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% SUSAR 1E §F S8 %’bjé‘—%—rr'\;'%g \; g = /H'—ﬁi
108.08.08 updated

#+ &£ ICH E2A Minimum Criteria for Reporting / ICH E2B(R3) 3.3.1

Minimum Information 2. F & (5 A A 4F ~ M+ 3F 2 ICH

E2B(R3)# 7% 2 i 3F) :

1. An identifiable patient - Patient (name or initials) Worldwide Unique Case
Identification Number -3%] (" 55 ~ {2 %] ~ 414 p Hp &% & d2

2. An identifiable reporter - Sender’s (case) Safety Report Unique ldentifier
-HFFE L RF R FEER R B

3. An adverse reaction - Reaction / Event (MedDRA code) -7 2 F J& e

4. An suspect product - Medicinal Product Name as Reported by the
Primary Source -¥ 5% % 5% /7 & &/ 5 (drug identification code)

e IR

B2
(Coding)

%;ﬁﬁﬁﬁﬁamé AEEE D UF AR A
-

1. "% % 5 . ATC code ##5(:x—) -

2. 3 Ak skt T oAk SR g sk 8 Fauto-coding (GE= ) 0 F G H
B E7 - A

[ERal

® v %“T%-; T AR A S 2 A 47 0 A ATC code 2 i

IR E S ERATHI R SR ﬁ 4 £ ATC first level anatomical main
group (N—14) 4o

A Alimentary tract and metabolism

B Blood and blood forming organs

C Cardiovascular system

D Dermatologicals

G Genito urinary system and sex hormones

H Systemic hormonal preparations, excl. sex hormones and insulins

J Antiinfectives for systemic use

L Antineoplastic and immunomodulating agents

M Musculo-skeletal system

N Nervous system

P Antiparasitic products, insecticides and repellents

R Respiratory system

S Sensory organs

V Various

® =W ERupLIAREHF LA WHOATC code FALE

;L= CICHE2BR3) R 2 aF&E » B2 4k ke R
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MedDRA #45 o

FERE TR ERLBARR S BEFELT
% 3R 4 A7 W] (A 43R 4 R SR 4 )
AL Lp D i\-

A AE REEG SRR EJERAR)
%225 ¥ b (Phase [ /11)

-H AR RS R (E /)

YV V.V V V

SF) B BE o (2 B/ )
l@»@ﬁg%iﬁﬁ
7 2 F J& Coding

i RAERD UF R AR 2 1 AR > L R RS i

-nn\

¢13\

=

5 % % Coding

o FAERT R ES L AR LR PR

Drug-symptoms Base %%

EZE3WafFLALpe i\.‘)
S

L%

[* &

(2@ * pM et (JEAFPEFEFLT F R M G25)
i * 2384 MedDRA ### (drmedication error ~ drug interaction ¥ )& /% i&
(i A T ’:‘I_ﬁ'&"ﬁ"}'@ 2 eF Bt o

F] 5% M 1237 % (WHO-UMC Causality Assessment)
1. &RFERM?

] &
] %
>
2. B3 FRRAEITIBRFS AT FLLT AR
] &
] %
>
3. AR FHBTFIRTRAERS LR B2 FL?
[ E(FE - 51&ET 51}—‘5 » FAFIE)
OAT it 5 2 # A p TR




O * 4 7§ 8 i1

Q_,pﬁ\a;];;«ja "9573 VACEES 50

O » gt

] %
[] #4
4, BEEEI LE BRE
] &
] %
[] #4
5. E£XTEELILFRER
] &
] %
[] #4
6. AP MTR

A I gz 7(Certain)
¥ 5t (Possible)
% 5% (Unlikely)

7 #p B (Unrelated)

.

oo oo

3% ¥ i (Probable)

TR % 2 (Unclassified)

# 71 (Unclassifiable

A 2 AP B R 0k

K

P e F AR F A

G

ST pd

i

gaz;;;—-ﬁ? [ R e AN _%i-;‘;—‘gf E-mail

NE I

7

SRR R AT 2

R U S S A )
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WL B R AVEE (4o i ¥74)

> .__‘?I%H*%F“ BET|E R Bp R e R g A

FL
2. BEREEF I AR MR > 6F L HTA -
— N F¥= o

SN EA o

SRR AR e

MRS IR E A F R

CERR A LR -W;]?:J/{I’i}!;mp_i:ﬁll&o
- ,ﬂfé?;?é%:ﬁ,k;’\,yﬁgzé‘?fgﬂaﬁ;ﬁ°
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WHO-UMC Causality Assessment

Causality term

Assessment criteria*®

CERTAIN

Event or laboratory test abnormality, with plausible time
relationship to drug intake

Cannot be explained by disease or other drugs

Response to withdrawal plausible (pharmacologically,
pathologically)

Event definitive pharmacologically or
phenomenologically (i.e., an objective and specific
medical disorder or a recognized pharmacological
phenomenon)

Rechallenge satisfactory, if necessary

PROBABLE /
LIKELY

Event or laboratory test abnormality, with reasonable
time relationship to drug intake

Unlikely to be attributed to disease or other drugs
Response to withdrawal clinically reasonable

Rechallenge not required

POSSIBLE

+ Event or laboratory test abnormality, with reasonable time

relationship to drug intake
Could also be explained by disease or other drugs

Information on drug withdrawal may be lacking or

unclear

UNLIKELY

Event or laboratory test abnormality, with a time to drug
intake that makes a relationship improbable (but not
impossible)

Disease or other drugs provide plausible explanations

CONDITIONAL/
UNCLASSIFIED

Event or laboratory test abnormality
More data for proper assessment needed, or

Additional data under examination

UNASSESSIBLE/
UNCLASSIFIABLE

Report suggesting an adverse reaction

Cannot be judged because information is insufficient or
contradictory

Data cannot be supplemented or verified

*All points should be reasonably complied with
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PRI B

1. 2 & F Bk
e MedDRA code

7. RFaEr B

e confounder

2. REARR

o« FAAG R PRELY

8. LB gL ABIM

¢ confounder

w9

CEFMARALPAGE

9. LI HABE AP M
* lack of efficacy

o L4 1IB
4. FHRESHFREN A f2T 10. %%
* resonable possibility
* KRR P testdrug 3
5. AR EL 11. 4p R
e ATC code if possible
6. B 7 HRKARRAIM 12. £ % % SUSAR

* protocol deviation

L FETE RA

® M lanTih Adpii R Y RRESRT SUpk L
- RREEIRLFEHREKTC ISR ESHRBEATR Y DEL

* B]4r @ Drug X + dexamethasone ¢ bortezomib +

dexamethasone

- FUAFDRAFS L DET

ey tm B 2p oLk i I
BE AT REARESE

AR AL A LR ORA RS TR ALY RS
©  Bldet o B 42 interferon 2§k 3% 0 47 UGI

bleeding > 1% % 5 % aspirin > H Ap M fLai® i v € 4

interferon ¥2 UGI bleeding> @ aspirin }| 7] % confoundere

34




AFE ST LF B F A (5 %L 487 )2 ICH E2B(R3) data

elements F AL vt $
¢

KE 3
At L

gV

Eﬁﬁxﬁﬁ?%""i”gim{nﬁ -

AEERL LF RAF L

ICH E2B(R3)

FE-HBETRAZ BERRBLE

1.
#F2pH[RE]

E.i4
Date of Start of Reaction / Event

2.
WRFEp P2 E]

C.l14
Date Report Was First Received
from Source

C.1.5
Date of Most Recent Information for
this Report

3. C.1.2

WAR Y g gR poHp Date of Creation

4. C3

i 3F "F,k (%~ T3~ 232215 | Information on Sender of Case

fa ~ FRAFBHE ~ 2 5k~ 122 BAD) | Safety Report

[ 3] C3.1

o Sender Type

%45 GCP §106 © 3454 324
(Sponsor)JE A Tp Hp B & £ 5%
% F Ju(SUSAR) il 47 1 4 1 M
& -

User Guidance

This data element captures the type
of sender organisation or individual.
In this context, ‘Pharmaceutical
company’includes biotechnology
companies, market authorisation
holders and other manufacturers
required to submit ICSRs.

5. E.i.9
X5 RiR[<H] Identification of the Country Where
B H (B 7 the Reaction / Event Occurred
BN GRS F e~ 2% F ) -
SHEIERATH AR
C.l14

FRHE (4R L BERE) [

Bae

Date Report Was First Received
from Source
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C.1.5
Date of Most Recent Information for
this Report

REZBRAFITR

7. C.5

e LR B Study Identification
Cs5.2
Study Name

8. CSs.lr

s B S BU(A%%E#® ~ | Study Registration

iy ®) e CS5.1rl
Study Registration Number
Cs5.1r2
Study Registration Country

9. Cs53

R A% S 5] Sponsor Study Number

10. D.1

R AR HE] Patient (name or initials)
D.1.1.4
Patient Medical Record Number(s)
and the Source(s) of the Record
Number (Investigation Number)

11. D.5

fEu(F ~4) [ ] Sex

12. D.2.1

A pH(ED P)RERGR) [ Date of Birth

] D.2.2

Age at Time of Onset of Reaction /

Event
13. D.3
BE(2>T) Body Weight (kg)
14. D.4
LB (k) Height (cm)
FEZ AL BT HTHR
15. E.i.3.2
AR RS E[RHEH] Seriousness Criteria at Event Level
AL 7= (p# ~>= R 7)) E.i.3.2a

B. %4 &

Results in Death
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C. B XAMHAB
D. Paigh % Mg

E. #RpAAlRd i pL ilx
R

F.o Hwpd 2 2F (2 £ 284

&2 F )

FAFEE (R iER

=l (& s

—
Ik

E.i.3.2b

Life Threatening

E.i.3.2¢c

Caused / Prolonged Hospitalisation
E.i.3.2d

Disabling / Incapacitating

E.i.3.2e

Congenital Anomaly / Birth Defect
E.i.3.2f

Other Medically Important
Condition

D.9.1

Date of Death

D92r

Reported Cause(s) of Death

B2 R (R LF R
Rk i) [ 5]

S
PLE < B
A"

e

E.i.l

Reaction / Event as Reported by the
Primary Source

E.i.2.1b Reaction / Event (MedDRA
code)

E.i.7

Outcome of Reaction / Event at the
Time of Last Observation

G.k.8

Action(s) Taken with Drug

H.1

Case Narrative Including Clinical
Course, Therapeutic Measures,
Outcome and Additional Relevant

Information

17.
10 H e B 2 S iy

F.r3.4
Result Unstructured Data (free text)

18.

Hu M TR (bl4c B8 6
E’I ~ lrﬁﬁ ~ V}‘ﬁ: ~ c&—,jﬁ‘ 3}13 l]"g ~ _‘/l:i
R TS 2 E)

D.7.2
Text for Relevant Medical History
and Concurrent Conditions (not

including reaction / event)

FERE T Eip N TR

19.

Gkl
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TEN(REE - HBRE IR
Al R R F - A
f278) [% 5]

Characterisation of Drug Role
Gk.2.5

Investigational Product Blinded

Gk.2

Drug Identification
Gk23r

Substance / Specified Substance
Identifier and Strength
Gk23r4

Strength (unit)

Gk4.r7

Batch / Lot Number
Gk4r8

Dosage Text

Gk4.r.10

Route of Administration
G.k.7

Indication for Use in Case
Gk4r4

Date and Time of Start of Drug
Gk4rs

Date and Time of Last
Administration

Gk4r.6

Duration of Drug Administration

D.7.3
Concomitant Therapies

User Guidance

This data element indicates at the
time of the reaction there were
concomitant therapies such as
radiotherapy, drug class, dietary
supplements or other products not
otherwise describable in Section G.
When this data element is set to
‘true’, details should be provided in

the narrative Section H. 1.

In case of concomitant medication(s)
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the structured information on the
medicinal product(s) should be
provided in Section G. In case of
other administered therapies that
cannot be structured in Section G,
then the data element D.7.3 is set to
true and details are provided in the

narrative Section H.1.

D.8.r
Relevant Past Drug History

User Guidance

The information provided here can
also include previous experience
with similar drugs.

D.8.r.1

Name of Drug as Reported
D.8.1.7b

Reaction (MedDRA code)

24.
BELLT VF BT RE

G.k.8

Action(s) Taken with Drug

E.i.7

Outcome of Reaction / Event at the
Time of Last Observation

User Guidance

This data element captures the
action taken with the drug as a result
of the reaction(s) / event(s). The
value ‘1’(Drug withdrawn), taken
together with the ‘Outcome of
Reaction /Event at the Time of Last
Observation’ (E.i.7), describe the

dechallenge.

25.
EHREITINRFERF B

Gk9.i4
Did Reaction Recur on

Re-administration?

Wb I: FlERB G

26. 1% M 28]
FeE4p B (Certain)

Gk.9.1.2.r

Assessment of Relatedness of Drug
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P
%

+

e
At

)
-

1B

it 19 B§  (Probable) to Reaction(s) / Event(s) (free text)
10 B (Possible)

¥ 5c 48 B (Unlikely)
B (Unrelated)

g R RATH =

1.

%6 KR B (GE5% ¥ I~ 3% F EF) in E.i.- REACTION(S)/EVENT(S)
[ 5]

#F % ¥ % (Phase I /II/II/IV) in C.5- Study Identification[& 3 ]
LFRLH SR O[]

O A

O =

O 7 &

HAFHE & A F ATCcode » 4 iE ATC first level anatomical main
group

A Alimentary tract and metabolism

B Blood and blood forming organs

C Cardiovascular system

D Dermatologicals

G Genito urinary system and sex hormones

H Systemic hormonal preparations, excl. sex hormones and insulins
J Antiinfectives for systemic use

L Antineoplastic and immunomodulating agents

M Musculo-skeletal system

N Nervous system

P Antiparasitic products, insecticides and repellents

R Respiratory system

S Sensory organs

V Various
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