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S " | ENCORAFENIB
31| REC2-154( | 2 1t % — & i o 111/01/01
g v
AR-2) AT
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* ¢ %% | CMUH108-REC2-059(SAE-29) | # %~ ##53) | jef 7 2% 2
RIS TR R ARRBLCF | VEER MR | RF ST E
- 38 % 3 #H#E% > 2 pembrolizumab & * pemetrexed 2 7 40 # I~
g (carboplatin ¢ cisplatin) » £ % %+ pembrolizumab & * %3 {4 olaparib
' s e ApdRY pembrolizumab & * fa4F 4 pemetrexed Joof 0 3T iEAS (1 2E
Bk 2L ] dm e R F - AU
EE. 2.
* ¢ %% | CMUH108-REC2-059(SAE-30) | # %= 24| | kg3 2%
VRIS g TFERE ATRBLCFF | EE pk% SN
- 3 % 3 ¥FEZ% 0 2 pembrolizumab & * pemetrexed % 7 44 & F-
NP (carboplatin = cisplatin) » 4 % %5 pembrolizumab # * 3%+ olaparib
FE A >r$wm%pmmMummbm*aﬁﬁpmﬂmmd@%,%@%@;a
Bk 2| e R 2 N — SR
EE. 3.
* ¢ %% | CMUH108-REC2-059(SAE-31) | %+ ##3 | e » 2 ¥ 2
PRI RTLRARRELEFR (PEEF AR | RE TS
- I8 % 3 #E% > 2 pembrolizumab & * pemetrexed % 7 44 # i~
N (carboplatin st cisplatin) » % % %5 pembrolizumab & * %3+ olaparib
e o #Bﬁi@ﬁv? pembrolizumab & #* (a4F 4+ pemetrexed /5% 0 T AS 2L
Bk 2| e R 2 N — UL R
E5. 4
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€ st CMUH108-REC2-059(SAE-32) | % <% 4g3] | k€2 2 12

FRAFA REEERARRBLICFR | PRETRE | RF TR

- 38 % 3 # @B 0 1 pembrolizumab & * pemetrexed % % 44 E §
(carboplatin ¢ cisplatin) > =% %+ pembrolizumab & * &3 }+ olaparib

—;,L% & 15

' s 7o f 4B 3t pembrolizumab & % fa4F 4 pemetrexed 5K o ST EEAS (2L
Bk 2] e W R 2 F - S

BE. 5

R A CMUH108-REC2-059(SAE-34) | &% ~ 4 3] | pk&

-
PHEAHA RFERS VRFLGFR | PRI R | RE PR

- 3 % 3 %% > 2 pembrolizumab # * pemetrexed % 7 44 % i
(carboplatin £ cisplatin) » 4 % %5 pembrolizumab # * 3%+ olaparib
iR AP > pembrolizumab & * a3+ pemetrexed Joy 0 ST 2L
B 2L e S 2 B — UL

I~ Y TRAFRE 2R

2% (8B 17)
L= 252 2 6 3ERRB L A u £ p A LREFF 43¢+ A 4 1A disability
5.L % i) 6.7 (TRl M A ARG T TH B (Fhcit)

¥ (%8 AD)

A BB FEEBEHM X 2P KRACER T RPATDERTH 22
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m
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F AR |4 E
E BB AP E = N *ORE 2 2% |3FEE
g | 8T 25 | T
#1) )
Diarrhoea
OXALIPLATIN -
Vomiting
#2) )
CMUH109- 2110ESPOO0 [Followup Neutropenia
1. 2021/9/25 LEUCOVORIN ) ) 1,3 A
REC2-158 0209 7 4) Cardio-respiratory
arrest
5-FLUOROUR )
Ascites
ACIL
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CMUH109-
REC2-158

2021/9/25

2110ESP0OO
0209

Followup
8

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

Diarrhoea
Vomiting

Neutropenia

Cardio-respiratory

arrest

Ascites

1,3

CMUH109-
REC2-158

2021/10/4

2110CHLO
01474

Followup
3

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

Respiratory failure

Sepsis

1,3

CMUH109-
REC2-158

2021/10/1

21101TAQO
1081

Followup
2

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

Intestinal obstruction

Septic shock

2,3

CMUH109-
REC2-158

2021/9/25

2110ESP0O0
0209

Followup
9

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

Diarrhoea
Vomiting

Neutropenia

Cardio-respiratory

arrest

Ascites

1,3
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CMUH109-
REC2-158

2021/10/1

2110ITAQO
1081

Followup
3

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

Intestinal obstruction

Septic shock

2,3

CMUH109-
REC2-158

2021/10/15

2110CHLO
05350

Followup
1

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

Respiratory failure

CMUH109-
REC2-158

2021/10/4

2110CHLO
01474

Followup
4

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

Respiratory failure

Sepsis

1,3
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CMUH109-
REC2-158

2021/10/1

2110ITAQO
1081

Followup
4

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

Intestinal obstruction

Septic shock

2,3

10.

CMUH109-
REC2-158

2021/11/23

2111FRAOQ0
8897

Initial

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

Ejection fraction
decreased

Cardiac failure

11.

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
3

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

Pneumonia

2,3
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12.

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
4

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

Pneumonia

2,3

13.

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
5

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

Pneumonia

2,3

14.

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
6

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

Pneumonia

2,3

111 # 01 * 19 p
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15.

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
7

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

Pneumonia

2,3

16.

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
8

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

Pneumonia

2,3

17.

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
9

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

Pneumonia

2,3
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#1) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2111CHNO [Followup| CISPLATIN )
18. 2021/11/23 Pneumonia 2,3 A
REC2-155 08692 10 FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN
#1) MK-7339
Study (Code not
CMUH108- 2110AUTO |Followup broken)
19. 2021/10/4 Renal failure 1,3 A
REC2-060 02274 1 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339 COVID-19
Study (Code not pneumonia
CMUH108- 2108UKROQ |Followup broken) Neutrophil count
20. 2021/8/25 2,3 A
REC2-060 07216 9 #2 ) MK-3475 decreased
(pembrolizumab Platelet count
) decreased
#1) MK-7339
CMUH108- 2102BRAO |Followup
21. 2021/2/17 Study (Code not Hepatitis 2,3 A
REC2-060 08045 8
broken)
#1) MK-7339
Study (Code not
CMUH108- 2108ESPOO0|Followup broken) )
22. 2021/8/10 Thrombocytopenia 1,2,3 A
REC2-060 3794 14 #2 ) MK-3475
(pembrolizumab
)
111 #01 % 19 p % 38 F % 70|
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#1) MK-7339
Study (Code not
CMUH108- 2108MEXO|Followup broken) )
23. 2021/8/16 Thrombocytopenia 2 A
REC2-060 07201 11 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339 COVID-19
Study (Code not pneumonia
CMUH108- 2108UKROQ |Followup broken) Neutrophil count
24, 2021/8/25 2,3 A
REC2-060 07216 10 #2 ) MK-3475 decreased
(pembrolizumab Platelet count
) decreased
#1) MK-7339
Study (Code not
CMUH108- 2108MEXO |Followup broken) .
25. 2021/8/16 Thrombocytopenia 2 A
REC2-060 07201 12 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339
Study (Code not
CMUH108- 2110AUTO [Followup broken)
26. 2021/10/4 Renal failure 2,3 A
REC2-060 02274 3 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339
Study (Code not
CMUH108- 2110AUTO [Followup broken)
27. 2021/10/4 Renal failure 2,3 A
REC2-060 02274 4 #2 ) MK-3475
(pembrolizumab
)
111 #01 % 19 p % 39 % 70|
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#1) MK-7339
Study (Code not
CMUH108- 2108MEXO|Followup broken) )
28. 2021/8/16 Thrombocytopenia 2 A
REC2-060 07201 13 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339 COVID-19
Study (Code not pneumonia
CMUH108- 2108UKROQ |Followup broken) Neutrophil count
29. 2021/8/25 2,3 A
REC2-060 07216 11 #2 ) MK-3475 decreased
(pembrolizumab Platelet count
) decreased
#1) MK-7339
Study (Code not
CMUH108- 2110AUTO [Followup broken) Shock haemorrhagic
30. 2021/10/4 1,2,3 A
REC2-060 02274 5 #2 ) MK-3475 Renal failure
(pembrolizumab
)
#1) MK-7339
CMUH108- 2102BRAO |Followup .
31. 2021/2/17 Study (Code not Hepatitis 1,2,3 A
REC2-060 08045 9
broken)
#1) MK-7339 COVID-19
Study (Code not pneumonia
CMUH108- 2108UKRO |Followup broken) Neutrophil count
32. 2021/8/25 2,3 A
REC2-060 07216 12 #2 ) MK-3475 decreased
(pembrolizumab Platelet count
) decreased
Inappropriate
#1) MK-7339 o pp. P
antidiuretic hormone
Study (Code not )
secretion
CMUH108- 2109NZLO |Followup broken)
33. 2021/9/18 Pulmonary 1,2,3 A
REC2-060 05125 6 #2)
haemorrhage
CARBOPLATI )
N Thrombocytopenia
Colitis
111 #01 % 19 p % 40 F % 70 |
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#1) MK-7339
Study (Code not
CMUH108- 2108MEXO|Followup broken) )
34, 2021/8/16 Thrombocytopenia 2 A
REC2-060 07201 14 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339
Study (Code not COVID-19
CMUH108- 2108UKROQ |Followup broken) pneumonia
35. 2021/8/25 ) 2,3 A
REC2-060 07216 13 #2 ) MK-3475 | Thrombocytopenia
(pembrolizumab Neutropenia
)
#1) MK-7339
Study (Code not
CMUH108- 2110AUTO [Followup broken) Shock haemorrhagic
36. 2021/10/4 1,2,3 A
REC2-060 02274 6 #2 ) MK-3475 Renal failure
(pembrolizumab
)
Inappropriate
#1) MK-7339 PProp
antidiuretic hormone
Study (Code not )
secretion
CMUH108- 2109NZLO |Followup broken)
37. 2021/9/18 Pulmonary 1,2,3 A
REC2-060 05125 7 #2)
haemorrhage
CARBOPLATI
N Thrombocytopenia
Colitis
#1) MK-7339
Study (Code not COVID-19
CMUH108- 2108UKRO |Followup broken) pneumonia
38. 2021/8/25 2,3 A
REC2-060 07216 14 #2 ) MK-3475 Neutropenia
(pembrolizumab | Thrombocytopenia
)
111 # 01 * 19 p ¥ 41 F % 70 F
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#1) MK-7339
Study (Code not COoVID-19
CMUH108- 2108UKRO |Followup broken) pneumonia
39. 2021/8/25 ] 2,3 A
REC2-060 07216 15 #2 ) MK-3475 Neutropenia
(pembrolizumab | Thrombocytopenia
)
#1) MK-7339
Study (Code not COVID-19
CMUH108- 2108UKROQ |Followup broken) pneumonia
40. 2021/8/25 ) 2,3 A
REC2-060 07216 16 #2 ) MK-3475 Neutropenia
(pembrolizumab| Thrombocytopenia
)
Tiragolumab
CMUH109- Atezolizumab
41. 2021/8/26 | 2901352 Initial TYPHLITIS 2,3 A
REC2-179 CARBOPLATI
N
SEPSIS
HYPOXEMIC
RESPIRATORY
] FAILURE
Tiragolumab
ATRIAL
CMUH109- Follow | Atezolizumab
42. 2021/10/18 | 2944827 FIBRILLATION 1,2,3 A
REC2-179 upl CARBOPLATI
N NEUTROPENIA
FEBRILE
SOB
PLEURAL
EFFUSION
111 #01 % 19 p % 42 7% 70 |
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SEPSIS
ATRIAL
FIBRILLATION
NEUTROPENIA
CARBOPLATI
FEBRILE
CMUH109- Follow N
43, 2021/10/18 | 2944827 ] PLEURAL 1,2,3 A
REC2-179 up 1 Tiragolumab
) EFFUSION
Atezolizumab
HYPOXEMIC
RESPIRATORY
FAILURE
SOB
Tiragolumab
CMUH109- Follow | Atezolizumab
44, 2021/8/27 | 2901352 TYPHLITIS 2,3 A
REC2-179 upl | CARBOPLATI
N
Tiragolumab
Atezolizumab
CMUH109- CARBOPLATI LEUKOPENIA
45, 2021/9/1 2924456 Initial 2,37 A
REC2-179 N LEUCOPENIA
Pembrolizumab
PEMETREXED
#1)
PEMBROLIZU ] ]
Gastrointestinal
CMUH110- 2111DEU0 MAB
46. 2021/11/10 Initial haemorrhage 2,3 A
REC2-034 04023 #2 ) MK-7902
o lleus
(lenvatinib
mesylate)
#1)
PEMBROLIZU
lleus
CMUH110- 2111DEUO |Followup MAB
47. 2021/11/10 Gastrointestinal 2,3 A
REC2-034 04023 1 #2 ) MK-7902
haemorrhage
(lenvatinib
mesylate)
111 #01 2 19 p % 43 F % 70 |
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#1)
PEMBROLIZU ) )
Gastrointestinal
CMUH110- 2111DEUO |Followup MAB
48. 2021/11/10 haemorrhage 2,3 A
REC2-034 04023 2 #2 ) MK-7902
lleus
(lenvatinib
mesylate)
#1)
PEMBROLIZU
MAB
Anaemia
CMUH108- 2104ARGO |Followup #2)
49, 2021/4/26 COVID-19 1,3 A
REC2-059 08664 13 PEMETREXED )
pneumonia
#3)
CARBOPLATI
N
#1)
PEMBROLIZU Anaemia
MAB Thrombocytopenia
CMUH108- 2012ARGO |Followup #2) Thrombocytopenia
50. 2020/12/9 1,3 A
REC2-059 06069 10 PEMETREXED COVID-19
#3) Malignant neoplasm
CARBOPLATI progression
N
#1)
PEMBROLIZU ]
CMUH108- 2104NZLO |Followup Type 1 diabetes
51. 2021/4/8 MAB 2,3 A
REC2-059 02219 10 mellitus
#2)
PEMETREXED
#1)
PEMBROLIZU
MAB
CMUH108- 2106FRAQ |Followup #2) Neutropenia
52. 2021/5/14 ] 2,37 A
REC2-059 01438 24 PEMETREXED Septic shock
#3)
CARBOPLATI
N
111 # 01 * 19 p ¥ 44 F £ 70 F
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53.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Followup
25

#1)

PEMBROLIZU
MAB
#2)

PEMETREXED
#3)

CARBOPLAT

N

Neutropenia

Septic shock

2,3,7

54,

CMUH108-
REC2-059

2021/10/30

2111RUSO0
3715

Followup
2

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Thrombocytopenia

55.

CMUH108-
REC2-059

2021/11/6

2111RUSO00
3715

Followup
3

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Cardiac failure acute

56.

CMUH108-
REC2-059

2021/4/26

2104ARGO
08664

Followup
14

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

Anaemia
COVID-19

pneumonia

13

S7.

CMUH108-
REC2-059

2021/4/8

2104NZLO
02219

Followup
1

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Type 1 diabetes

mellitus

2,3
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#1)
PEMBROLIZU
MAB )
Anaemia
CMUH108- 2104ARGO |Followup #2)
58. 2021/4/26 COVID-19 1,3 A
REC2-059 08664 15 PEMETREXED )
pneumonia
#3)
CARBOPLATI
N
#1)
PEMBROLIZU
MAB
CMUH108- 2009DEUO |Followup #2) Sepsis
59. 2020/9/1 2,3 A
REC2-059 01650 21 PEMETREXED Duodenal ulcer
#3)
CARBOPLATI
N
#1) .
Thrombocytopenia
PEMBROLIZU
COVID-19
MAB )
pneumonia
CMUH108- 2012ARGO |Followup #2) ]
60. 2020/12/9 Malignant neoplasm 1,3 A
REC2-059 06069 11 PEMETREXED )
progression
#3)
Anaemia
CARBOPLATI ]
N Thrombocytopenia
#1)
PEMBROLIZU
CMUH108- 2111RUS00|Followup ) )
61. 2021/11/6 MAB Cardiac failure acute 1 A
REC2-059 3715 4
#2)
PEMETREXED

111 # 01 * 19 p
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#1)
PEMBROLIZU
MAB
CMUH108- 2009DEUO |Followup #2) Sepsis
62. 2020/9/1 2,3 A
REC2-059 01650 22 PEMETREXED| Duodenal ulcer
#3)
CARBOPLATI
N
#1)
PEMBROLIZU
CMUH108- 2104NZLO |Followup
63. 2021/4/8 MAB Diabetic ketoacidosis 2,3 A
REC2-059 02219 12
#2)
PEMETREXED
#1)
PEMBROLIZU
CMUH108- 2107DEUO |Followup o
64. 2021/6/21 MAB Epistaxis 2,3 A
REC2-059 01119 15
#2)
PEMETREXED
#1)
PEMBROLIZU
CMUH108- 2104NZLO |Followup o o
65. 2021/4/8 MAB Diabetic ketoacidosis 2,3 A
REC2-059 02219 13
#2)
PEMETREXED
#1)
Anaemia
PEMBROLIZU
Thrombocytopenia
MAB
COVID-19
CMUH108- 2012ARGO |Followup #2)
66. 2020/12/9 pneumonia 1,3 A
REC2-059 06069 12 PEMETREXED
Thrombocytopenia
#3) )
Malignant neoplasm
CARBOPLATI )
progression
N
111 & 01 19 p $ AT F £ 70 F
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#1)
PEMBROLIZU
MAB
CMUH108- 1912BRAO [Followup #2)
67. 2019/12/19 Pneumonia 1,2,3 A
REC2-059 10532 15 PEMETREXED
#3)
CARBOPLATI
N
#1) MK-7339
Study (Code not COVID-19
CMUH108- 2108UKRO |Followup broken) pneumonia
68. 2021/8/25 2,3 A
REC2-060 07216 17 #2 ) MK-3475 Neutropenia
(pembrolizumab| Thrombocytopenia
)
#1) MK-7339
Study (Code not
69. | MU snonar [FECERO it broken) Death 1 A
REC2-060 03713 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339
Study (Code not COVID-19
CMUH108- 2108UKROQ |Followup broken) pneumonia
70. 2021/8/25 2,3 A
REC2-060 07216 18 #2 ) MK-3475 Neutropenia
(pembrolizumab| Thrombocytopenia
)
#1) MK-7339
Study (Code not
CMUH108- 2112GBRO [Followup broken)
71. 2021/12/7 Pneumonia 1 A
REC2-060 03713 1 #2 ) MK-3475
(pembrolizumab
)
111 # 012 19 p % 48 F > x 70 F
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#1) MK-7339
Study (Code not COoVID-19
7. CMUH108- 2021/8/25 2108UKRO |Followup broken) pneumonia 23 A
REC2-060 07216 19 #2 ) MK-3475 Neutropenia
(pembrolizumab| Thrombocytopenia
)
#1) MK-7339
Study (Code not COVID-19
CMUH108- 2108UKROQ |Followup broken) pneumonia
73. 2021/8/25 2,3 A
REC2-060 07216 20 #2 ) MK-3475 Neutropenia
(pembrolizumab| Thrombocytopenia
)
#1) MK-7339
Study (Code not COVID-19
CMUH108- 2108UKRO |Followup broken) pneumonia
74. 2021/8/25 2,3 A
REC2-060 07216 21 #2 ) MK-3475 Neutropenia
(pembrolizumab| Thrombocytopenia
)
#1) MK-7339
Study (Code not
broken)
CMUH108- 2009JPNOO |Followup #2)
75. 2020/9/18 Pneumonia 2,3 A
REC2-060 7879 10 PACLITAXEL
#3)
CARBOPLATI
N
#1) MK-7339
Study (Code not
76, CMUH108- 2020/4/13 2004TURO |Followup broken) Nephrotic syndrome 23 A
REC2-060 04518 16 #2 ) MK-3475 Pneumonia
(pembrolizumab
)
111 # 01 * 19 p ¥ 49 F > x 70 F
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77.

CMUH108-
REC2-002

2021/02/15

RO-PSI-RO
-PSI-2021-
00012

- Melflufen

follow -

up 6

DEXAMETHA
SONE

-ACUTE MYELOID

LEUKEMIA

-THROMBOCYTOP

ENIA

1,2,3,7

78.

CMUH108-
REC2-002

2021/07/13

RU-ONCO
PEPPR-008
39

follow

up 2

-Pomalidomide

-Dexamethasone

-Pneumonitis

1,37

79.

CMUH109-
REC2-158

2021/10/2

2112CHLO
01129

Initial

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

Intestinal ischaemia

111 # 01 * 19 p
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80.

CMUH109-
REC2-158

2021/11/23

2111FRAQ0
8897

Followup
1

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

Cardiac failure

81.

CMUH109-
REC2-158

2021/11/29

2112CHLO
01991

Initial

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

Urosepsis

82.

CMUH109-
REC2-158

2021/11/23

2111FRAOQ0
8897

Followup
2

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

Cardiac failure

111 # 01 * 19 p
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83.

CMUH109-
REC2-158

2021/11/23

2111FRAQ0
8897

Followup
3

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

Cardiac failure

84.

CMUH109-
REC2-158

2021/11/29

2112CHLO
01991

Followup
1

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

Urosepsis

111 # 01 * 19 p
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85.

CMUH109-
REC2-158

2021/10/3

2112CHLO
01129

Followup
1

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

Intestinal ischaemia

86.

CMUH109-
REC2-158

2021/11/23

2111FRAOQ0
8897

Followup
4

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

Cardiac failure

87.

CMUH109-
REC2-158

2021/10/1

2110ITAQO
1081

Followup
5

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

Intestinal obstruction

Septic shock

2,3

111 # 01 * 19 p
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#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
CMUH109- 2111FRAQO|Followup ) ]
88. 2021/11/23 MAB Cardiac failure 2 A
REC2-158 8897 5
#3)
CAPECITABIN
E
#4)
OXALIPLATIN
#1) MK-3475
Study (Code not
broken) .
Esophagitis
#2) [Oesophagitis]
esophagitis
CISPLATIN
nausea [Nausea]
FOR JAPAN iing [Vomiting]
vomiting [Vomiting
(3475
Platelet count
SOLUTION
decreased [Platelet
FOR
CMUH108- 2001TURO |Followup count decreased]
89. 2020/1/27 INJECTION o 1.3 A
REC2-134 10432 5 Blood bilirubin
STUDY) ]
increased [Blood
#3) I
bilirubin increased]
GEMCITABIN ) ]
bacterial pneumonia
E FOR JAPAN ) )
[Pneumonia bacterial]
(3475 ]
Oral intake reduce
SOLUTION H hagicl
ypophagia
FOR
INJECTION
STUDY)
111 #01 % 19 p % 54 F % 70 |
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#1) MK-3475
Study (Code not
broken) »
Esophagitis
#2) [Oesophagitis]
esophagitis
CISPLATIN Phad
nausea [Nausea]
FOR JAPAN iting [Vomiting]
vomiting [Vomiting
(3475
Platelet count
SOLUTION
decreased [Platelet
FOR
CMUH108- 2001TURO [Followup count decreased]
90. 2020/1/27 INJECTION 1.2.3 A
REC2-134 10432 6 Blood bilirubin
STUDY)
increased [Blood
#3)
bilirubin increased]
GEMCITABIN
bacterial pneumonia
E FOR JAPAN
[Pneumonia bacterial]
(3475 )
Oral intake reduce
SOLUTION
[Hypophagia]
FOR
INJECTION
STUDY)
111 #01 % 19 p % 55 F » % 70 F




Sl i I dess

p__.L_

¢

L P

Z > 'I’ifli’
2 S

por
e

91.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
14

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION

STUDY)

platelet count
decrease [Platelet
count decreased]
Bacteremia

[Bacteraemia]

2.3
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92.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
15

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION

STUDY)

platelet count
decrease [Platelet
count decreased]
Bacteremia

[Bacteraemia]

2.3
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#1) MK-3475
Study (Code not
broken) »
Esophagitis
#2) [Oesophagitis]
esophagitis
CISPLATIN Phad
nausea [Nausea]
FOR JAPAN iting [Vomiting]
vomiting [Vomiting
(3475
Platelet count
SOLUTION
decreased [Platelet
FOR
CMUH108- 2001TURO [Followup count decreased]
93. 2020/1/27 INJECTION 1.2.3 A
REC2-134 10432 7 Blood bilirubin
STUDY)
increased [Blood
#3)
bilirubin increased]
GEMCITABIN
bacterial pneumonia
E FOR JAPAN
[Pneumonia bacterial]
(3475 _
Oral intake reduce
SOLUTION
[Hypophagia]
FOR
INJECTION
STUDY)
111 #01 % 19 p % 58 F » % 70 F
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94.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
16

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION

STUDY)

platelet count
decrease [Platelet
count decreased]
Bacteremia

[Bacteraemia]

2.3
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95.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
17

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION

STUDY)

platelet count
decrease [Platelet
count decreased]
Bacteremia

[Bacteraemia]

2.3

111 # 01 * 19 p
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96.

CMUH108-
REC2-134

2021/7/16

2107DEU0
06194

Followup
10

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION

STUDY)

malignant neoplasm

progression

[Malignant neoplasm

progression]

bleeding after ascites

puncture [Puncture

site haemorrhage]

1.3

111 # 01 * 19 p
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97.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
18

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION

STUDY)

platelet count
decrease [Platelet
count decreased]
Bacteremia

[Bacteraemia]

2.3

111 # 01 * 19 p
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98.

CMUH108-
REC2-134

2021/6/14

2106BRAO0
04643

Followup
7

#1) MK-3475
Study (Code not
broken)
#2)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Hepatorenal
syndrome
[Hepatorenal

syndrome]

1.3

111 # 01 * 19 p
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99.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
19

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION

STUDY)

platelet count
decrease [Platelet
count decreased]
Bacteremia

[Bacteraemia]

2.3
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CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
20

#1) MK-3475
Study (Code not
broken)
#2)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

platelet count
decrease [Platelet
count decreased]
Bacteremia

[Bacteraemia]

2.3
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CMUH108-
REC2-134

2021/6/14

2106BRAO0
04643

Followup
8

#1) MK-3475
Study (Code not
broken)
#2)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Hepatorenal
syndrome
[Hepatorenal

syndrome]

1.3
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102

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
23

#1) MK-3475

Study (Code not

broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)

Myasthenia gravis
[Myasthenia gravis]
myocarditis

[Myocarditis]

1.23
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#1) MK-3475
Study (Code not
broken)
#2)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION platelet count
FOR decrease [Platelet
CMUH108- 2110CHNO [Followup
103 2021/9/2 INJECTION count decreased] 2.3 A
REC2-134 03217 21 )
STUDY) Bacteremia
#3) [Bacteraemia]
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
25
CMUH110- 2021A5171follow up| Blinded for ) 7:1mportan
104 2021/6/10 _ Neutropenia ) A
REC2-073 43 4 Investigator t Medical
Event
2,3,
CMUH110- 2021A6532follow up| Blinded for ) 7:1mportan
105 2021/7/29 ) Neutropenia ) A
REC2-073 98 6 Investigator t Medical
Event
15
CMUH110- 2021A8111 Blinded for 7:Importan
106 2021/11/14 Initial Death A
REC2-073 66 Investigator t Medical
Event
11
CMUH110- 2021A8111 |follow up| Blinded for 7:Importan
107 2021/11/14 ) Death ] A
REC2-073 66 1 Investigator t Medical
Event
111 #01 % 19 p % 68 % 70 |
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2,3,4,
CMUH110- 2021A8669 . Blinded for | 1.Febrile neutropenia | 7:Importan
108 2021/12/8 Initial ) ) . A
REC2-073 Investigator 2.Hypotension t Medical
Event
2! 3! 41
CMUH110- 2021A8669 [follow up| Blinded for | 1.Febrile neutropenia |7:Importan
109 2021/12/8 ) ) ) A
REC2-073 1 Investigator 2.Hypotension t Medical
Event
2! 3! 4!
CMUH110- 2021A8669 [follow up| Blinded for | 1.Febrile neutropenia |7:Importan
110 2021/12/8 ) ) ) A
REC2-073 2 Investigator 2.Hypotension t Medical
Event
[ARk] B APH -
xR~ FREACFAFR
%J.
g 2
B % * £ %% 4 AP P
[(#£&]
*n % ¢ SUSAR Line Listing
1. CMUH109-REC2-039 ¥iolE | apRm
1. 14Sep2020-13Mar2021
2. 14Mar2021-13Sep2021
[ < 214p4 ]
2. CMUH109-REC2-017 v AR | YRR ES L4 0 MBG453
* pMAFLHEF 2020047 01 p 3 2021 &£ 09 % 30 P
[#]
3. CMUH108-REC2-082 BFEB | MR Sk % ¥ {37 KO-TIP-007 Taiwan insurance
renewal 01-Oct-2021
[ 214p4 ]
*REEY LA T ALKS4230
X rPFLH R
1. Periodic Safety Report_6MLL_220ct2019-21Apr2020
4 CMUH108-REC2-173 5 AR 2. Periodic Safety Report_6MLL_22Apr2020-210ct2020
' 3. Periodic Safety Report_6MLL_220ct2021-21Apr2021
4. Development Safety Update Report (DSUR)
4 _22Apr2019-21Apr2020
5. Development Safety Update Report (DSUR)
5_22Apr2020-21Apr2021
[z 2p4E2]
*:% %4 ¢4 Nivolumab
. X rMHEERLHEF 110£012 04p 3 110#07 % 03 p
5. CMUH104-REC2-102 iR R ({37344 5p]
*ek 120
*p i 110+ 07 ° 02 p

111 # 01 * 19 p
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[z 21452]
*@E% E P L4 Atezolizumab
L rMAFLHF 2021 &# 05 18p F 2021 & 117 17 p
6. CMUH108-REC2-115 EN L [z =% 2444 ]
*#o% ¥4 LfL © IPATASERTIB
* rMAFL YT 2021022 09 pF % 2021 # 08 % 08 p
{iivé‘%ﬁ *é—f{ I "}']
*3x & @ RE: Temporary Screening and Enrollment Pause for Study
7. | CMUH109-REC2-042 R | M14-237, entitled “A Multicenter, Phase 1/1b, Open-Label,
Dose-Escalation Study of ABBV-399, an Antibody Drug Conjugate,
in Subjects with Advanced Solid Tumors”, 07Dec2021
[z#= 242 ]
*W% ¥ L4 Atezolizumab
J X MIRLHE 2022005 18p 3 2021 & 11 % 17 p
8. CMUH109-REC2-119 R [ »pdes ]
*k5 ¥4 ¢ 4L Tiragolumab
* pMAFL YT 2021 £ 047 22p % 2021 # 107 21
[z % 21484 ]
*E% ¥4 LfE - ATEZOLIZUMAB
L FrMIRLHEF 20220057 18p 3 2021 & 11 % 17 p
9. CMUH109-REC2-179 kLA LR ey
*35% ¥ ¢4 Tiragolumab/RO7092284
X rMARLHEF 12020 & 040 22p 3 2021 & 10 % 21 p
[z 21452]
10. | CMUH109-REC2-147 e N *:x B & ¢4 sacituzumab govitecan (IMMU-132)
* rMFLYPTF 110£062 0Lp T 110+ 09 30F
[z % 21484 ]
11. | CMUH105-REC2-074 EL R | *2mE$ 4L ATEZOLIZUMAB
*E rMAFLHEF 12021 #0502 18 p X 2021 & 11 17 p
[z 2444 ]
*E % & L4 © rozanolixizumab
*g > MAEL B 0 14Jan2021-13Jul2021
12. | CMUH108-REC2-171 EL I AXUFR LI GEHX 2PHRL LD E
14Jan2021-13Jul2021 - d **% > P FL S RPRE TR F 2
L R R
- UCB7665_6 Monthly Line Listing_14Jan2021-13Jul2021
[z % 21452]
R E % #- : DUPILUMAB (SAR231893)
13. | CMUH109-REC2-136 Bp | TE AL
SASR16th (29-Mar-2020 to 28-Sep-2020)
SASR17th (29-Sep-2020 to 28-Mar-2021)
DSUR(29-Mar-2020 to 28-Mar-2021)
[ =% 2pH42]
14. | CMUH108-REC2-059 LAt | s ES 4L MK-T339
* rMARA YR 12020162 16 p % 2021 # 120 15 p
C= R
FR-FyFFEFATE (%)
F8E - WEEER (F)

387

~itg (2105 4)

111 # 01 * 19 p




