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RiERERIAEZHEERD  BEABARERSBZGE - SEETEEM
KAIEHmEEZMmMARKE ( Suspected Unexpected Serious Adverse
Reaction, SUSAR ) EETEAEHIPRAEER = EHEET -

585 R B BP0 (CDE) kIS & REM BB E (TFDA) BY K B R EE R %17
Eﬁ%ﬁm R B TR DA IR Py 38,5 6 R S R SUSARIE SR 5 2 S M
S -
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AEH mEEMARRIE
( SUSAR)

EFa M =IERE:
W #HEd (Causality) : EEEZEmRE - BEASE ZHEYE -

W EE (Seriousness) : HBRFEE NIIZIBER
1.3%ET -
2.fERER
3ERKAMRE -

4 FaBR R XM -
5. 8HMRmAEREIERRAEBRIEME -
6. Hiho]sEEBUKAMEERHMEES -

W ORFEEA (Unexpected) : EmARRBEARENEMBEMNXX G LS - sARHBLIAR
RENAESBREEEBMNER - IREMBENXY EEXRZEER - dAEFAF
fit ( Investigator's Brochure ; IB) ; B EZmAII R ENBEEZAM 25RAE -
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AREH AE #ZmARK&E ADR

ROBSMBBEmMEEZ £ EREmEMBEEZAEERTEH
RiER - WIEAREREREEEm ZRME - WWIEREEEBREMR -
[E] ° EEA °

HEEANBEREBRDPIM EZRBERERRRBIFELRER 31K
n Center for Drug Evaluation, Taiwan https://law.moj.gov.tw/LawClass/LawSingle.aspx?pcode=L0030056&flno=3



AR B 1% AV T &

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

O

OOoOo0o0oano

Temporal relationship (B 1)

Dose relationship (BlZE%)

De-challenge/Re-challenge (5% - BR4ZERIIBER)

Recognized association with the product/class (B ZmE & th & &2 5)
Pharmacological Plausibility (223223 538 14)

Underlying illness/concurrent conditions (IR A XS EHEEEER)
Other medications (EREEZm

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

» HiBEABERSRPIL
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% E‘a 1//% E"J ES'Z 1E WHO-UMC causality assessment system

B AoENEFRYT m ABiEF% B ERF&

B EEBEMEERERE B AXeEHREMARGRE B oDIHEMEEERE
m FREYTNE m FREYTNE

m ZEIEO[RRE

B Re-challengefB iR

B m
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Causality
ADR
AE (Drug Related)
. TRERHE
BERE Expectedness

Seriousness | Unexpected
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109¢1H1H~12H31H :

H1118%4 (3104#4RiELR ; 808K RERE

110F1HA1H~12H31H :

HT774% 2794 ¥)iaiEH ; 495K BEE
1111H1H~6H30H :

HA03H (162 ¥)iaiEsR ; 2418 EE
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31066 #14RBEHR TP REBRAREHFZBRESFRS 'ERFAERAERTAERERRE . -

E—THERSUSARBHEN R EBRAREAZBRESTRS 'ERRAERIERAA
EfRisRE . -

279V EHRY REBRIAREHZRESRS "SRRAERIERBAEREE. -
E—THAERSUSARBHEN SR EBRFAREAZBRESTHRS 'ERRAERIERAA
EfRisRE . -

1626 M IRBHRY - REBBRAREHZBRESTRS "SRR AERIERTAEREER, -
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AR M ATC Code 2Md Level$E Bl 73

1 09 ﬂE 1 ﬁ 1 E " 1 2 ﬁ 3 1 E . ATC code 2" level (Pharmacological or Therapeutic subgroup) ENaE S
. AOQ7 1HiBgEE S HaE L E s SR A 1

( Antidiarrheals, intestinal anti-inflammatory/anti-infective agents )

AL0 Ao * ¥ 12
(Drugs used in diabetes )

Al6 H T it ip 2 FTpR Ny ZF 2
( Other alimentary tract and metabolism products )

BO1 #uig {2 9
( Antithrombotic agents )

BO3 #if u % 1
( Anti-anemic preparations )

BO5 3% % jEiiin 1
( Blood substitutes and perfusion solutions )

C09 ®* &% F-d F %4 F kit il A 1

(Agents acting on the renin-angiotensin system )

Cl0 s 753 & 3 1
( Lipid modifying agents )

JO5 #E:l,isi = 11
( Antivirals for systemic use )

LO1 $rd g & 256
( Antineoplastic agents )

LO04 ¢ & Fril A 9
(Immunosuppressants )

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

NO7 H 4 &5k s 5 4
( Other nervous system drugs )

g 310
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AR M ATC Code 2Md Level$E Bl 73

1 10£E 1 g 1 E ~1 ZE 3 1 E . ATC code 2 level (Pharmacological or Therapeutic subgroup) EREE S
AL0 H s # (Drugs used in diabetes ) 2
Al6 H v it i 2 3 & F* & (Other alimentary tract and 1
metabolism products )

BO1 #wx % (Antithrombotic agents) 4
B02 #<di s #Z (Antihemorrhagics) 1
C02 % = /& %Z(Antihypertensives) 1
Co3 11 i‘j\%? (Diuretics) 1
JO7 # w (Vaccine) 3
LO1 #*# % (Antineoplastic agents) 238
L04 # % F#r4]4 (Immunosuppressants ) 21
NO7 H s 49 15 % %% % (Other nervous system drugs ) 1
V10 755t s+ 2 5 ( Therapeutic radiopharmaceuticals) 5
Other m® % L Fi5Rk & 5 1
. 279

~ @k ABRERSRDIN
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111£1H1H~6H30H :

B

AR M ATC Code 2Md Level$E Bl 73

fIEEZABERSRPIL

Center for Drug Evaluation, Taiwan

ATC code 2" level (Pharmacological or Therapeutic subgroup) EREE 3

A10 a‘ﬁfj\)f‘a‘a * % (Drugs used in diabetes ) 3

JO7 # w (Vaccine) 5

LO1 #=<*d %% ( Antineoplastic agents) 137

L04 # % #7414 (Immunosuppressants ) 15

C02 #<% = /& Z(Antihypertensives) 1

C03 1 4 # (Diuretics) 1

s 5 162
|



B EHEWHO-UMC system B EE 4 523 47

109F1H1H~12H31H :

it =T 4 40 ] (Probable/Likely), 42, 14%

& & 41 M (Certain), 9, _3%

F & T # 4 B (Unlikely), 13, 4%

T f& 41 Wi (Possible), 246, 79%

» A X*T# M (Unlikely)
= “] # 41 ] (Possible)

u it “T 4 41 ] (Probable/Likely)
= & % 41 M (Certain)

fIEEZABERSRPIL
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B EHEWHO-UMC system B EE 4 523 47

110£1H1H~12H31H :

18 T i 4n B | | F4a M (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%
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B EHEWHO-UMC system B EE 4 523 47

111£1H1H~6H30H :

R <T fiE 48 B # 48 B (Unrelated), 3, 2%

(Probable/Likely), 32, 20%

F AT 48 B (Unlikely), 4, 2%

F 48 B (Unrelated)
m & KT 448 K (Unlikely)
u ¥ fi5 48 l§](Possible)
m f& 9T fi 48 ] (Probable/Likely)

< % 44 Bl(Possible), 123, 76%
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B EHEWHO-UMC system B EE 4 523 47

109F1H1H~12H311H :

I 6
I 5
—
—
-
W1

I |5
)
 — 14
B — 10

7| E— O
I 3
I

10

I—— ) 4
IS 18
I 17
I 16

20

39
39

EE

50

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
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B EHEWHO-UMC system B EE 4 523 47

110£1H1H~12H31H :

57 Infections and infestations
39 Respiratory, thoracic and mediastinal disorders
38 General disorders and administration site conditions
I ) G Blood and lymphatic system disorders
I 15 Gastrointestinal disorders
I 15 Metabolism and nutrition disorders
I 14 Investigations
I ] ] Skin and subcutaneous tissue disorders
x I ] Hepatobiliary disorders
E maa—— 11 Renal and urinary disorders
% i Vascular disorders
ﬁ 7 Nervous system disorders
% o s Cardiac disorders
. 5 Neoplasms benign, malignant and unspecified (incl cysts and polyps)
- 5 Musculoskeletal and connective tissue disorders
. 4 Immune system disorders
. 3 Endocrine disorders
- ) Psychiatric disorders
m1 Reproductive system and breast disorders
m1 Injury, poisoning and procedural complications
m1 Endocrine disorders
0 10 20 30 40 50 60
ESEE 8
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B EHEWHO-UMC system B EE 4 523 47

111£1H1H~6H30H :

20

30

35

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
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BEZETHRBIEARH

110F1H1H~12H31H :

BHEFIBRER—IBERBBENTHRMMER KRG - ol ERRSUBRSARRPE
RAEBNENELZEZN - POBEEBERRLEITRZE B ZARREEEREBARY - CEE
R EMIEN - BREARPCKE R EERTNLZHEEERERG TR ERFAMRE
BE -  HRKREREEAREEERRABIEZHRENEHEERE - REERGEEZRZENY
EalfEmE - POEEEREEIFRRFEHHIESHRHIARERE  eSHEDTSEHEE
MREIMERACNE1ahE - WEIDBEAMTFDALLHE R 2R - RAEPHFE RSB HRIFENEHEERIE
EEARGMPFEREEZ(ND amendment)fiE— L - ZEEEZE KRB BFEFIESHTE
PhstE N EHRRE -
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111£1H1H~6H30H :

BHREFICEDAREEELZEHUMBITAEN - ItMGREFPRERE—HERKEBEMNTHNE—
AR R R AR - xR E UM EIEIE (Dose Escalation)g9A I REIDrug XEHRARY
Bl =PRI =14 (Dose-Limiting Toxicity) - MHFFRFIERFERDrug X&EIEN mg/dayif#i &
£SUSAR » — A REMHNMEEKELRFZRE (Blood and lymphatic system
disorders)E - —fIBERIFETRIITIRERE E (Hepatobiliary disorders)E 4 - il EE ik
BB TR hR AR ET SEFMENMMNZ ML - BIRFES I EEERIIKRERRTR
’\iﬁnzxnit%‘ﬁ’il?té - BEENREIZBATFDALLEEE 2k - TEZEAFABREFIE - Falie

e EEERPABENNEBREELEHIMER - UREEMRENFIELZEFN mg/dayld
J:ZW‘IJE RAHBPEEERRBRIFAZERESE RBIRBLIESBUE -
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