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) pancreatic
Semaglutide B 1.34
CMUH110 Follow up cancer
1. 2022/9/1 955530 mg/ml PDS290, 1,2,3 |A
-REC1-126 2 [Pancreatic
Placebo PDS290 .
carcinoma]
#1) MK-7902
o Small intestinal
(lenvatinib mesylate) )
CMUH111 2206GBRO |Followup obstruction
2. 2022/6/9 #2) ) ) 13 A
-REC1-135 03507 15 Gastrointestinal
PEMBROLIZUMAB
) haemorrhage
(pembrolizumab)
#1) MK-7902
o Small intestinal
(lenvatinib mesylate) )
CMUH111 2206GBRO |Followup obstruction
3. 2022/6/9 #2) ) ) 13 A
-REC1-135 03507 16 Gastrointestinal
PEMBROLIZUMAB
) haemorrhage
(pembrolizumab)
#1) MK-7902
(lenvatinib mesylate) o
CMUH111 2205GBRO |Followup Hepatic pain
4. 2022/5/2 #2) ] 13 A
-REC1-135 01365 13 Haemoptysis
PEMBROLIZUMAB
(pembrolizumab)
111 & 11 » 09 p % 34 F % 64 F
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#1) MK-7902 ) )
Small intestinal
(lenvatinib mesylate) )
CMUH111 2206GBRO |Followup obstruction
5. 2022/6/9 #2) ) ) 1.3 A
-REC1-135 03507 17 Gastrointestinal
PEMBROLIZUMAB
) haemorrhage
(pembrolizumab)
#1) MK-7902
o Small intestinal
(lenvatinib mesylate) )
CMUH111 2206GBRO [Followup obstruction
6. 2022/6/9 #2) ] ] 1.3 A
-REC1-135 03507 18 Gastrointestinal
PEMBROLIZUMAB
) haemorrhage
(pembrolizumab)
#1) MK-7902
(lenvatinib mesylate)
CMUH111 2205GBRO|Followup Hepatic pain
7. 2022/5/2 #2) ) 1.3 A
-REC1-135 01365 14 Haemoptysis
PEMBROLIZUMAB
(pembrolizumab)
CMUH111 2208USA0| Dyspnoea
8. 2022/8/8 Initial #1) CETUXIMAB 123 |A
-REC1-135 04448 Sepsis
#1) MK-7902
o Small intestinal
(lenvatinib mesylate) )
CMUH111 2206GBRO |Followup obstruction
9. 2022/6/9 #2) ) ) 1.3 A
-REC1-135 03507 19 Gastrointestinal
PEMBROLIZUMAB
) haemorrhage
(pembrolizumab)
#1) MK-7902
(lenvatinib mesylate) o
CMUH111 2205GBRO |Followup Hepatic pain
10. 2022/5/2 #2) ) 1.3 A
-REC1-135 01365 15 Haemoptysis
PEMBROLIZUMAB
(pembrolizumab)
CMUH111 2209ROUO| #1) MK-7902 Tumour
11. 2022/9/15 Initial o 1 A
-REC1-135 06200 (lenvatinib mesylate)  [haemorrhage
#1) MK-7902
(lenvatinib mesylate) o
CMUH111 2205GBRO |Followup Hepatic pain
12. 2022/5/2 #2) ] 1.3 A
-REC1-135 01365 16 Haemoptysis
PEMBROLIZUMAB
(pembrolizumab)
111 # 11 » 09 p % 3B 7% 64 T
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CMUH111 2208USA0 Sepsis
13. 2022/8/8 Followup 1]#1) CETUXIMAB 1234 |A
-REC1-135 04448 Dyspnoea
#1) MK-7902
o Small intestinal
(lenvatinib mesylate)
CMUH111 2206GBRO |Followup obstruction
14, 2022/6/9 #2) 1.3 A
-REC1-135 03507 20 Gastrointestinal
PEMBROLIZUMAB
) haemorrhage
(pembrolizumab)
CMUH111 2208USA0 Dyspnoea
15. 2022/8/8 Followup 2 |#1 ) CETUXIMAB 123 |A
-REC1-135 04448 Sepsis
#1) MK-7902
o Small intestinal
(lenvatinib mesylate) ]
CMUH111 2206GBRO |Followup obstruction
16. 2022/6/9 #2) ] ] 1.3 A
-REC1-135 03507 21 Gastrointestinal
PEMBROLIZUMAB
) haemorrhage
(pembrolizumab)
CMUH111 2209ROUO #1) MK-7902 Tumour
17. 2022/9/15 Followup 1 o 1 A
-REC1-135 06200 (lenvatinib mesylate)  [haemorrhage
#1) MK-7902
o Small intestinal
(lenvatinib mesylate) )
CMUH111 2206GBRO |Followup obstruction
18. 2022/6/9 #2) ) ) 1.3 A
-REC1-135 03507 22 Gastrointestinal
PEMBROLIZUMAB
) haemorrhage
(pembrolizumab)
#1) MK-7902
(lenvatinib mesylate) o
CMUH111 2205GBRO |Followup Hepatic pain
19. 2022/5/2 #2) 1.3 A
-REC1-135 01365 17 Haemoptysis
PEMBROLIZUMAB
(pembrolizumab)
CMUH111 2208USA0 Dyspnoea
20. 2022/8/8 Followup 3|#1 ) CETUXIMAB 123 |A
-REC1-135 04448 Sepsis
CMUH110 IN2022120|Follow up |Belantamab Mafodotin
21. 2022/8/14 Death [Death] |1 A
-REC1-203 753 3 (GSK2857916)
111 # 11 » 09 p % 36 7% 64 T
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abdominal
infection
[Abdominal
infection]
CMUH108 2105CHNO|Followup [#1) MK-3475 Study
22. 2021/5/25 leus [lleus] 2.3 A
-REC1-036 07527 16 (Code not broken)
Blood bilirubin
increased [Blood
bilirubin
increased]
CMUH110 2022A090 Finerenone
23. 2022/04/26 Initial Death 1,2,4 |A
-REC1-224 901 [Placebo
CMUH110 2022A102 Finerenone Acute hepatic
24. 2022/07/21 Initial A
-REC1-224 818 [/Placebo failure
CMUH110 2022A090 Finerenone
25. 2022/04/26 follow up 1 Death 1,2,4 (A
-REC1-224 901 [Placebo
CMUH110 2022A122 | Finerenone Acute kidney
26. 2022/08/04 Initial 2,3 A
-REC1-224 436 /Placebo injury
respiratory
failure
#1) MK-3475 [Respiratory
(pembrolizumab) failure]
CMUH110 2207HUN Solution for injection  |sepsis [Sepsis]
27. 2022/7/13 Followup 3 123 |A
-REC1-156 004805 #2 ) BCG LIVE (BCG |encephapothy
live) Powder For [Encephalopathy
Instillation Fluid ]

heart failure

[Cardiac failure]
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respiratory
failure
#1) MK-3475 [Respiratory
(pembrolizumab) failure]
28, CMUH110 2022/7/13 2207HUN Followup 4 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]
Recurrent Acute
Respiratory
Failure [Acute
respiratory
failure]
recurrent
hypoxia
#1) MK-3475 secondary to
(pembrolizumab) pneumonitis
CMUH110 2206USAO |Followup |Solution for injection  |[Hypoxia]
29. 2022/5/18 13 A
-REC1-156 00623 12 #2 ) BCG LIVE (BCG |[recurrent
live) Powder For hypoxia
Instillation Fluid secondary to
pneumonitis
[Pneumonitis]
Acute
Respiratory
Failure [Acute
respiratory
failure]
111 # 11 ® 09 p % 38 F > x 64 F
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Recurrent Acute
Respiratory
Failure [Acute
respiratory
failure]
recurrent
hypoxia
#1) MK-3475 secondary to
(pembrolizumab) pneumonitis
20, CMUH110 2022/5/18 2206USAO |Followup |Solution for injection  [[Hypoxia] 13 A
-REC1-156 00623 13 #2 ) BCG LIVE (BCG |[recurrent
live) Powder For hypoxia
Instillation Fluid secondary to
pneumonitis
[Pneumonitis]
Acute
Respiratory
Failure [Acute
respiratory
failure]
#1) MK-3475
(pembrolizumab) anaphylactic
CMUH110 2206POLO |Followup |Solution for injection |shock
31 2022/5/31 A
-REC1-156 00413 10 #2 ) BCG LIVE (BCG [[Anaphylactic
live) Powder For shock]
Instillation Fluid
111 # 11 ® 09 p % 39 F % 64 F
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Recurrent Acute
Respiratory
Failure [Acute
respiratory
failure]
recurrent
hypoxia
#1) MK-3475 secondary to
(pembrolizumab) pneumonitis
3 CMUH110 2022/5/18 2206USAO |Followup |Solution for injection  [[Hypoxia] 13 A
-REC1-156 00623 14 #2 ) BCG LIVE (BCG |[recurrent
live) Powder For hypoxia
Instillation Fluid secondary to
pneumonitis
[Pneumonitis]
Acute
Respiratory
Failure [Acute
respiratory
failure]
respiratory
failure
#1) MK-3475 [Respiratory
(pembrolizumab) failure]
33, CMUH110 2022/7/13 2207HUN Followup 5 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]
111 # 11 ® 09 p % 40 F > x 64 |
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Hepatobiliary
disorders - other
(more specific
diagnosis:
#1) MK-3475 ]
) Sclerosing
(pembrolizumab) B
) L cholangitis)
Solution for injection
[Cholangitis
#2 ) BCG LIVE (BCG
CMUH110 2111GRCO |Followup | sclerosing]
34. 2021/10/28 live) Powder For o 1.3 A
-REC1-156 01316 22 o ) Gastrointestinal
Instillation Fluid ]
disorder-other
#3) ELIQUIS
(Upper
(APIXABAN) Tablet, 1 ] ]
. gastrointestinal
milligram
hemorrhage?)
[Upper
gastrointestinal
haemorrhage]
111 # 11 * 09 p $ 41 F % 64 F
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Recurrent Acute
Respiratory
Failure [Acute
respiratory
failure]
recurrent
hypoxia

#1) MK-3475 secondary to
(pembrolizumab) pneumonitis
35 CMUH110 2022/5/18 2206USAO |Followup |Solution for injection  [[Hypoxia]
-REC1-156 00623 15 #2 ) BCG LIVE (BCG |[recurrent

live) Powder For hypoxia
Instillation Fluid secondary to
pneumonitis
[Pneumonitis]
Acute
Respiratory
Failure [Acute

respiratory

failure]
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Hepatobiliary
disorders - other
(more specific
diagnosis:
#1) MK-3475 ]
) Sclerosing
(pembrolizumab)
) o cholangitis)
Solution for injection
[Cholangitis
#2 ) BCG LIVE (BCG
CMUH110 2111GRCO |Followup | sclerosing]
36. 2021/10/28 live) Powder For o 1.3 A
-REC1-156 01316 23 o ) Gastrointestinal
Instillation Fluid ]
disorder-other
#3) ELIQUIS
(Upper
(APIXABAN) Tablet, 1 ] ]
. gastrointestinal
milligram
hemorrhage?)
[Upper
gastrointestinal
haemorrhage]
respiratory
failure
#1) MK-3475 [Respiratory
(pembrolizumab) failure]
CMUH110 2207HUN Solution for injection  |sepsis [Sepsis]
37. 2022/7/13 Followup 6 123 |A
-REC1-156 004805 #2 ) BCG LIVE (BCG |encephapothy
live) Powder For [Encephalopathy
Instillation Fluid ]
heart failure
[Cardiac failure]
111 # 11 » 09 p % 43 F > % 64 F
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Recurrent Acute
Respiratory
Failure [Acute
respiratory
failure]
recurrent
hypoxia

#1) MK-3475 secondary to
(pembrolizumab) pneumonitis
38, CMUH110 2022/5/18 2206USAO |Followup [Solution for injection |[Hypoxia]
-REC1-156 00623 16 #2 ) BCG LIVE (BCG |[recurrent

live) Powder For hypoxia
Instillation Fluid secondary to
pneumonitis
[Pneumonitis]
Acute
Respiratory
Failure [Acute

respiratory

failure]
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Hepatobiliary
disorders - other
(more specific
diagnosis:
#1) MK-3475 ]
) Sclerosing
(pembrolizumab) B
) L cholangitis)
Solution for injection
[Cholangitis
#2 ) BCG LIVE (BCG
CMUH110 2111GRCO |Followup | sclerosing]
39. 2021/10/28 live) Powder For o 1.3 A
-REC1-156 01316 24 o ) Gastrointestinal
Instillation Fluid ]
disorder-other
#3) ELIQUIS
(Upper
(APIXABAN) Tablet, 1 ] ]
. gastrointestinal
milligram
hemorrhage?)
[Upper
gastrointestinal
haemorrhage]
diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUH110 21111TA01 |Followup |Solution for injection  |ketoacidosis]
40. 2021/11/26 ) 2.3 A
-REC1-156 0270 17 #2 ) BCG LIVE (BCG |covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
gastrointestinal
CMUH110 2208CHNO bleeding
41. 2022/8/6 Followup 4 |#1 ) MK-7902 ) N A
-REC1-045 04251 [Gastrointestinal
haemorrhage]
gastrointestinal
CMUH110 2208CHNO bleeding
42. 2022/8/6 Followup 5 |#1 ) MK-7902 R i A
-REC1-045 04251 [Gastrointestinal

haemorrhage]
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43.

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup 9

#1) MK-7902

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

increased]

1.2.3

44,

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup
10

#1) MK-7902

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

increased]

1.23

111 # 11 * 09 p

¥
N
»
B

|+




RPFAETHRFRFIARLRA Y- $LR ¢

-—

— B

S ERFLCXF R EREL(C RR)

R 5L

* ¢ %
5L

H2p
7

TR
IR 2 S
B

E

e

" 5

&

el

45,

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup
11

#1) MK-7902

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

increased]

1.2.3

46.

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup
12

#1) MK-7902

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

increased]

1.23
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47,

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup
13

#1) MK-7902

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

increased]

1.2.3

48.

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup
14

#1) MK-7902

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

increased]

1.23
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49,

CMUH110
-REC1-045

2022/5/31

2206USA0
00333

Followup
15

#1) MK-7902

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

increased]

1.2.3

50.

CMUH102
-REC1-068

2021/10/6

202101401
949

follow up 4

#1)

TALAZOPARIB;PLAC
EBO (Code not broken)

acute myeloid
leukemia
[Second primary
malignancy]
acute myeloid
leukemia [Acute
myeloid

leukemia]

51.

CMUH108
-REC1-024

2022/5/23

2022A199
782

follow up 3

1. DURVALUMAB/
2. TRASTUZUMAB

DERUXTECAN

MULTIFOCAL
PNEUMONIA

(Pneumonia)

1,3

52.

CMUH109
-REC1-115

2022/4/12

2022A148
132

follow up 2

TRASTUZUMAB
DERUXTECAN

SECONDARY
ACUTE
MYELOID
LEUKEMIA
(Acute myeloid

leukaemia)

111 # 11 * 09 p
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DECREASED
PLATELET
CMUH109 2022A282 TRASTUZUMAB
53. 2022/8/1 Initial COUNT 2 A
-REC1-115 025 DERUXTECAN
(Platelet count
decreased)
CMUH109 2022A276 TRASTUZUMAB ILD (Interstitial
54, 2022/6/30 follow up 3 ) 1,3 A
-REC1-115 945 DERUXTECAN lung disease)
1.Febrile
CMUH109 2022A014 |followup |TRASTUZUMAB
55. 2022/1/7 neutropenia 1,3 A
-REC1-115 639 11 DERUXTECAN )
2.Sepsis
DECREASED
PLATELET
CMUH109 2022A282 TRASTUZUMAB
56. 2022/8/1 follow up 1 COUNT 2 A
-REC1-115 025 DERUXTECAN
(Platelet count
decreased)
DECREASED
PLATELET
CMUH109 2022A282 TRASTUZUMAB
57. 2022/8/1 follow up 2 COUNT 2 A
-REC1-115 025 DERUXTECAN
(Platelet count
decreased)
CMUH109 2022A276 TRASTUZUMAB ILD (Interstitial
58. 2022/6/30 follow up 4 ) 1,3 A
-REC1-115 945 DERUXTECAN lung disease)
2,3,
SPONDYLODI
7:1mpor
CMUH109 2022A179 ) ] SCITIS
59. 2022/4/25 follow up 5(Blinded for Investigator tant A
-REC1-115 761 (Intervertebral )
o medical
discitis)
event
1.Pneumonia
2.DECREASED
CMUH109 2022A267 ) ] PLATELET
60. 2022/7/18 follow up 3|Blinded for Investigator 2,3 A
-REC1-115 594 COUNT
(Platelet count
decreased)
111 # 11 » 09 p % 50 % 64 |
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1.ABNORMAL
KIDNEY 1,2,3,
FUNCTION 7:1mpor
CMUH109 2022A300
61. 2022/8/28 follow up 1|Blinded for Investigator|(Renal tant A
-REC1-115 817
impairment) medical
2.INFECTION [event
(SEPSIS)
CMUH109 2022A065 ] ] Hypomagnesae
62. 2022/1/29 follow up 1 [Blinded for Investigator 2,3 A
-REC1-115 540 mia
CMUH109 2022A276 TRASTUZUMAB ILD (Interstitial
63. 2022/6/30 follow up 5 _ 1,3 A
-REC1-115 945 DERUXTECAN lung disease)
DRUG-INDUC
CMUH109 2022A317 | TRASTUZUMAB ED HEPATITIS
64. 2022/9/6 Initial ) 2,3,4 |A
-REC1-115 255 DERUXTECAN (Drug-induced
liver injury)
1.DRUG-INDU
CED
HEPATITIS
(Drug-induced
liver injury)
2.E.
COLI-ASSOCI
ATED
TRASTUZUMAB
CMUH109 2022A317 BACTERIAL |1,2,3,
65. 2022/8/31 follow up 1|DERUXTECAN/ A
-REC1-115 255 PYELONEFRIT |4
ERTAPENEM
IS(Escherichia
pyelonephritis)
3.MULTI-ORG
ANIC
FAILURE
(Multiple organ
dysfunction
syndrome)
111 # 11 % 09 p ¥ 51 F % 64 F




ﬂ@?%*?%%ﬁ?%?i%
-Ll-ER¥%L-%%

-—

_F

1
b4

1
f

REF-FALF ¢
HRE (L pR)

R 5L

* ¢
5L

cel:
H

EENT
2
B

— 2
F gt B

ik
=

66.

CMUH109
-REC1-115

2022/8/31

2022A317
255

follow up 2

TRASTUZUMAB
DERUXTECAN

1.E.
COLI-ASSOCI
ATED
BACTERIAL
PYELONEFRIT
IS (Escherichia
pyelonephritis)
2.DRUG-INDU
CED
HEPATITIS
(Drug-induced

liver injury)

1,23,

67.

CMUH109
-REC1-115

2022/9/22

2022A334
447

follow up 2

TRASTUZUMAB
DERUXTECAN

1.ANOREXIA
(Decreased
appetite)
2.DRUD
INDUCED OF
ILD (Interstitial
lung disease)
3.SUSPECT OF
CARINII
PNEUMONIA
(Pneumocystis
jirovecii
pneumonia)
4.COVID-19
INFECTION
(COVID-19)

68.

CMUH110
-REC1-004

2022/4/9

2022A146
219

follow up 2

Blinded for Investigator

CONFUSION
(Confusional

state)

111 # 11 »
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2,3,
) 7:Impor
CMUH110 2022A115 Intestinal
69. 2022/3/15 follow up 2 |Blinded for Investigator _ tant  [A
-REC1-004 577 obstruction ]
medical
event
2,3,
7:1mpor
CMUH110 2022A115 ) ) Intestinal
70. 2022/3/15 follow up 3|Blinded for Investigator _ tant A
-REC1-004 577 obstruction ]
medical
event
life threatening
CMUH109 - )
71. 2022/9/28 |3190205 |(Initial RO7283420 cytokine release |2 A
-REC1-123
syndrome
life threatening
CMUH109 Follow up )
72. 2022/9/28 3190205 RO7283420 cytokine release |2 A
-REC1-123
syndrome
CYTOKINE
CMUH109 Follow up
73. 2022/7/2 13132641 RO7283420 RELEASE 1,3 A
-REC1-123
SYNDROME
CMUH111 2207FRA0 Septic shock
74. 2022/7/10 Followup 6 |#1 ) MK-7684A Study ] 2.3 A
-REC1-019 07650 [Septic shock]
#1) MK-7684A Study )
CMUH111 2208BRA0 Neutropenia
75. 2022/8/27 Followup 2 |#2) ) 13 A
-REC1-019 11518 [Neutropenia]
NAB-PACLITAXEL
Septic shock
[Septic shock]
#1) MK-7684AStudy |
CMUH111 2207FRAQ intestinal
76. 2022/7/10 Followup 7 |#2) 2.3 A
-REC1-019 07650 occlusion
NAB-PACLITAXEL )
[Intestinal
obstruction]
#1 ) MK-7684A Study
CMUH111 2208BRA0 Neutropenia
77. 2022/8/27 Followup 3|#2) ] 1.3 A
-REC1-019 11518 [Neutropenia]
NAB-PACLITAXEL
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Neutropenia
[Neutropenia]
CMUH111 2209BRA0 #1) MK-7684A Study |Thrombocytope
78. 2022/8/27 INITIAL 123 |A
-REC1-019 02634 #2 ) CARBOPLATIN |nia
[Thrombocytope
nia]
Neutropenia
[Neutropenia]
CMUH111 2209BRA0 #1) MK-7684A Study |Thrombocytope
79. 2022/8/27 Followup 1 123 |A
-REC1-019 02634 #2 ) CARBOPLATIN |nia
[Thrombocytope
nia]
Neutropenia
[Neutropenia]
CMUH111 2209BRA0 #1) MK-7684A Study |Thrombocytope
80. 2022/8/27 Followup 2 ) 123 |A
-REC1-019 02634 #2 ) CARBOPLATIN |nia
[Thrombocytope
nia]
dyspnea
CMUH111 2209BRA0 #1) MK-7684A Study |[Dyspnoea]
81. 2022/9/16 INITIAL ) 13 A
-REC1-019 06833 #2 ) CARBOPLATIN |pneumonia
[Pneumonia]
Exacerbation of
dyspnea
CMUH111 2209BRA0 #1 ) MK-7684A Study
82. 2022/9/16 Followup 1 [Dyspnoea] 1.3 A
-REC1-019 06833 #2 ) CARBOPLATIN ]
pneumonia
[Pneumonia]
111 # 11 2 09 p % 54 F > % 64 F
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83.

CMUH109
-REC1-150

2022/2/17

2022A094
254

follow up 8

Blinded for Investigator

1.Sepsis
2.GUILLAIN-B
ARRE
(Guillain-Barre
syndrome)
3.NECROTIC
PANCREATITI
S (Pancreatitis
necrotising)
4.NEFROTIC
SYNDROME
(Nephrotic

syndrome)

1,23,
7:1mpor
tant
medical

event

84.

CMUH109
-REC1-150

2022/2/28

2022A099
842

follow up 8

Blinded for Investigator

1.FEBRILE
APLASIA
(Febrile bone
marrow aplasia)
2.ACUTE
RESPIRATORY
DISTRESS
(Respiratory
distress)
3.0RAL
MUCITIS
(Stomatitis)

4. ASPIRATION
PNEUMONIA
(Pneumonia

aspiration)

1,23,

7:1mpor
tant A
medical

event

111 # 11 »
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1.SEPSIS
(Sepsis)
2.GUILLAIN-B
ARRE
(Guillain-Barre |1, 2, 3,
syndrome) 4,
CMUH109 2022A094 ) ) 3.NECROTIC |7:Impor
85. 2022/2/17 follow up 9(Blinded for Investigator A
-REC1-150 254 PANCREATITI |tant
S (Pancreatitis  |medical
necrotising) event
4. NEFROTIC
SYNDROME
(Nephrotic
syndrome)
CARDIAC
CMUH109 2022A281 ISCHEMIA
86. 2022/8/5 Initial Blinded for Investigator 1,3 A
-REC1-150 221 (Myocardial
ischaemia)
1.INCREASED
ALT (Alanine
aminotransferas |
) 7:Impor
CMUH109 2022A286 | ] ] e increased)
87. 2022/7/19 Initial Blinded for Investigator tant A
-REC1-150 268 2.INCREASED ]
medical
AST (Aspartate
) event
aminotransferas
e increased)
2,3,
7:1mpor
CMUH109 2022A280 ] ] Pulmonary
88. 2022/8/7 follow up 1|Blinded for Investigator tant A
-REC1-150 915 embolism )
medical
event
111 # 11 » 09 p % 56 % 64 |
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1.INCREASED
ALT (Alanine
aminotransferas |
] 7:Impor
CMUH109 2022A286 ) ] e increased)
809. 2022/7/19 follow up 1|Blinded for Investigator tant A
-REC1-150 268 2.INCREASED )
medical
AST (Aspartate
event
aminotransferas
e increased)
CMUH109 2022A270 | _ _ Febrile
90. 2022/7/27 Initial Blinded for Investigator 2,3 A
-REC1-150 168 neutropenia
1,2,
7:1mpor
CMUH109 2022A294 ) ) o
91. 2022/8/20 follow up 1|Blinded for Investigator|Constipation tant A
-REC1-150 414 )
medical
event
1.FEBRILE
APLASIA
(Febrile bone
marrow aplasia)
2.ACUTE
RESPIRATORY
1,23,
DISTRESS
) 7:Impor
CMUH109 2022A099 ] ] (Respiratory
92. 2022/2/28 follow up 9|Blinded for Investigator| tant  [A
-REC1-150 842 distress) )
medical
3.0RAL
event
MUCITIS
(Stomatitis)
4.ASPIRATION
PNEUMONIA
(Pneumonia
aspiration)
111 # 11 % 09 p $ 57 F 0% 64 F
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2,3,
. 7:Impor
CMUH109 2021A767 ] ] Anaphylactic
93. 2021/10/7 follow up 7|Blinded for Investigator tant A
-REC1-150 206 shock .
medical
event
1,2,
7:1mpor
CMUH109 2022A294 _ _ o
94, 2022/8/20 follow up 2|Blinded for Investigator|Constipation tant A
-REC1-150 414 _
medical
event
CMUH109 2022A307
95. 2022/9/2 Initial Blinded for Investigator|Hepatitis 2 A
-REC1-150 377
GASTROINTE
STINAL
CMUH109 2022A262 ) )
96. 2022/7/17 follow up 1|Blinded for Investigator|PERFORATION|1, 2,3 (A
-REC1-150 667 . .
(Gastrointestinal
perforation
IMMUNO-ME |2,
DIATED 7:1mpor
CMUH109 2022A286
97. 2022/7/19 follow up 2|Blinded for Investigator|[HEPATOTOXIC [tant A
-REC1-150 268
ITY medical
(Hepatotoxicity) [event
1,2,
INTESTINAL
7:1mpor
CMUH109 2022A294 ] ] TORSION
98. 2022/8/20 follow up 3|Blinded for Investigator _ tant  [A
-REC1-150 414 (Gastric .
medical
volvulus)
event
111 # 11 7 09 p % 58 % 64 |
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99.

CMUH109
-REC1-150

2022/2/28

2022A099
842

follow up
10

Blinded for Investigator

1.FEBRILE
APLASIA
(Febrile bone
marrow aplasia)
2.ACUTE
RESPIRATORY
DISTRESS
(Respiratory
distress)
3.0RAL
MUCITIS
(Stomatitis)

4. ASPIRATION
PNEUMONIA
(Pneumonia

aspiration)

1,23,
7:1mpor
tant
medical

event

100.

CMUH109
-REC1-150

2022/7/19

2022A286
268

follow up 3

Blinded for Investigator

IMMUNO-ME
DIATED
HEPATOTOXIC
ITY
(Hepatotoxicity)

2,
7:1mpor
tant
medical

event

101.

CMUH109
-REC1-150

2022/9/2

2022A307
377

follow up 1

Blinded for Investigator

Hepatitis

102.

CMUH109
-REC1-150

2022/6/19

2022A227
227

follow up 1

Blinded for Investigator

NEUTROPENI
C FEVER
(Febrile

neutropenia)

103.

CMUH109
-REC1-150

2021/10/17

2021A784
735

follow up 7

Blinded for Investigator

1,Diarrhoea
2.Neutropenia
3.Hypotension
4.Septic shock
5.Vomiting

1,2,3

111 # 11 * 09 p
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CARDIAC
CMUH109 2022A281 ) ) ISCHEMIA
104. 2022/8/5 follow up 1|Blinded for Investigator 1,3 A
-REC1-150 221 (Myocardial
ischaemia)
IMMUNO-ME
DIATED '
7:1mpor
CMUH109 2022A286 _ _ HEPATOTOXIC
105. 2022/7/19 follow up 4|Blinded for Investigator tant A
-REC1-150 268 ITY ]
~ |medical
(Immunemediat
N event
ed hepatitis)
CMUH109 2022A354 | _ _ DYSPNEA
106. 2022/10/14 Initial Blinded for Investigator 2,3 A
-REC1-150 520 (Dyspnoea)
CMUH110 2209CZEO0 Asthenia
107. 2022/9/24 Followup 1|#1) MK-4280A N 13 A
-REC1-157 10397 \omiting
Gastrointestinal
Bleed
#1) MK-7902 [Gastrointestinal
(lenvatinib mesylate) |haemorrhage]
CMUH111 2206GBRO |Followup
108. 2022/6/9 #2) Acute small 1.3 A
-REC1-135 03507 23
PEMBROLIZUMAB |bowel
(pembrolizumab) obstruction
[Small intestinal
obstruction]
#1 ) MK-7902
o Tumor
(lenvatinib mesylate)
CMUH111 2209R0OU0 Haemorage
109. 2022/9/15 Followup 2 |#2) A
-REC1-135 06200 [Tumour
PEMBROLIZUMAB
) haemorrhage]
(pembrolizumab)
#1) MK-7902 Haemoptysis
(lenvatinib mesylate)  [[Haemoptysis]
CMUH111 2205GBRO |Followup _
110. 2022/5/2 #2) Liver capsular |1.3 A
-REC1-135 01365 18
PEMBROLIZUMAB |pain [Hepatic
(pembrolizumab) pain]

111 # 11 * 09 p
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#1) MK-7902 Haemoptysis
(lenvatinib mesylate)  [[Haemoptysis]
CMUH111 2205GBRO|Followup
111. 2022/5/2 #2) Liver capsular |1.3 A
-REC1-135 01365 19
PEMBROLIZUMAB (pain [Hepatic
(pembrolizumab) pain]
#1) MK-7902
o Tumor
(lenvatinib mesylate)
CMUH111 2209ROUO Haemorage
112. 2022/9/15 Followup 3|#2) 1 A
-REC1-135 06200 [Tumour
PEMBROLIZUMAB
) haemorrhage]
(pembrolizumab)
Gastrointestinal
Bleed
#1) MK-7902 [Gastrointestinal
(lenvatinib mesylate)  |haemorrhage]
CMUH111 2205GBRO |Followup
113. 2022/6/9 #2) Acute small 1.3 A
-REC1-135 01365 24
PEMBROLIZUMAB  [bowel
(pembrolizumab) obstruction
[Small intestinal
obstruction]
(k] Rt -
x~ HEHLEARFA
%J.
% 2
B > St o FEP G
(FF=>%F24 4]
CT-COV-21
A 1.0
pHp:2022& 03" 23p
. CT-COV-21e
- - X B
1. CMUH110-REC1-006 R | k10
pip 2022 & 08" 29 ¢p
CT-COV-21s
wA 1.0
p #2022 &08* 18 p
(2% 2144 ]
2. CMUH105-REC1-043 Eea *# 5% % ¢4 Upadacitinib
*H >MHERLHREF 2022 # 1% 1p X 2022 %8
111 # 11 » 09 p % 6l F % 64 T




RPFAETHRFRFIARLRA Y- $LR ¢

ZF B §RES(L PK)

BB

* g%

P&
344

I

151
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*:R5% ¥ ¢ 4L+ Upadacitinib(ABT-494)
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TEM

[$Z%5%5F24 4]
A 1.0
*p #p 30 Jun 2022
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*:R % % L4 Upadacitinib
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*R % & L4 Anifrolumab
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[ 8% >4 % ] 6M SUSAR Line Listing
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[ ## % 2448 £ )8th Development safety update report
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*REE P LA ¢ Azacitidine
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[ %8 % >4 % ] 6M SUSAR Line Listing
*RE & LA ¢ Azacitidine
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*REE P LA ¢ Azacitidine
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report

*E%k ¥ 5 LA ¢ Azacitidine

* pMAELHF10-52 19p 3 111 &5 7 18
2

CMUH110-REC1-224

B
o
Uk

[ % 2132 ])

*# 5% %4 ¢4 * Finerenone vs. Placebo

*E pMEARLHEF 12022706 01 p I 2022 & 08
" 31 p

9

CMUH109-REC1-084

|+

X

[24F4 73]

111 # 11 * 09 p




RPFAETHRFRFIARLRA Y- $LR ¢

—.F"-——L—‘&)ig"—]-:

ZF B §RES(L PK)

BB

* g%

V&
i

I

*i A& p #p: Dear Investigator Letter GDC-9545,
RO7197597 (Giredestrant) : Giredestrant concomitant
medications guidance, dated 18-Oct-2022
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*Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARSs) JNJ-56021927
(apalutamide)
RSB LA 0 INJ-56021927 (apalutamide)
*% rMAFL B 14 February 2022 to 13 August 2022
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CMUH108-REC1-030

(GEIEFIE S
*Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARS) JNJ-56021927
(apalutamide)
*Eok 5 LA INJ-56021927 (apalutamide)
*% >3 2 R 1 14 February 2022 to 13 August 2022
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*n % @ Development safety update report
DSUR Number: 7

Date of Report: 27 June 2022
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*:%5% ¥ 4 ¢4 * Nipocalimab
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*:E5 %4 2 4L Nipocalimab
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03JUL2022) _Investigator Safety Alert Report eTMF
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*pH 111 &9 1p
*55 A& : Nivolumab-DSUR (Executive

Summary)_(04-Jul-2021-t0-03-Jul-2022) Investigator

Safety Alert Report 30-AUG-2022 eTMF
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