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RiERERIEZHEERD  BEABAERABZGE - SEETEEM
KAEHREEZmMARKE ( Suspected Unexpected Serious Adverse
Reaction, SUSAR ) FETE;ZE AR AN B EEHEED -

585 R B BP0 (CDE) RIE R REM BB E (TFDA) BY T B R EE RS 17
Eﬁ%ﬁm R B TFDABHZE Py 8.5 B RS M SUSARIE SRR 5 2 S5 1
f -
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ATERmEEMARRIE ( SUSAR)

wFa M =IERE:
W fHEE (Causality) : Ealig%miE - FEBASEZMHEENK -

B &E (Seriousness) : EBRFE NI Z1BR
1.38TC -
2. REn -
3SR KA MR -
4. B R TR MR -
5. 82X mAFBREERRAEBRERE -
6. EftOsE EMKAUEEZMEES -

W KRFEEA (Unexpected) : EmARKRBEARENEmEMX G LLEH - AT HEBLIAR
RENAESBREEEGMNER - IREMBEMNXHE EEXRZEEZER - JAEFAF
fit ( Investigator's Brochure ; IB) ; B EZmAIa] AL ENBEREAM 25RAS -

= @A ABREREERDPIL

: ; 48
Center for Drug Evaluation, Taiwan

N



4
i
) <IT
i
5

AR =y

ROBSMEBEMBEEZEMA EREmEMBEEZAEEREH

RI1EH - WIEA B 1500 B4 5l B 4% ZRHE - WWIEREEEBEmR -
BAUBEBERFEZBAMNE - EEAESHEZAREE -

= @A ABREREERDPIL ZpERmASERFEER 3%
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WHO-UMC causality assessment system

The methods of causality assessments while different share common factors
for consideration:

O

OOoOo0o0oano

Temporal relationship (5 FF 1)

Dose relationship (BlZE%)

De-challenge/Re-challenge ({F%% - BR4ABERIER)

Recognized association with the product/class (B #meEE th ZEE5)
Pharmacological Plausibility (223223 538 14)

Underlying illness/concurrent conditions (JRA XS HE BEER)
Other medications (EREEZm

Note: Regardless of number of factors present, the quality of the
information is critical to the assessment

fIEEZABERSRPIL

Center for Drug Evaluation, Taiwan
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A % EEI 1//% E,‘J 52213 WHO-UMC causality assessment system

B BoEHEFRHE m BiEFYE m BiEFEY

B EZHRHEMEERRE B AXeEHEMERERE m oDIHREMEERE
B (FRZEYOINE m FRHEYONE

m ZIHO[RRE

B Re-challengefd iR

for g 14

gEEABERSBRD N .
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AIEHBREEmMARRE (SUSAR)

Suspected Unexpected Serious Adverse Reaction

-~ SEAREEER

P -

Causality
ADR
AE (Drug Related) \
- TR HA 4
BEEE Expectedness

Serioushess

fIEEZABERSRPIL

Center for Drug Evaluation, Taiwan

Unexpected




bR R B SUSARE ¥ S 4 FT 1

G

BRBHAER ~ O
EHREREE

AR EE
EHERIIRIBEHE
= EHHEEFHEE

fIEEZABERSRPIL

Center for Drug Evaluation, Taiwan

EEAHRERNLR
EERSHERSERAEMN

SE Y HTE AR B I R R
SR HTEEREEERLREE
SR BB AT 2 M B
SRR EEANEEEEREE

53



7

B IR 5 B SUSARGE 5 = 4 sF
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109F1H1H~12H31H :

11184 (3104#4RiELR ; 808K RERE
110F1H1H~12H31H :

HT774% 2794 ¥)iaiEH ; 495K BEE
111£1H1H~6H30H :

HA034 (1625 ¥)iaiEk ; 2411412488
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109F1H1H~12H31H :
31066 #14RBEHRTP REBBRAREHZBRESFTRS 'ERRAERILERAFAERERE, -

E—THERSUSARBHENH R EBRFAREAZBRESTHRS 'ERRAERIERAA
EfRisRE . -

1101H1H~12H31H :

279V IRENRY REBRRARBEH Z2RESFHRA "EBRAFEREIERBAERESGE L -
HE—TFHIERSUSARBREN R ERAREHZRESFHRS "SR AFRIERRA
(EPRISE . -

111¥1H1H~6H30H :

1626: M1 IRBHRY - REBEBRAREHZBRESFTRS 'SRRAERILERAFAERERRE, -
E—LHIERSUSARBHREN - REBBRAREHZBRESRS 'ERRAERIZERHEA
RS -
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109%¢1H1H~12H31H

IR mATC Code 2 Level$8RI93

fIEEZABERSRPIL

Center for Drug Evaluation, Taiwan

ATC code 2" level (Pharmacological or Therapeutic subgroup) ENaE S

A07 2 iBEE S BiE LE S BERR L F 1
( Antidiarrheals, intestinal anti-inflammatory/anti-infective agents )

ALO ¥ Ffps * z= 12
(Drugs used in diabetes )

Al6 H T iviE 2 FTr R B & 2
( Other alimentary tract and metabolism products )

BO1 #ux % 9
( Antithrombotic agents )

BO03 #if o & 1
( Anti-anemic preparations )

BO5 #gtw % jEI1R 1
( Blood substitutes and perfusion solutions )

C09 ®* &% F-d F %4 F kit il A 1

(Agents acting on the renin-angiotensin system )

Cl10 = *53 &&) 1
( Lipid modifying agents )

JO5 Fugpm 4 = 11
( Antivirals for systemic use )

LO1 o7 2 256
( Antineoplastic agents )

L04 # 7 ##1%] ?
(Immunosuppressants )

NO6 s+ 4 & £ )| 3
( Psychoanaleptics )

NO7 H s #d 55 % s 5. 4
( Other nervous system drugs )

&2t 310




110£1H1H~12H31H :

IR mATC Code 2 Level$8RI93

fIEEZABERSRPIL

Center for Drug Evaluation, Taiwan

ATC code 2 level (Pharmacological or Therapeutic subgroup) EREE S
A10 H&Fjp # (Drugs used in diabetes ) 2
Al6 H v it i 2 3 & F* & (Other alimentary tract and 1
metabolism products )

BO1 #us 2% (Antithrombotic agents) 4
B02 #d! s % ( Antihemorrhagics ) 1
C02 % = /& %Z(Antihypertensives) 1
C03 /‘]\%%? (Diuretics) 1
JO7 # w (Vaccine) 3
LO1 #=*%% % ( Antineoplastic agents) 238
L04 # % F#r4]4 (Immunosuppressants ) 21
NO7 H i 4 & k % 5. (Other nervous system drugs ) 1
V10 755t s+ 2 5 ( Therapeutic radiopharmaceuticals) 5
Other m® % L Fi5Rk & 5 1
£t 279




111F£1H1H~6H30H :

IR mATC Code 2 Level$8RI93

fIEEZABERSRPIL

Center for Drug Evaluation, Taiwan

ATC code 2" level (Pharmacological or Therapeutic subgroup) EREE 3
Al10 # /T\}ﬁs * % (Drugs used in diabetes) 3
JO7 # w (Vaccine) 5
LO1 #u*6% % ( Antineoplastic agents) 137
L04 # 7 #r#41# (Immunosuppressants ) 15
C02 4§ = /& # (Antihypertensives) 1
C03 1 4 # (Diuretics) 1
S 162
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B EHWHO-UMC system#B Rt 72 47

5 % 4 W (Certain), 9, 3%

1% 7 4 4 4] (Probable/Likely), 42, 14% | F K T# AR (Unlikely), 13, 4%

» & K T#H M (Unlikely)
= “] 4 41 ¥l (Possible)

‘ = {& T # 40 ¥l (Probable/Likely)
_ 7T %h ¥l(Possible), 246, 79% ' = & 7% 41 ] (Certain)

fIEEZABERSRPIL

‘ Center for Drug Evaluation, Taiwan




B EHWHO-UMC system#B Rt 72 47

110£1H1H~12H31H :

& ~THEAa B \ | K 4aM (Unrelated), 3, 1%
(Probable/Likely), 40, 14% — :

# A 7T 48 | (Unlikely), 14, 5%

# 48 B (Unrelated)
s F KT 548 B (Unlikely)
u 5] 48 Bl (Possible)
= ff 9] % 48 ] (Probable/Likely)

] #i 48 ] (Possible), 222, 80%

fIEEZABERSRPIL

Center for Drug Evaluation, Taiwan
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B EHWHO-UMC system#B Rt 72 47

111£1H1H~6H30H :

TR # 38 B (Unrelated), 3,2% ‘

(Probable/Likely), 32, 20% ‘

F AT 48 B (Unlikely), 4, 2% ‘

7 48 Bl (Unrelated)
= KT 4648 B (Unlikely)
u ¥ fi5 48 l§](Possible)
= fR 9] 48 B (Probable/Likely)

< % 44 Bl(Possible), 123, 76%

fIEEZABERSRPIL

Center for Drug Evaluation, Taiwan
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B EHWHO-UMC system#B Rt 72 47

109¢1H1H~12H31H :
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IS 18
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EE

57

60

Infections and infestations

Gastrointestinal disorders

Respiratory, thoracic and mediastinal disorders
Investigation

Vascular disorders

Cardiac disorders

Nervous system disorders

General disorders and administration site conditions
Immune system disorder

Blood and lymphatic system disorders

Renal and urinary disorders

Skin and subcutaneous tissue disorders

Neoplasms benign, malignant and unspecified (incl cysts and polyps)
Metabolism and nutrition disorders

Hepatobiliary disorders

Injury, poisoning and procedural complications
Endocrine disorders

Musculoskeletal and connective tissue disorders
Reproductive system and breast disorders

Pregnancy, puerperium and perinatal conditions

fIEEZABERSRPIL

Center for Drug Evaluation, Taiwan
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B EHWHO-UMC system#B Rt 72 47

110£1H1H~12H31H :
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Infections and infestations

Respiratory, thoracic and mediastinal disorders
General disorders and administration site conditions
Blood and lymphatic system disorders
Gastrointestinal disorders

Metabolism and nutrition disorders

Investigations

Skin and subcutaneous tissue disorders
Hepatobiliary disorders

Renal and urinary disorders

Vascular disorders

Nervous system disorders

Cardiac disorders

Neoplasms benign, malignant and unspecified (incl cysts and polyps)
Musculoskeletal and connective tissue disorders
Immune system disorders

Endocrine disorders

Psychiatric disorders

Reproductive system and breast disorders

Injury, poisoning and procedural complications

Endocrine disorders
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B EHWHO-UMC system#B Rt 72 47

111£1H1H~6H30H :

37

20

A

40

Infections and infestations

Respiratory, thoracic and mediastinal disorders
Gastrointestinal disorders

General disorders and administration site conditions
Blood and lymphatic system disorders

Metabolism and nutrition disorders

Hepatobiliary disorders

Investigations

Pregnancy, puerperium and perinatal conditions
Nervous system disorders

Neoplasms benign, malignant and unspecified (incl cysts and polyps)
Renal and urinary disorders

Cardiac disorders

Skin and subcutaneous tissue disorders

Immune system disorders

Vascular disorders

Psychiatric disorders

Musculoskeletal and connective tissue disorders

fIEEZABERSRPIL
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S RZFERBEARG

110F1H1H~12H31H :

BHEFIBRER—IBEERBBENTHIRM MR ARG - ZalBERRSUBRSARRPE
RAEBNENEZEZN - PLOBEEBERRLEITRZE B ZARRREERERAEY - CEE
B EIEN - BRAERPC KRBT EERTNLZHEEERER G TR ERTAMRSR
BE - HRAREREEARBEFRRABIEZHRENEHEERE - REERGEEZRZENY
EalfgmE - POEEEREEIFRRFEHHIESHRHIARERE  eSEEDTSEHEE
MREIERACNEZ1ENE - WEILBANTFDALLH AR ZikoR - RAEPFERRSHRIFENESHERRE
EiFREMBFEREEERZ(ND amendment)fiE— L - ZEEEE KRB BFEFIESHTE
PhetE N EHRME -

I
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BEZFHEREBERESF

111£1H1H~6H30H :

BHEFCEDAREELZETURBIERENS - LMHEFIRERE-IRERKBENITHE—
HARAR M R IR ER - A EEVIEIEIEIE (Dose Escalation)B97A X RETDrug XE iR ARY
BIE R #5114 (Dose-Limiting Toxicity) - mEAIEREMDrug X&SEIEN mg/dayi@ik
£SUSAR » — B REMHNIDFTEKNELRHKAESE (Blood and lymphatic system
disorders)Ef - —fIREHIFETHIITIZREE (Hepatobiliary disorders)E 4 - gl rEE Rt
B B AR AR st E S ME MM Z 2L - BBRETEE I EEEIZ B RERISR
DHEZHENEZE - BEIRDEMTFDALLEEE 2R - TEEAHBEIFUE - AR
im e mak O B AR E R EEELZHAGER - LUREEHREFLLLE TN mg/daylL
FZEE - REGBPFEEEABRERAZENILE - REBRELLEHBIE -

- @ ABERERPIL
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