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CMUH107 2102FRAO [Followup [#1 ) MK-3475 Study
1. 2020/12/16 Diarrhoea 2,3 A
-REC1-174 03850 14 (Code not broken)
CMUH107 2102FRAO [Followup  [#1 ) MK-3475 Study
2. 2020/12/16 Diarrhoea 2,3 A
-REC1-174 03850 15 (Code not broken)
#1) MK-7902
Accute
(lenvatinib mesylate)
breathing
Capsule
CMUH108 2004BRAO0 |Followup insufficiency
3. 2020/4/8 #2) 123 |A
-REC1-059 03494 17 [Acute
PEMBROLIZUMAB )
respiratory
(pembrolizumab)
failure]
Solution for injection
111 &= 10* 12 p % 31 F % 50 F
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#1) MK-7902
(lenvatinib mesylate)  [Prolonged QTC
Capsule on EKG
CMUH108 2008CANO|Followup ]
4, 2020/8/18 #2) [Electrocardiogr |2 A
-REC1-059 10803 14
PEMBROLIZUMAB [am QT
(pembrolizumab) prolonged]
Solution for injection
#1) MK-7902 Aortic dissection
(lenvatinib mesylate)  |type B [Aortic
Capsule dissection]
CMUH108 2112CHNO [Followup )
5. 2021/12/3 #2) immune 123 |A
-REC1-059 04610 30 .
PEMBROLIZUMAB [myositis
(pembrolizumab) [Immune-mediat
Solution for injection |ed myositis]
diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUH110 21111TA01 |Followup |Solution for injection  |ketoacidosis]
6. 2021/11/26 ) 2.3 A
-REC1-156 0270 15 #2 ) BCG LIVE (BCG |covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
influenza-A
related
#1) MK-3475 pneumonia
(pembrolizumab) [Pneumonia
CMUH110 2002CANO Solution for injection  |influenzal]
7. 2020/1/15 Followup 2 123 |A
-REC1-156 05310 #2 ) BCG LIVE (BCG |small bowel
live) Powder For obstruction
Instillation Fluid [Small intestinal
obstruction]
colitis [Colitis]
111 # 10 * 12 p % 32 % 50 |
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#1) MK-3475
(pembrolizumab) anaphylactic
8 CMUH110 2022/5/31 2206POL0 Followup 9 Solution for injection  [shock ) A
-REC1-156 00413 #2 ) BCG LIVE (BCG |[Anaphylactic
live) Powder For shock]
Instillation Fluid
small bowel
obstruction
#1) MK-3475 [Small intestinal
(pembrolizumab) obstruction]
CMUH110 2002CANO Solution for injection |colitis [Colitis]
9. 2020/1/15 Followup 3 123 |A
-REC1-156 05310 #2) BCG LIVE (BCG [influenza-A
live) Powder For related
Instillation Fluid pneumonia
[Pneumonia
influenzal]
respiratory
failure
#1) MK-3475 [Respiratory
(pembrolizumab) failure]
10. CMUH110 2022/7/13 2207HUN initial Solution for injection  |sepsis [Sepsis] 13 A
-REC1-156 004805 #2 ) BCG LIVE (BCG [encephapothy
live) Powder For [Encephalopathy
Instillation Fluid ]
heart failure
[Cardiac failure]
111 # 10 ® 12 p % 33 F % 50 F
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respiratory
failure
#1) MK-3475 [Respiratory
(pembrolizumab) failure]
11 CMUH110 2022/7/13 2207HUN Followup 1 Solution for injection  |sepsis [Sepsis] 123 |a
-REC1-156 004805 #2 ) BCG LIVE (BCG |encephapothy
live) Powder For [Encephalopathy
Instillation Fluid ]
heart failure
[Cardiac failure]
respiratory
failure
#1) MK-3475 [Respiratory
(pembrolizumab) failure]
1 CMUH110 2022/7/13 2207HUN Followup 2 Solution for injection  |sepsis [Sepsis] 123 |a
-REC1-156 004805 #2 ) BCG LIVE (BCG [encephapothy
live) Powder For [Encephalopathy
Instillation Fluid ]
heart failure
[Cardiac failure]
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Hepatobiliary
disorders - other
(more specific
diagnosis:

#1) MK-3475 Sclerosing

(pembrolizumab) cholangitis)

Solution for injection  [[Cholangitis

CMUH110 2111GRCO [Followup [#2) BCG LIVE (BCG |sclerosing]
13. 2021/10/28 1.3 A
-REC1-156 01316 21 live) Powder For Gastrointestinal

Instillation Fluid disorder-other

#3) ELIQUIS (Upper

(APIXABAN) Tablet [gastrointestinal
hemorrhage?)
[Upper
gastrointestinal
haemorrhage]

111 # 10 ® 12 p ¥ 35 F - 50 7
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Recurrent Acute
Respiratory
Failure [Acute
respiratory
failure]
recurrent
hypoxia
#1) MK-3475 secondary to
(pembrolizumab) pneumonitis
14 CMUH110 2022/5/18 2206USAO |Followup |Solution for injection  [[Hypoxia] 13 A
-REC1-156 00623 10 #2 ) BCG LIVE (BCG |[recurrent
live) Powder For hypoxia
Instillation Fluid secondary to
pneumonitis
[Pneumonitis]
Acute
Respiratory
Failure [Acute
respiratory
failure]
diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
15, CMUH110 2021/11/26 21111TAO1 |Followup |Solution for injection  |ketoacidosis] ”3 A
-REC1-156 0270 16 #2 ) BCG LIVE (BCG |[covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
111 # 10 ® 12 p % 36 F > x 50 F
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Recurrent Acute
Respiratory
Failure [Acute
respiratory
failure]
recurrent
hypoxia
#1) MK-3475 secondary to
(pembrolizumab) pneumonitis
16, CMUH110 2022/5/18 2206USAO |Followup |Solution for injection  [[Hypoxia] 13 A
-REC1-156 00623 11 #2 ) BCG LIVE (BCG |[recurrent
live) Powder For hypoxia
Instillation Fluid secondary to
pneumonitis
[Pneumonitis]
Acute
Respiratory
Failure [Acute
respiratory
failure]
1.REGORAFENIB
(REGORAFENIB) MYOCARDIAL
Film-coated tablet, 30 [INFARCTION
17. CMURL09 2021/6/25 20211669 follow up 2[mg (CTCAE Grade |1 A
-REC1-164 56
2.NIVOLUMAB 5) [Myocardial
(NIVOLUMAB) {Lot |infarction]
# 71467001}
111 # 10 ® 12 p % 37 F > % 50 F
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18.

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup 1

#1) MK-7902

Respiratory
failure
[Respiratory
failure]
Hypoxia
[Hypoxia]
Hepatic
Encephalopathy
[Hepatic
encephalopathy]
Blood Bilirubin
Increased
[Blood bilirubin
increased]
Blood bilirubin
increased [Blood
bilirubin

increased]

19.

CMUH110
-REC1-045

2022/3/16

2203CHNO
07506

Followup 8

#1) MK-7902

Acute
myocardial
infarction
[Acute
myocardial

infarction]

2.3
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20.

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup 2

#1) MK-7902

Respiratory
failure
[Respiratory
failure]
Hypoxia
[Hypoxia]
Hepatic
Encephalopathy
[Hepatic
encephalopathy]
Blood Bilirubin
Increased
[Blood bilirubin
increased]
Blood bilirubin
increased [Blood
bilirubin

increased]
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21.

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup 3

#1) MK-7902

Respiratory
failure
[Respiratory
failure]
Hypoxia
[Hypoxia]
Hepatic
Encephalopathy
[Hepatic
encephalopathy]
Blood Bilirubin
Increased
[Blood bilirubin
increased]
Blood bilirubin
increased [Blood
bilirubin

increased]

22.

CMUH110
-REC1-045

2022/1/30

2202ESPO
02315

Followup
29

#1) MK-7902

Hepatic
encephalopathy
[Hepatic
encephalopathy]
Malignant
neoplasm
progression
[Malignant
neoplasm
progression]
hypoglycemia
[Hypoglycaemia
]

13
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Hepatic
encephalopathy
[Hepatic
encephalopathy]
Malignant
neoplasm
CMUH110 2202ESPO |Followup ]
23. 2022/1/30 #1 ) MK-7902 progression 1.3 A
-REC1-045 02315 30
[Malignant
neoplasm
progression]
hypoglycemia
[Hypoglycaemia
]
gastrointestinal
CMUH110 2208CHNO bleeding
24. 2022/8/6 Initial #1) MK-7902 A
-REC1-045 04251 [Gastrointestinal
haemorrhage]
gastrointestinal
CMUH110 2208CHNO bleeding
25. 2022/8/6 Followup 1}#1) MK-7902 N i A
-REC1-045 04251 [Gastrointestinal
haemorrhage]
111 # 10 * 12 p % 41 F - % 50 |
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26.

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup 4

#1) MK-7902

Respiratory
failure
[Respiratory
failure]
Hypoxia
[Hypoxia]
Hepatic
Encephalopathy
[Hepatic
encephalopathy]
Blood Bilirubin
Increased
[Blood bilirubin
increased]
Blood bilirubin
increased [Blood
bilirubin

increased]
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217.

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup 5

#1) MK-7902

Respiratory
failure
[Respiratory
failure]
Hypoxia
[Hypoxia]
Hepatic
Encephalopathy
[Hepatic
encephalopathy]
Blood Bilirubin
Increased
[Blood bilirubin
increased]
Blood bilirubin
increased [Blood
bilirubin

increased]
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28.

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup 6

#1) MK-7902

Respiratory
failure
[Respiratory
failure]
Hypoxia
[Hypoxia]
Hepatic
Encephalopathy
[Hepatic
encephalopathy]
Blood Bilirubin
Increased
[Blood bilirubin
increased]
Blood bilirubin
increased [Blood
bilirubin

increased]

29.

CMUH110
-REC1-045

2022/3/16

2203CHNO
07506

Followup 9

#1) MK-7902
#2 ) EPIRUBICIN

Acute
myocardial
infarction
[Acute
myocardial

infarction]

2.3
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30.

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup 7

#1) MK-7902

Myositis
[Myositis]
Hypoxia
[Hypoxia]
Hepatic
Encephalopathy
[Hepatic
encephalopathy]
Blood Bilirubin
Increased
[Blood bilirubin
increased]
Blood bilirubin
increased [Blood
bilirubin

increased]

2.3

31.

CMUH110
-REC1-045

2022/1/30

2202ESPO
02315

Followup
31

#1) MK-7902

Hepatic
encephalopathy
[Hepatic
encephalopathy]
Malignant
neoplasm
progression
[Malignant
neoplasm
progression]
hypoglycemia
[Hypoglycaemia
]

13

32.

CMUH110
-REC1-045

2022/8/6

2208CHNO
04251

Followup 2

#1) MK-7902

gastrointestinal
bleeding
[Gastrointestinal

haemorrhage]
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gastrointestinal
CMUH110 2208CHNO bleeding
33. 2022/8/6 Followup 3 |#1 ) MK-7902 A
-REC1-045 04251 [Gastrointestinal
haemorrhage]
Respiratory
failure
[Respiratory
failure]
Hypoxia
[Hypoxia]
Hepatic
Encephalopathy
CMUH110 2206USA0 [Hepatic
34. 2022/5/31 Followup 8|#1 ) MK-7902 123 |A
-REC1-045 00333 encephalopathy]
Blood Bilirubin
Increased
[Blood bilirubin
increased]
Blood bilirubin
increased [Blood
bilirubin
increased]
#1 ) Enzalutamide
(ENZALUTAMIDE)
Death
CMUH102 PV202200 | Capsule
35. 2022/8/13 Initial [Unknown cause A
-REC1-068 050472 #2)
of death]
TALAZOPARIB;PLAC
EBO (Code not broken)
#1 ) Enzalutamide
(ENZALUTAMIDE)
Death-unknown
CMUH102 PV202200 [Follow-up [Capsule
36. 2022/8/13 cause [Unknown A
-REC1-068 050472 1 #2)
cause of death]
TALAZOPARIB;PLAC
EBO (Code not broken)

111 = 10 * 12 p
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CMUH110 Semaglutide B 1.34 suspicion of
Follow up ]
37. |-REC1-126| 2022/9/1 955530 . mg/ml PDS290, liver cancer 2,3 A
Placebo PDS290 [Hepatic cancer]
Clear cell
CMUH110 Semaglutide B 1.34 carcinoma G1 of
38. |-REC1-126| 2022/7/1 |859518 Initial mg/ml PDS290, right kidney 2,3,4 |A
Placebo PDS290 [Clear cell renal
cell carcinoma]
Clear cell
CMUH110 Semaglutide B 1.34 carcinoma G1 of
Follow up ) .
39. |-REC1-126| 2022/7/5 |859518 . mg/ml PDS290, right kidney 2,3,4 |A
Placebo PDS290 [Clear cell renal
cell carcinoma]
CMUH110 IN2022120 |Follow up |[Belantamab Mafodotin |Bruising
40. 2022/8/2 ] 1 A
-REC1-203 753 2 (GSK2857916) [Contusion]
CMUH110 2205TURO |Followup Pulmonary
41. 2022/4/28 #1 ) REGORAFENIB 1,23 |A
-REC1-157 00597 14 embolism
CMUH110 2205TURQO [Followup Pulmonary
42. 2022/4/28 #1 ) REGORAFENIB 1,23 |A
-REC1-157 00597 15 embolism
[iR) REATIH -
QR #F i# }i‘ is 1 IE % ﬁ
4
2 e
BB £ 3 g FEPZF
(2% 2144 ]
1. CMUH107-REC1-156 Flady | *% 2MERLPEF
- SUSAR Line Listing: 3% £ % & 09Dec2021-08Jun2022
(2% 2144 ]
*EERE 5 LA LT3001
- - F b ’
2. | CMUHLLRECLO061 | F58 |y s m 1102 055 26p 5 1114 05 5
25 p
(2% 2144 ]
*: % %4 L4 © Rivaroxaban (Xarelto)
- - H o ¥
3. CMUH109-REC1-035 BEEE e A m R 11070 0Lp I 111 & 08 0
31p
(2% 2144 ]
4, CMUH107-REC1-137 f i) *Eo%k ¥4 LA VAY736, CFZ533
*F >MHELHEF10#102 01p T 111 # 03
111 # 10 % 12 p % 47 7> % 50 |
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CMUH107-REC1-076

L2

[DSMB iz &)
*Ack e p i 110 £ 087 09 p % 111 # 02 * 18
p

CMUH109-REC1-104

[z#px 2Pdp2)

*#% ¥+ 4  ABBV-368

*p MMAR AW 12022 & 1% 13p 3 202 &7
12 p

CMUH111-REC1-046

v AR

(EEIEESEE RS

*E % # 4 ¢+ fL © Bemarituzumab

*E pMAFL PR 202140 29 p 3 2022 £ 6 ¢ 30
p

CMUH109-REC1-131

MLy

[z % 248 2]

FREBEY L VI3T

*X ML HF 2021 & 120 24 p 1 2022 & 06
123 0p

CMUH107-REC1-157

&
2
W

(#%+%F2 7 4]
*5% 4 1 04 August 2022
*p gt 111E 087 04p

10.

CMUH108-REC1-137

o AR

[ =% 2444 ]

*R B E AL ¢ Infigratinib

*% > p4F £ @ B (6 months Linelisting): 110 & 10 * 01
px 111#03* 31¢p

11.

CMUH111-REC1-010

i
i

[ 24244 ]

*:k% ¥ L4 ¢ Efavaleukin Alfa

*F rPAFLHF 20222010 01 p I 2022 & 06
? 30 F

12.

CMUH109-REC1-123

e
\L
’eT

CETEEYETS!

*:x5 B 248 0 RO7283420

*% D4R A PR 12022 % 020 04 p 1 2022 & 08 ¥
03 p

13.

CMUH108-REC1-153

H
\L
’eT

[ % 2444 ]

*E % & AL Navitoclax

*E rMEAFLHEF 1112012 15 p 1 111 F 07 2
14 p

14.

CMUH107-REC1-126

[z# % 2p4pr2]

*:R % %4 L fi © Trastuzumab Emtansine
L rMERAGEF 2022F 020 22 p 1 2022 & 08
21 p

15.

CMUH110-REC1-060

(e % 2papd]

*E 5%k ¥4 LA Trastuzumab Emtansine

*F pMARAHRE 02022 # 027 22 p 1 2022 & 08
P21 p

16.

CMUH109-REC1-173

o R

[z8h=x 242

*:k % ¥ L4 TAS120(Futibatinib)

*% MMARZ W 12021 # 01 24p % 2022 & 01
1 23 |

17.

CMUH105-REC1-057

LA

(#&]

111 = 10 * 12 p
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18.

CMUH109-REC1-100

\;;\
uic]
#

[z % 2Pdp2)

*ik5 Bt L AL 1 ABBV-151

* pMARA W 111 #0107 259 & 111 # 07 »
24 p

19.

CMUH109-REC1-162

MLy

[ =% 2444 ]
*E 5% ¥4 LA - Tislelizumab (BGB-A317)
*E pMIEA MR 12020 050 21 p 3 2021 & 11
7 20 p (SUSAR 6monthly LineListing)

[ =% 2144 ]
*E ok ¥ LA - Tislelizumab (BGB-A317)

*E pMHIFL MR 12020 052 21 p 3 2021 & 12
25 p (DSUR#7)

[z =% 2444 ]

*E ok ¥ LA - Tislelizumab (BGB-A317)

* pMIFLHREF 2020 117 21 p 3 2022 & 06
" 25 p (SUSAR 6monthly LineListing)

[ =% 2444 ]

*:22% ¥4 4L 1 Ociperlimab (BGB-A1217)

* pMHIFL MR 12020 07 % 29 p 3 2022 & 01
7 28 p (SUSAR 6monthly LineListing)

[eh 2 2BH2]

*:x2% ¥ ¥ 4L : Ociperlimab (BGB-A1217)

*H pMHIFLHE 2022010 29 p 1 2022 & 07
" 28 p (SUSAR 6monthly LineListing)

20.

CMUH110-REC1-044

[ 24244 ]

*:R% ¥ L AL © Abelacimab (MAAB868)

*g rMHAFA PR 12020 & 07 01 p I 2022 & 06
730 p

[ 24244 ]

*R % & 4L © Abelacimab (MAA868)

*E AR AW 12020 07 % 01 p % 2021 & 12
731 p

21.

CMUH102-REC1-089
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[z 242 ]

Vemlidy (TAF) DSUR#10_10Nov2020-09Nov2021
*:R E o 4L 1 VEMLIDY

*% MMARA W 2020 11 F 10 p 5 2021 & 11 ®
09 p

(k] FRPH -
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