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Cerebral ischaemia
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COVID-19
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Asthenia

Cardiac arrest
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Pancreatitis acute
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Hepatic failure
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#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN

Pancreatitis acute

1,2,3

111 = 08 * 31 p
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18.

CMUH109-
REC2-158

2022/3/10

2203ARGO
04371

Followup
10

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
LEUCOVORIN
#5)
5-FLUOROUR
ACIL

COVID-19

Embolism

1,23

19.

CMUH109-
REC2-158

2022/7/4

2207CHNO
02033

Followup
1

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Gastric perforation

20.

CMUH109-
REC2-158

2022/6/29

2207GTMO
00227

Followup
3

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
LEUCOVORIN
#5)
5-FLUOROUR
ACIL
#6)
5-FLUOROUR
ACIL

Cerebral ischaemia

2,3

111 = 08 * 31 p
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21,

CMUH109-
REC2-158

2022/6/26

2206CHLO
08709

Followup
2

#1)
PEMBROLIZU
MAB
#2) MK-7902
#3)
OXALIPLATIN
#4)
CAPECITABIN
E

Sepsis

1,3

22,

CMUH109-
REC2-158

2022/3/16

2203FRAQ
07103

Followup
5

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
LEUCOVORIN
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL

Diarrhoea

Staphylococcal sepsis

2,3

23.

CMUH109-
REC2-158

2022/4/22

2204POL00
8306

Followup
13

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
CAPECITABIN
E

Asthenia

Cardiac arrest

1,3

111 = 08 * 31 p
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24,

CMUH109-
REC2-158

2022/4/22

2204POLO00
8306

Followup
14

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
CAPECITABIN
E

Asthenia

Cardiac arrest

1,3

25.

CMUH109-
REC2-158

2022/6/29

2207GTMO
00227

Followup
4

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
LEUCOVORIN
#5)
5-FLUOROUR
ACIL

Cerebral ischaemia

2,3

26.

CMUH109-
REC2-158

2022/3/11

2203CHLO
05218

Followup
18

#1)
LEUCOVORIN
#2)
OXALIPLATIN
#3)
5-FLUOROUR
ACIL

Hepatic failure

Pulmonary embolism

1,3

111 = 08 * 31 p
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27.

CMUH109-
REC2-158

2022/6/29

2207GTMO
00227

Followup
5

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
LEUCOVORIN
#5)
5-FLUOROUR
ACIL

Cerebral ischaemia

2,3

28.

CMUH109-
REC2-158

2022/4/2

2204CHLO
01252

Followup
9

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN

Gastric ulcer perforation

1,23

29.

CMUH109-
REC2-158

2022/3/11

2203CHLO
05218

Followup
19

#1)
LEUCOVORIN
#2)
OXALIPLATIN
#3)
5-FLUOROUR
ACIL

Hepatic failure

Pulmonary embolism

1,3

111 = 08 * 31 p
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30.

CMUH109-
REC2-158

2022/7/4

2207CHNO
02033

Followup
2

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Gastric perforation

31.

CMUH109-
REC2-158

2022/7/3

2207CHNO
01119

Initial

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Pleural effusion

Pneumonia

1,3

32.

CMUH109-
REC2-158

2022/7/13

2207BEL00O
4909

Initial

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
CAPECITABIN
E
#6)
LEUCOVORIN
#7)
LEVOLEUCOV
ORIN

Anaphylactic reaction

2,3

111 = 08 * 31 p
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33.

CMUH109-
REC2-158

2022/7/13

2207BELQO
4909

Followup
1

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
CAPECITABIN
E
4#6)
LEUCOVORIN
#7)
LEVOLEUCOV
ORIN

Anaphylactic reaction

2,3

34.

CMUH109-
REC2-158

2022/5/3

2205GTMO
01779

Followup
10

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN

Pancreatitis acute

1,23

111 = 08 * 31 p
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35.

CMUH109-
REC2-158

2021/10/1

21101TAQO
1081

Followup
13

#1)
OXALIPLATIN
#2)
LEVOLEUCOV
ORIN
#3)
5-FLUOROUR
ACIL

Intestinal obstruction

Septic shock

2,3

36.

CMUH109-
REC2-158

2022/7/4

2207CHNO
02033

Followup
3

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Gastric perforation

37.

CMUH109-
REC2-158

2022/7/13

2207BELOO
4909

Followup
2

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
#6)
LEVOLEUCOV
ORIN

Anaphylactic reaction

2,3

111 = 08 * 31 p




6@?% §%w@§mpi.
-ERFLXFE

A -

2%

R
e

€%
(1 iR)

$aii ¢

* €

AP

& > MIF

SIS
5

‘%&t
!

G

3 A

R
e

38.

CMUH109-
REC2-158

2022/3/16

2203FRAQ
07103

Followup
6

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
LEUCOVORIN
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL

Diarrhoea

Staphylococcal sepsis

2,3

39.

CMUH109-
REC2-158

2022/7/3

2207CHNO
01119

Followup
1

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Pneumonia

Pleural effusion

1,3

40.

CMUH109-
REC2-158

2022/5/25

2206TURO
05307

Followup
8

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
LEUCOVORIN
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL

Hypertension

Embolism

Encephalitis

2,3

111 = 08 * 31 p
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41.

CMUH109-
REC2-158

2022/5/25

2206TURO
05307

Followup
9

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
LEUCOVORIN
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL

Hypertension

Embolism

Encephalitis

2,3

42.

CMUH109-
REC2-158

2022/3/10

2203ARGO
04371

Followup
1

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
LEUCOVORIN
#5)
5-FLUOROUR
ACIL

COVID-19

Pulmonary embolism

1,23

43.

CMUH109-
REC2-158

2022/5/25

2206TURO
05307

Followup
10

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
LEUCOVORIN
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL

Embolism arterial

Hypertension

Encephalitis

2,3

111 = 08 * 31 p
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44,

CMUH109-
REC2-158

2022/3/11

2203CHLO
05218

Followup
20

#1)
LEUCOVORIN
#2)
OXALIPLATIN
#3)
5-FLUOROUR
ACIL

Hepatic failure

Pulmonary embolism

1,3

45,

CMUH109-
REC2-158

2022/4/22

2204POL00
8306

Followup
15

#1') MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
CAPECITABIN
E

Cardiac arrest
Asthenia

1,3

46.

CMUH109-
REC2-158

2022/7/3

2207CHNO
01119

Followup
2

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Pneumonia

Pleural effusion

1,3

111 = 08 * 31 p
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47.

CMUH109-
REC2-158

2022/7/13

2207BELO0O
4909

Followup
3

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
4#6)
LEVOLEUCOV
ORIN

Anaphylactic reaction

2,3

48.

CMUH109-
REC2-158

2022/5/25

2206TURO
05307

Followup
1

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
LEUCOVORIN
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL

Embolism arterial

Hypertension

Encephalitis

2,3

111 = 08 * 31 p




ﬂ@?% 5“%&§MP¢'
-ER¥4L %4

A -

2%

R
L

€%
(1 iR)

$aii ¢

* ¢ St

AP

% > 3R

SIS
5

‘%&t
bl

G

3 A

4L e
.ﬁﬁ % ‘,:J—_ =3

49.

CMUH109-
REC2-158

2022/7/13

2207BELOO
4909

Followup
4

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN

Anaphylactic reaction

23 [ A

50.

CMUH109-
REC2-158

2022/5/25

2206TURO
05307

Followup
12

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
LEUCOVORIN
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL

Myopathy
Hypertension

Encephalitis

23| A

51.

CMUH108-
REC2-059

2021/7/1

2107DEUO0
01119

Followup
22

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Epistaxis

23| A

52.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Followup
40

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLATI
N

Septic shock

Thrombocytopenia

Neutropenia

237 A

111 = 08 * 31 p
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#1) MK-7902
(lenvatinib
CMUH110- 2205CHNO |Followup mesylate) Abdominal pain
53. 2022/4/30 23 [ A
REC2-034 01230 17 #2) Gastrointestinal perforation
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2204RUSO |Followup mesylate) ]
54, 2022/4/19 Ischaemic stroke 23 [ A
REC2-034 08800 6 #2)
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2108KORO |Followup mesylate) Musculoskeletal chest pain
55. 2021/7/23 - 13 A
REC2-034 00694 12 #2) Pneumonitis
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2201CHNO |Followup mesylate) Pneumonia
56. 2021/12/27 N 23 [ A
REC2-034 02657 25 #2) Pneumonitis
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2204RUSO |Followup mesylate) )
57. 2022/4/19 Ischaemic stroke 23| A
REC2-034 08800 7 #2)
PEMBROLIZU
MAB

111 = 08 * 31 p
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#1) MK-7902
(lenvatinib
CMUH110- 2205CHNO |Followup mesylate)  |Gastrointestinal perforation
58. 2022/4/30 23 [ A
REC2-034 01230 18 #2) Abdominal pain
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2204RUSO |Followup mesylate) ]
59. 2022/4/19 Ischaemic stroke 23 [ A
REC2-034 08800 8 #2)
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2108KORO |Followup mesylate) Pneumonitis
60. 2021/7/23 113 A
REC2-034 00694 13 #2) Musculoskeletal chest pain
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2206KORO0 |Followup mesylate) Musculoskeletal chest pain
61. 2021/7/23 - 131 A
REC2-034 02788 4 #2) Pneumonitis
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2201CHNO |Followup|  mesylate) Pneumonia
62. 2021/12/27 23 [ A
REC2-034 02657 26 #2) Pneumonitis
PEMBROLIZU
MAB

111 = 08 * 31 p
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63.

CMUH111-
REC2-084

2021/11/1

21111TA00
1341

Initial

#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)

(cisplatin)

Pancytopenia

[Pancytopenia]

111 = 08 * 31 p
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PRFFFTHRFRAIRRLAREY-FALRS
F-L1-£#RF4LX3EEHREEC 2R
B ) LR A ER _ -
AEHE | FAp Y TRER 3 AE %R
5 2+ ML &
#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Decreased ANC
2206AUSO . Intravenous .
64. | CMUH111- | 2022/5/23 Initial o [Neutrophil count 2 A
00788 infusion
REC2-084 decreased]
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
#1) MK-3475
) Erythroderma [Dermatitis
(pembrolizumab o .
) exfoliative generalised]
) Solution for i
S Bullous dermatitis
injection N
#2) [Dermatitis bullous]
2201UKRO |Followup leukocytopenia
65. | CMUH111- | 2022/1/26 ENFORTUMA ) 137 A
08643 1 [Leukopenia]
REC2-084 B VEDOTIN
Diarrhea [Diarrhoea]
(3475 ) ]
Urinary tract obstruction
SOLUTION )
(on the left) [Urinary tract
FOR )
obstruction]
INJECTION

111 = 08 * 31 p
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F-T-ZR51LXFAEREE(L K
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#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Decreased ANC
2206AUSO |Followup| Intravenous )
66. | CMUH111- | 2022/5/23 [Neutrophil count 2 A
00788 1 infusion
REC2-084 decreased]
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Erythroderma [Dermatitis
#1) MK-3475
) exfoliative generalised]
(pembrolizumab -
] Bullous dermatitis
) Solution for N
S [Dermatitis bullous]
injection )
#) leukocytopenia
2201UKROQ |Followup [Leukopenia]
67. | CMUH111- | 2022/1/26 ENFORTUMA 137 A
08643 2 Diarrhea [Diarrhoea]
REC2-084 B VEDOTIN ) )
Urinary tract obstruction
(3475 )
(on the left) [Urinary tract
SOLUTION
obstruction]
FOR " | )
erglycemia
INJECTION YRergy

[Hyperglycaemia]

111 = 08 * 31 p
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Diarrhea [Diarrhoea]
#1) MK-3475
) Erythroderma [Dermatitis
(pembrolizumab o ]
) exfoliative generalised]
) Solution for
S Bullous dermatitis
injection
#2) [Dermatitis bullous]
2201UKRO |Followup leukocytopenia
68. | CMUH111- | 2022/1/26 ENFORTUMA ] 1371 A
08643 3 [Leukopenia]
REC2-084 B VEDOTIN
Urinary tract obstruction
(3475 ]
(on the left) [Urinary tract
SOLUTION )
obstruction]
FOR " | )
erglycemia
INJECTION YPergy )
[Hyperglycaemia]
#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine) )
Decreased Neutrophils
2206AUSO |Followup| Intravenous )
69. | CMUH111- | 2022/5/17 [Neutrophil count 2 A
00788 2 infusion
REC2-084 decreased]
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)

111 = 08 * 31 p
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F-L-2R%4XF48EHaE(C 2K
B 5 XM (FELEH . _
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B 2 S5 )
#1) MK-3475 ) )
) Diarrhea [Diarrhoea]
(pembrolizumab -
) Erythroderma [Dermatitis
) Solution for o ]
S exfoliative generalised]
injection -
Bullous dermatitis
#2) .
2201UKRO |Followup [Dermatitis bullous]
70. | CMUH111- | 2022/1/26 ENFORTUMA ) 1371 A
08643 4 leukocytopenia
REC2-084 B VEDOTIN )
[Leukopenia]
(3475 ) )
Urinary tract obstruction
SOLUTION _
(on the left) [Urinary tract
FOR
obstruction]
INJECTION
#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine) )
Decreased Neutrophils
2206AUSO |Followup| Intravenous )
71. | CMUH111- | 2022/5/23 [Neutrophil count 2 A
00788 3 infusion
REC2-084 decreased]
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)

111 = 08 * 31 p
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72.

CMUH111-
REC2-084

2022/5/17

2206AUSO
00788

Followup
4

#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)

Decreased Neutrophils

[Neutrophil count

decreased]

73.

CMUH111-
REC2-084

2022/7/5

2207GRCO
03409

Initial

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION

Pneumonia [Pneumonia]

Pneumonitis [Pneumonitis]

2.3

111 = 08 * 31 p
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#2)
ENFORTUMA
B VEDOTIN - N
CMUH111- 2207GRCO |Followup Pneumonitis [Pneumonitis]
74. 2022/7/5 (3475 ) ) 23 [ A
REC2-084 03409 1 Pneumonia [Pneumonia]
SOLUTION
FOR
INJECTION
Diarrhea [Diarrhoea]
#) Erythroderma [Dermatitis
exfoliative generalised]
ENFORTUMA
Bullous dermatitis
B VEDOTIN N
CMUH111- 2201UKROQ |Followup [Dermatitis bullous]
75. 2022/1/26 (3475 ) 1271 A
REC2-084 08643 5 leukocytopenia
SOLUTION )
[Leukopenia]
FOR ) ]
Urinary tract obstruction
INJECTION )
(on the left) [Urinary tract
obstruction]
#2)
ENFORTUMA
B VEDOTIN
CMUH111- 2207GRCO |Followup Pneumonitis [Pneumonitis]
76. 2022/7/5 (3475 ] ] 23 [ A
REC2-084 03409 2 Pneumonia [Pneumonia]
SOLUTION
FOR
INJECTION
#2)
ENFORTUMA )
Lower Respiratory Tract
B VEDOTIN
CMUH111- 2207GRCO |Followup Infection/Covid19
77. 2022/7/5 (3475 ] 23 [ A
REC2-084 03409 3 Infection [COVID-19]
SOLUTION
Pneumonitis [Pneumonitis]
FOR
INJECTION
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78.

CMUH111-
REC2-084

2022/5/23

2206AUSO
00788

Followup
5

#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)

Decreased Neutrophils

[Neutrophil count

decreased]

79.

CMUH111-
REC2-084

2022/7/5

2207GRCO
03409

Followup
4

#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION

COVID-19Lower

Respiratory Infection

[COVID-19]

Pneumonitis [Pneumonitis]

2.3
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#1) MK-3475
Study (Code not
broken)
#2) T .
ype two respiratory
CISPLATIN ) ) _
CMUH108- 2108CHNO |Followup failure [Respiratory failure]
80. 202177122 FOR JAPAN 131 A
REC2-134 00648 21 pneumothorax
(3475
[Pneumothorax]
SOLUTION
FOR
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
Infection
#2) .
White blood cell count
CMUH109- 2206CHNO |Followup| CISPLATIN
81. 2022/6/6 decreased 23| A
REC2-155 02375 5 FOR JAPAN
Platelet count decreased
#3) .
Neutrophil count decreased
5-FLUOROUR
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken)
#2)
Muscular weakness
CMUH109- 2204USAO0 |Followup| 5-FLUOROUR ]
82. 2022/3/26 Dehydration 1,23 A
REC2-155 05224 22 ACIL FOR ]
Sepsis
JAPAN
#3)
OXALIPLATIN
FOR JAPAN
111 #08 * 31 p % 55 F % 68 |
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83.

CMUH109-
REC2-155

2022/6/30

2207HUNO
00360

Initial

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
ACIL FOR
JAPAN
#3)
OXALIPLATIN
FOR JAPAN
#4)
LEUCOVORIN

Death

84.

CMUH109-
REC2-155

2022/6/6

2206CHNO
02375

Followup
6

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Infection

White blood cell count

decreased

Platelet count decreased

Neutrophil count decreased

2,3

85.

CMUH109-
REC2-155

2022/6/30

2207THUNO
00360

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
ACIL FOR
JAPAN
#3)
OXALIPLATIN
FOR JAPAN
#4)
LEUCOVORIN

Death
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#1) MK-3475
Study (Code not
broken) )
Infection
#2) .
White blood cell count
CMUH109- 2206CHNO |Followup| CISPLATIN
86. 2022/6/6 decreased 23 [ A
REC2-155 02375 7 FOR JAPAN
Platelet count decreased
#3) .
Neutrophil count decreased
5-FLUOROUR
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken)
#2)
Muscular weakness
CMUH109- 2204USAO0 |Followup| 5-FLUOROUR ]
87. 2022/3/26 Dehydration 1,23 A
REC2-155 05224 23 ACIL FOR ]
Sepsis
JAPAN
#3)
OXALIPLATIN
FOR JAPAN
#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR )
General physical health
ACIL FOR o
deterioration
CMUH109- 2111FRAQ0|Followup JAPAN » )
88. 2021/9/24 Interstitial lung disease |1,2,3| A
REC2-155 1820 16 #3)
Hyperthermia
OXALIPLATIN ] )
Staphylococcal infection
FOR JAPAN
#4)
LEVOLEUCOV
ORIN FOR
JAPAN
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202111023 |follow-up INFUSION-RELATED
89. | CMUH110- | 2021/10/28 AMIVANTAM 2 A
54(3) 3) REACTIONS
REC2-008 AB
202111023 |follow-up INFUSION-RELATED
90. | CMUH110- | 2021/10/28 AMIVANTAM 2 A
54(4) (4) REACTIONS
REC2-008 AB
CMUH110- 2022A1285|follow up| Blinded for )
91. 2022/3/25 ) Myelosuppression L2 A
REC2-073 90 4 Investigator
2,3,
7:1mp
ALLERGIC REACTION
CMUH110- 2021A8862 [follow up| Blinded for ortant
92, 2021/12/16 TO TRASTUZUMAB A
REC2-073 96 4 Investigator o medic
(Drug hypersensitivity) |
a
event
CMUH110- 2022A1285|follow up| Blinded for )
93. 2022/3/25 ] Myelosuppression L2 | A
REC2-073 90 5 Investigator
1,2,
FEBRILE 3
NEUTROPENIAWITH = ’
:Imp
CMUH110- 2022A1420(follow up| Blinded for |SUSPECTED LRTI WITH
94. 2022/4/4 ) ortant| A
REC2-073 14 3 Investigator MULTI ORGAN di
medic
DYSFUNCTION (Febrile |
a
neutropenia)
event
1,2,
31
) 7:lmp
CMUH110- 2022A1420(follow up| Blinded for ) ]
95. 2022/4/4 ) Febrile neutropenia ortant| A
REC2-073 14 4 Investigator ]
medic
al
event
CMUH110- 2022A2141 » Blinded for ) )
96. 2022/6/5 Initial ) Febrile neutropenia 2,3 A
REC2-073 03 Investigator
111 = 08 * 31 p % 58 F > % 68 F
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2,3,
4,
) 7:Imp
CMUH110- 2022A2189 Blinded for
97. 2022/6/1 Initial ) Pancytopenia ortant
REC2-073 86 Investigator ]
medic
al
event
CMUH110- 2022A2353 Blinded for
98. 2022/6/23 Initial DIARRHOEA (Diarrhoea) | 2, 3
REC2-073 62 Investigator
2,3,
4!
7:1mp
CMUH110- 2022A2189[follow up| Blinded for )
99. 2022/6/1 ] Pancytopenia ortant
REC2-073 86 1 Investigator )
medic
al
event
21
7:1mp
CMUH110- 2022A2145[follow up| Blinded for ) ortant
100. 2022/6/7 ) Hypomagnesaemia )
REC2-073 62 2 Investigator medic
al
event
2,3,
4!
) 7:1mp
CMUH110- 2022A2189follow up| Blinded for .
101. 2022/6/1 ) Pancytopenia ortant
REC2-073 86 2 Investigator ]
medic
al
event
2,4,
7:1mp
CMUH110- 2022A2684 . Blinded for ] ] ortant
102. 2022/7/26 Initial Febrile neutropenia
REC2-073 44 Investigator medic
al
event
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VIOLATION OF WATER
CMUH110- 2022A1329(follow up| Blinded for AND ELECTROLYTE
103. 2022/3/30 2,3 A
REC2-208 90 3 Investigator BALANCE (Electrolyte
imbalance)
2,3,
7:Imp
CMUH110- 2022A2142 [follow up| Blinded for ortant
104. 20221617 ) Febrile neutropenia | A
REC2-208 76 1 Investigator Medi
cal
Event
CMUH110- 2022A2397 Blinded for 1.Neutropenia 1,2,
105. 2022/6/29 Initial ) o A
REC2-208 64 Investigator 2.Hepatic failure 3,4
ONO-2018-
Acute Encephalopathy,
CMUH105- 005126 Nivolumab vs ] ]
106. 2018/9/7 FU5 Acute Kidney Injury, 2371 A
REC2-132 (BMS-2018 Placebo ]
Hypokalaemia
-083932)
CMUH105- ONO-2020- Nivolumab vs | Immunotherapy induced
107. 2020/8/7 FU12 ) ) 2371 A
REC2-132 012629 Placebo haemolytic anaemia
CMUH105- ONO-2020- Nivolumab vs | Immunotherapy induced
108. 2020/8/7 FU13 ) ] 237 A
REC2-132 012629 Placebo haemolytic anaemia
) Acute Encephalopathy,
CMUH105- ONO-2018- Nivolumab vs ] ]
109. 2018/9/7 FU4 Acute Kidney Injury, 2371 A
REC2-132 005126 Placebo

Hypokalaemia
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#1) MK-7902
(lenvatinib
mesylate)
#2) colon perforation [Large
PEMBROLIZU intestine perforation]
MAB Acute Gastroenteritis
CMUH109- 2206 TWNO |Followup .
110. 2022/6/15 #3) [Gastroenteritis] 2,3 A
REC2-158 05253 10
OXALIPLATIN Hyponatremia
#4) [Hyponatraemia]
LEUCOVORIN| Weakness [Asthenia]
#5)
5-FLUOROUR
ACIL
RU-ONCO
CMUH108- FOLLO Melflufen Myeloproliferative
111. 2022/3/25 (PEPPR-009 ) 1,71 A
REC2-002 19 WUP 3 | Dexamethasone disorder
RU-ONCO
CMUH108- FOLLO Melflufen Myeloproliferative
112. 2022/3/25 (PEPPR-009 ) 1,71 A
REC2-002 19 WUP 2 | Dexamethasone disorder
CMUH104- 2022-07924 NIVOLUMAB
113. 2021/12/22 Initial SUDDEN DEATH 17 A
REC2-102 7(0) IPILIMUMAB
CMUH104- 2022-07924 o NIVOLUMAB
114. 2021/12/22 Initial SUDDEN DEATH A
REC2-102 7(0) IPILIMUMAB 17
1.MULTIPLE
OCCURRENCES OF
) LARYNGEAL
2022A0814 [follow up| Blinded for
115.{ CMUH109- | 2022/2/19 HEMORRHAGE 2,3 A
04 3 Investigator
REC2-078 (Laryngeal haemorrhage)
2.LUNG INFECTION
(Pneumonia)

111 = 08 * 31 p
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2,7:
Impor
1.INFUSION REACTION
2021A7639[follow up| Blinded for ) ) tant
116.{ CMUH109- | 2021/10/1 (Infusion related reaction) A
07 4 Investigator Medi
REC2-078 2.DYSPNEA (Dyspnoea) |
ca
Event
EXTENSE INTESTINAL
2022A1505 [follow up| Blinded for )
117.| CMUH109- | 2022/4/13 ) ISCHEMIA (Intestinal | 2,3 | A
22 1 Investigator
REC2-078 ischaemia)
1.MULTIPLE
OCCURRENCES OF
LARYNGEAL
2022A0814 [follow up| Blinded for
118.| CMUH109- | 2022/2/19 ) HEMORRHAGE 2,3 A
04 4 Investigator
REC2-078 (Laryngeal haemorrhage)
2.LUNG INFECTION
(Pneumonia)
1.MASSIVE
PULMONARY 1,2,
EMBOLISM ON BOTH | 3, 4,
] SIDES (Pulmonary 7:1Imp
2021A7303(follow up| Blinded for
119.| CMUH109- | 2021/9/15 ) embolism) ortant| A
54 4 Investigator .
REC2-078 2.PNEUMONIA Medi
ASSOCIATED WITH cal
COVID19 (COVID-19 |Event
pneumonia)
1.MASSIVE
PULMONARY 1,2,
EMBOLISM ON BOTH | 3, 4,
) SIDES (Pulmonary 7:Imp
2021A7303|follow up| Blinded for ]
120.| CMUH109- | 2021/9/15 ) embolism) ortant| A
54 5 Investigator
REC2-078 2.PNEUMONIA Medi
ASSOCIATED WITH cal
COVID19 (COVID-19 [Event
pneumonia)
111 # 08 * 31 p % 62 F > % 68 F
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) 1.DYSPNEA (Dyspnoea)
2021A7639(follow up| Blinded for
121.| CMUH109- | 2021/10/1 ) 2.INFUSION REACTION| 23 | A
07 5 Investigator
REC2-078 (Infusion related reaction)
2021A7639(follow up| Blinded for INFUSION REACTION
122.| CMUH109- | 2021/10/1 2 A
07 6 Investigator | (Infusion related reaction)
REC2-078
1.MASSIVE
PULMONARY 1,2,
EMBOLISM ON BOTH | 3, 4,
] SIDES (Pulmonary 7:1mp
2021A7303(follow up| Blinded for
123.| CMUH109- | 2021/9/15 ] embolism) ortant| A
54 6 Investigator _
REC2-078 2.PNEUMONIA Medi
ASSOCIATED WITH cal
COVID19 (COVID-19 |Event
pneumonia)
1.LUNG INFECTION
(Pneumonia)
2.MULTIPLE
2022A0814 [follow up| Blinded for
124.| CMUH109- | 2022/2/19 ] OCCURRENCES OF 2,3 A
04 5 Investigator
REC2-078 LARYNGEAL
HEMORRHAGE
(Laryngeal haemorrhage)
1.MASSIVE
PULMONARY 1,2,
EMBOLISM ON BOTH | 3, 4,
) SIDES (Pulmonary 7:lmp
2021A7303follow up| Blinded for ]
125.| CMUH109- | 2021/9/15 ) embolism) ortant| A
54 7 Investigator
REC2-078 2.PNEUMONIA Medi
ASSOCIATED WITH cal
COVID19 (COVID-19 [Event
pneumonia)
2021A7639(follow up| Blinded for INFUSION REACTION
126.| CMUH109- | 2021/10/1 ) ) ) 2 A
07 7 Investigator | (Infusion related reaction)
REC2-078
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2022A1112 |follow up| Blinded for VOMITING BLOOD
127.| CMUH109- | 2022/2/17 ) ) 1 A
16 3 Investigator (Haematemesis)
REC2-078
1.LUNG INFECTION
(Pneumonia)
2.MULTIPLE
2022A0814 [follow up| Blinded for
128.| CMUH109- | 2022/2/19 OCCURRENCES OF 2,3 A
04 6 Investigator
REC2-078 LARYNGEAL
HEMORRHAGE
(Laryngeal haemorrhage)
2,3,
4!
7:1mp
2022A2272 . Blinded for )
129.| CMUH109- | 2022/6/20 Initial ] Hyponatraemia ortant| A
29 Investigator
REC2-078 Medi
cal
Event
Blinded study
CMUH108- CLO-2019- [follow up product Pancytopenia/Hemolytic
130. 2019/10/14 2 A
REC2-149 002138 2 1. Nivolumab anemia
2. Rucaparib
Blinded study .
Thrombocytopenia,
CMUH108- CLO-2022- - product i
131. 2021/12/14 Initial Myelodysplastic syndrome,| 2 A
REC2-149 000013 1. Nivolumab
) Acute myeloid leukaemia
2. Rucaparib
Blinded study .
Thrombocytopenia,
CMUH108- CLO-2022- |follow up product i
132. 2021/12/14 Myelodysplastic syndrome,| 1 A
REC2-149 000013 1 1. Nivolumab
) Acute myeloid leukaemia
2. Rucaparib
Blinded study .
Thrombocytopenia,
CMUH108- CLO-2022- |follow up product i
133. 2021/12/14 Myelodysplastic syndrome,[ 1 A
REC2-149 000013 2 1. Nivolumab
) Acute myeloid leukaemia
2. Rucaparib
111 # 08 * 31 p % 64 F % 68 |
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Blinded study
CMUH108- CLO-2022- |follow up product Thrombocytopenia, Acute
134. 2021/12/14 1 A
REC2-149 000013 3 1. Nivolumab myeloid leukaemia
2. Rucaparib
Blinded study
CMUH108- CLO-2022- |follow up product
135. 2021/11/16 Acute myeloid leukaemia | 1 A
REC2-149 000013 4 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2022- product
136. 2022/4/8 Initial Acute leukaemia 2 A
REC2-149 000452 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2022- |follow up product ) )
137. 2022/4/8 ) Acute myeloid leukaemia | 2 A
REC2-149 000452 1 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2022- |follow up product
138. 2022/4/8 Acute leukaemia 1 A
REC2-149 000452 2 1. Nivolumab
2. Rucaparib
CMUH109- follow up
139. 2021/10/11 | 2939738 RO7092284 |[THROMBOCYTOPENIA| 32 [ A
REC2-179 5
CMUH109-
140. 2022/7/4 | 3134588 | Initial RO7092284 DEATH 1 A
REC2-195
CMUH109-
141. 2022/7/4 3134588 Initial RO5541267 DEATH 1 A
REC2-195
CMUH109- LIFE THREATENING
142. 2022/8/2 | 3153301 Initial RO5541267 3,2 A
REC2-195 HAEMORRHAGE
CMUH109- LIFE THREATENING
143. 2022/8/2 | 3153301 Initial RO7092284 3,2 A
REC2-195 HAEMORRHAGE
CMUH109- Follow INFLAMMATION, LUNG
144. 2022/6/17 | 3121777 RO5541267 3,2 A
REC2-119 upl INFECTION
CMUH109- Follow INFLAMMATION, LUNG
145. 2022/6/17 | 3121777 RO7092284 3,2 A
REC2-119 upl INFECTION
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CMUH109- Follow
146. 2022/4/30 | 3083544 RO5541267 |[(ESOPHAGEAL FISTULA| 3,2 | A
REC2-119 up 7
CMUH109- Follow
147. 2022/4/30 | 3083544 RO7092284 |[ESOPHAGEAL FISTULA| 3,2 | A
REC2-119 up 7
CMUH109- Follow FATAL RESPIRATORY
148. 2022/7/18 | 3144171 RO7092284 31 A
REC2-119 up 1 FAILURE
CMUH109- Follow FATAL RESPIRATORY
149. 2022/7/18 | 3144171 R0O5541267 31 A
REC2-119 up 1 FAILURE
[iR] RRTIH -
2 G #F f# }1 i i IE %‘ ﬁ
4
i@ n
(QEEEEEY
*15 4 Annotated Study Book-14T_MC_JVCY _June 19, 2019
T 4 *p g 12019 # 06 * 19 p
1. | CMUH104-REC2-116 ; LN ETTESYE Py
ﬁ *:E 5% ¥ 4 L4 Ramucirumab (LY3009806)
X DPELHF
2021 &= 10 " 22 p 1 2022 # 04 * 21 p
WiEw > % >H4FEL DSUR
1-~:24F p #7: 19Nov2019
i 4R F ¥ 1 010ct2018 to 30Sep2019
2~ i 3F p #p: 12Nov2020
2. | CMUH104-REC2-074 LA | 4R % F1010ct2019 to 24Sep2020
3~ i@ dp p ¥ 10May2021
i 3F % A1 25Sep2020 to 24Mar2021
4 ~ i 37 p #r: 06May2022
i 4R F B : 25Mar2021 to 24Mar2022
[ =% 2444 ]
6 Month safety report for BRI1-179-835-001
3. | CMUH110-REC2-048 oA | *REES L4 BRI-179 (VBI-2601) 2 BRII-835
(VIR-2218)
PPHELHAF 11 E012 01p 2 111# 06 * 30
2
[ Development Safety Update Report No. 6
Executive Summary])
*Eok 5 LA INJ-61186372 (amivantamab)
4. | CMUH110-REC2-008 A [ YL YR 111 #010 18p 3 1114# 05 20
2
[ Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARS)]
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*Eok 5 LA INJ-61186372 (amivantamab)
*ErPFLHF 111 £01 " 18p 1 111 # 057 20
p

CMUH110-REC2-141

i
Ay
W

(#%+%E2% 4]
#1110
*p g 2022 # 06 7 06 B

CMUH110-REC2-175

e
2
-

(#%+%F2% 4]
*iR A 1.0
*p g i2022# 057 27 @

CMUH110-REC2-025

‘\'ﬂf‘-
&
K

(2% 2pdp4 ]
*Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARS)JINJ-56136379 (bersacapavir)
*Eok ¥4 LA INJ-56136379 (bersacapavir)
*% pHEp 2 @ R 0 16 December 2021 to 15 June 2022

CMUH109-REC2-195

[ 4 7a)

*i 4 Dear Investigator Letter : Dear Investigator

Letter TECENTRIQ® (atezolizumab) : The Identified Risk of
Immune-Mediated Pericardial Disorders associated with the
use of TECENTRIQ (atezolizumab), dated 27-Jul-2022

*p #p 12022 & 07 % 27 p

CMUH109-REC2-136

[z 24dr 4]

*: % % 4 Dupilumab

*E P AFL PR 2021 & 032 29 p 3 2021 # Q9 !
28 p

*:E % % L FL © Dupilumab

*g pMFL PR 2021 & 097 29 p 3 2022 &= 03 ¢
28 p

10.

CMUH109-REC2-018

g
|~
I3

[z % 2pHR2])
*R 5% ¥4 LA Venetoclax/ Azacitidine
*E AHARLHF10£ 112 29p 3 111 E5% 28¢5

11.

CMUH109-REC2-175

ps
\1_
&

(EEIEESEE S |
*E% & LA Venetoclax/ Azacitidine
*E pPEFLHPF10# 117 29p 3 111 &#509 28

12.

CMUH105-REC2-050

[ =% 2444 ]

*HE% &S LA 0 MSB0010718C

*F rPEFLHPF 102032 21 p 3 111 # 03 7 22
p

13.

CMUH107-REC2-111

*:5% % 4+ L4 Brolucizumab (RTH258)
*EE S R FE A

14.

CMUH109-REC2-043

L t

(2% 2144 ]
*5 A& @ Cabozantinib (XL184) 11th DSUR report
*EHR®EF 1 13-Jul-2020-12-Jul-2021
*3p 24 p 11102092 02 p

[ Cabozantinib (XL184) Semi-annual SUSAR report]
*ix & 1 16th SEMI-ANNUAL SUSAR report
*EREF 0 13-Jul-2020-12-Jan-2021
*3p <4 p# 11102032 01 p

[ Cabozantinib (XL184) Semi-annual SUSAR report]
*5 & 1 17th SEMI-ANNUAL SUSAR report
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*EREF 2 13-Jan-2021-12-Jul-2021
*p #1110 # 08 "% 30 P

(2% 242 ]

*:R5 % 4 £ 40 1 sacituzumab govitecan (IMMU-132)

*E rMHFAYPRF 1l E012 01p 2 111 #0100 31

p

*:E5 % 4 244 1 sacituzumab govitecan (IMMU-132)
THFELYPEF 111 #0272 01F X 111 #0277 28

15. | CMUH109-REC2-147 ER-N p
*:E % % L fL © sacituzumab govitecan (IMMU-132)
THFLHF 111 E037 01p x 111 %03 31
2
*#E% E A AL sacituzumab govitecan (IMMU-132)
*E rMIFLHF Ll E042 01p % 111 # 04 % 30
2
[ % 2HE2])
e | FRERE S LA T MK-3475 Pembrolizumab
16. | CMUHI06-REC2-071 | 88445 | p s e s ;PLF"* 202109 7 04 p I 2022 & 03
03 p
[ =% 2144 ]
*Blinded Line Listing of Suspected Unexpected Serious
17. | CMUH109-REC2-149 %% ~ | Adverse Reactions (SUSARs)JINJ-56136379 (bersacapavir)
*Eok ¥4 LA INJ-56136379 (bersacapavir)
*% MM A2 16 December 2021 to 15 June 2022
[$%=%5F2H 4]
18. | CMUH105-REC2-084 REF a1 1.0
p 3t 2021/08/20
[ < 2H4F2 ]
*#E% & LA 0 DS-8201a (Trastuzumab deruxtecan)
19. | CMUHLIO-REC2-073 | 2 2% | s papa - 102 120 09 p 5 111 % 06 * 08
2
[z 2]
20. | CMUH110-REC2-210 ERY ;;Eié;f# % # © Trastuzumab Deruxtecan (DS-8201a,
* pMHEFL PR 110# 122 09p 1 111 # 06 ° 08 p
[ < 2H4F2 ]
21. | CMUH108-REC2-169 L *E ok ¥4 LA 0 MK-3475 Pembrolizumab

*% >4 B F 0 04-SEP-2021 to 03-MAR-2022
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