
iR ACK.B.r.5 Date of ICSR Message Creation
ACK.B.r.6 B.1.8 WEICHTLEFILEFEI—K
ACKB.r.7 B.1.9 I5—Avyt—I NI =B

56



ICH ICSRIEZZILZ A vtE—

Batch Sender

7

ICSR Batch
M.1.4

M.1.5

-

Batch Receiver

M.1.6

ACK Batch
Receiver
ACK.M.3

J

(&

Organisation that is
submitting the ICH
ICSR

3

ICSR ACK
ACK.M.1

Validation

ACK Batch
Sender
ACK.M.2
J

[fﬁ

Organisation that is
receiving the ICH
ICSR
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ACK.A4 {oEMERLEZI—F

AC K A4 Transmission Acknowledgement Code

A code to inform the sender of the submitted ICH ICSR

| 01= T RTOHFENT—FIR—X|Z
FmARAFENT-,

1-02 = ICSRITS—, T—RN—X|Z
SARAENLGI-FHENH S, B
*SBIHE,

- 03= SGMLEZHfrIo—, T—2I&
Fof-<HmEIniEh o=,

User batch whether to re-send the entire transaction, or to

Guidance | review the remainder of the acknowledgement to determine
which ICSR messages are specifically cited.

Conforma | Required

nce

Data Type | 2A

OID None

Value AA — Application Acknowledgement Accept (message <«—]

Allowed successfully processed)
AE — Application Acknowledgment Error (error detected, ™|
error response has additional detail)
AR — Application Acknowledgment Reject (parsing error, «
no data extracted)

Business

Rule(s)
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ACKB.r.6 R&EITx9 SR ILEI—F

ACK.B.r.6 Acknowledgement Code for a ICSR Message

An indication of whether or not the ICH ICSR message

—— O1=3RE DFHAIAH LI
—— 02=3R 5 DA A A KX

User was successfully processed by the receiving

Guidance application.
A value of CR indicateds that the ICSR contains at
least 1 fatal error that prevents the ICSR from being
loaded.

Conformance | Required

Data Type 2AN

OID None

Value eCA — Commit Accept (the ICSR message succegsfully

Allowed loaded)
eCR — Commit Reject (the ICSR message contains «—
fatal error that prevents the ICSR from being loaded)

Business

Rule(s)
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