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INVOLVED OR
BLINDED PROLONGED
CMUH109- Follow
15. 2021/2/5 ]9218215(3) STUDY INPATIENT 2,3 A
REC2-025 up 3
MEDICATION [HOSPITALIZATION,LIFE
THREATENING
BINTRAFUSP PATIENT
ALFA DIED,INVOLVED OR
CMUH109- E2B 90080 Follow [(M7824),GEMC PROLONGED
16. 2020/10/8 123 A
REC2-025 799(16) up 16 | ITABINE,CISP INPATIENT
LATIN,PREDNI{HOSPITALIZATION,LIFE
SOLONE THREATENING
BLINDED INVOLVED OR
STUDY PROLONGED
CMUH109- E2B 90082 -
17. 2021/2/26 Initial | MEDICATION, INPATIENT 2,3 A
REC2-025 596(0)
GEMCITABIN |HOSPITALIZATION,LIFE
E,CISPLATIN THREATENING
INVOLVED OR
BLINDED PROLONGED
CMUH109- Follow
18. 2021/2/5 19218215(5) STUDY INPATIENT 2,3 A
REC2-025 up 5
MEDICATION |HOSPITALIZATION,LIFE
THREATENING
BLINDED INVOLVED OR
STUDY PROLONGED
CMUH109- E2B 90082( Follow
19. 2021/2/26 MEDICATION, INPATIENT 2,3 A
REC2-025 596(1) up 1
GEMCITABIN |HOSPITALIZATION,LIFE
E,CISPLATIN THREATENING
INVOLVED OR
BLINDED PROLONGED
CMUH109- Follow
20. 2021/2/5 [9218215(6) STUDY INPATIENT 23| A
REC2-025 up 6
MEDICATION |HOSPITALIZATION,LIFE

THREATENING
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BINTRAFUSP PATIENT
ALFA DIED,INVOLVED OR
CMUH109- E2B_90080( Follow [(M7824),GEMC PROLONGED
21. 2020/10/8 123 A
REC2-025 799(17) up 17 | ITABINE,CISP INPATIENT
LATIN,PREDNI|HOSPITALIZATION,LIFE
SOLONE THREATENING
INVOLVED OR
BLINDED PROLONGED
CMUH109- Follow
22. 2021/2/5 19218215(7) STUDY INPATIENT 2,3 A
REC2-025 up 7
MEDICATION [HOSPITALIZATION,LIFE
THREATENING
BINTRAFUSP PATIENT
ALFA DIED,IINVOLVED OR
CMUH109- E2B_90080( Follow [(M7824),GEMC PROLONGED
23. 2020/10/8 123 A
REC2-025 799(18) up 18 | ITABINE,CISP INPATIENT
LATIN,PREDNI|HOSPITALIZATION,LIFE
SOLONE THREATENING
BLINDED INVOLVED OR
STUDY PROLONGED
CMUH109- E2B_90082( Follow
24. 2021/3/7 MEDICATION, INPATIENT 2,3 A
REC2-025 813(2) up 2
GEMCITABIN [HOSPITALIZATION,LIFE
E,CISPLATIN THREATENING
INVOLVED OR
BLINDED PROLONGED
CMUH109- Follow
25. 2021/2/5 19218215(8) STUDY INPATIENT 2,3 A
REC2-025 up 8
MEDICATION |HOSPITALIZATION,LIFE
THREATENING
BINTRAFUSP PATIENT
ALFA DIED;INVOLVED OR
CMUH109- E2B_90080( Follow [(M7824);GEMC PROLONGED
26. 2020/10/8 123 A
REC2-025 799(19) up 19 | ITABINE;CISP INPATIENT
LATIN;PREDNI| HOSPITALIZATION;LIF
SOLONE E THREATENING
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BLINDED
STUDY INVOLVED OR
MEDICATION( PROLONGED
CMUH109- E2B_90082( Follow
27. 2021/3/7 BLINDED INPATIENT 2,3 A
REC2-025 813(3) up 3
THERAPY);GE [ HOSPITALIZATION;LIF
MCITABINE;CI E THREATENING
SPLATIN
BLINDED INVOLVED OR
STUDY PROLONGED
CMUH109- Follow
28. 2021/2/5 19218215(9) MEDICATION( INPATIENT 2,3 A
REC2-025 up 9
BLINDED HOSPITALIZATION;LIF
THERAPY) E THREATENING
PATIENT
BINTRAFUSP | DIED;INVOLVED OR
CMUH109- E2B_90080( Follow ALFA PROLONGED
29. 2020/10/8 123 A
REC2-025 799(20) up 20 |(M7824);GEMC INPATIENT
ITABINE HOSPITALIZATION;LIF
E THREATENING
INVOLVED OR
BINTRAFUSP
PROLONGED
CMUH109- 9218215(10| Follow ALFA
30. 2021/2/5 INPATIENT 2,3 A
REC2-025 ) up 10 | (M7824);PARA
HOSPITALIZATION;LIF
CETAMOL
E THREATENING
BLINDED
STUDY INVOLVED OR
MEDICATION( PROLONGED
CMUH109- E2B_90082( Follow
31. 2021/3/7 BLINDED INPATIENT 2,3 A
REC2-025 813(6) up 6
THERAPY);GE [ HOSPITALIZATION;LIF
MCITABINE;CI E THREATENING
SPLATIN
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BLINDED
STUDY INVOLVED OR
MEDICATION( PROLONGED
CMUH109- E2B_90082( Follow
32. 2021/317 BLINDED INPATIENT 2,3 A
REC2-025 813(7) up 7
THERAPY);GE [ HOSPITALIZATION;LIF
MCITABINE;CI E THREATENING
SPLATIN
BINTRAFUSP PATIENT
ALFA DIED;INVOLVED OR
CMUH109- E2B_90080( Follow |(M7824)(Solutio PROLONGED
33. 2020/10/8 1,231 A
REC2-025 799(21) up 21 n for INPATIENT
infusion);GEMC| HOSPITALIZATION;LIF
ITABINE E THREATENING
BLINDED
STUDY INVOLVED OR
MEDICATION( PROLONGED
CMUH109- E2B_90082( Follow
34, 2021/3/7 BLINDED INPATIENT 2,3 A
REC2-025 813(8) up 8
THERAPY);GE | HOSPITALIZATION;LIF
MCITABINE;CI E THREATENING
SPLATIN
BLINDED
STUDY INVOLVED OR
MEDICATION( PROLONGED
CMUH109- E2B_90082( Follow
35. 2021/3/7 BLINDED INPATIENT 2,3 A
REC2-025 813(9) up 9
THERAPY);GE | HOSPITALIZATION;LIF
MCITABINE;CI E THREATENING
SPLATIN
#1)
PEMBROLIZU
CMUH108- 2107DEUO
36. 2021/7/1 Initial MAB Thrombocytopenia 23| A
REC2-059 01119
#2)
PEMETREXED
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#1)
PEMBROLIZU Anaemia
CMUH108- 2103COLO |Followup
37. 2021/3/10 MAB Acute kidney injury 13| A
REC2-059 03832 6
#2) COVID-19 pneumonia
PEMETREXED
#1)
Back pain
PEMBROLIZU )
Sepsis
MAB ] o
CMUH108- 2103DEUO |Followup Acute kidney injury
38. 2021/3/2 #2) ] 13 A
REC2-059 04490 18 Immune-mediated
PEMETREXED N
enterocolitis
#3)
Platelet count decreased
CISPLATIN
#1)
PEMBROLIZU
MAB
CMUH108- 2104ARGO |Followup #2) COVID-19
39. 2021/4/26 ) 13| A
REC2-059 08664 7 PEMETREXED Anaemia
#3)
CARBOPLATI
N
#1)
PEMBROLIZU Aortitis
MAB General physical health
CMUH108- 2103AUTO |Followup o
40. 2021/3/14 #2) deterioration 13 A
REC2-059 04492 15
PEMETREXED Death
#3) Pericarditis
CISPLATIN
#1)
PEMBROLIZU o
CMUH108- 2107DEUO |Followup Gastrointestinal
41. 2021/7/11 MAB 23 [ A
REC2-059 01119 1 haemorrhage
#2)
PEMETREXED
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#1)
PEMBROLIZU Anaemia
MAB Anaemia
CMUH108- 2012ARGO |Followup #2) Malignant neoplasm
42. 2020/12/9 131 A
REC2-059 06069 3 PEMETREXED progression
#3) Thrombocytopenia
CARBOPLATI COVID-19
N
#1)
Back pain
PEMBROLIZU ]
Sepsis
MAB ] o
CMUH108- 2103DEUO |Followup Acute kidney injury
43. 2021/3/2 #2) ] 131 A
REC2-059 04490 19 Immune-mediated
PEMETREXED N
enterocolitis
#3)
Platelet count decreased
CISPLATIN
#1)
PEMBROLIZU Pericarditis
MAB Death
CMUH108- 2103AUTO |Followup -
44, 2021/3/14 #2) Aortitis 131 A
REC2-059 04492 16 )
PEMETREXED| General physical health
#3) deterioration
CISPLATIN
#1)
PEMBROLIZU
MAB ]
Thrombocytopenia
CMUH108- 2012BRAO |Followup #2) ]
45, 2020/12/25 Malignant neoplasm 1,231 A
REC2-059 12210 8 PEMETREXED ]
progression
#3)
CARBOPLATI
N
#1)
PEMBROLIZU o
CMUH108- 2107DEUO |Followup Gastrointestinal
46. 2021/7/1 MAB 23 [ A
REC2-059 01119 2 haemorrhage
#2)
PEMETREXED

110209 * 01 p




CRPFASTURFAFIARAA 65 FRLR§

- F-LERFLEFEERRE(U RR)
B X >R (IR L
e Bl |FA P V5B LE % |3k
g |6 2 | ul N
#1)
PEMBROLIZU Death
MAB Aortitis
CMUH108- 2103AUTO |Followup o
47. 2021/3/14 #2) Pericarditis 13 A
REC2-059 04492 17
PEMETREXED| General physical health
#3) deterioration
CISPLATIN
Pulmonary sepsis
#1) Autoimmune hepatitis
PEMBROLIZU Serratia infection
CMUH108- 2004FRAQ |Followup )
48. 2020/4/1 MAB Anaemia 23 [ A
REC2-059 02523 24 )
#2) Thrombocytopenia
PEMETREXED| Gastrointestinal toxicity
Thrombocytopenia
#1)
PEMBROLIZU
MAB
CMUH108- 2106FRAOQ |Followup #2) Neutropenia
49, 2021/5/14 ) 237 A
REC2-059 01438 7 PEMETREXED Septic shock
#3)
CARBOPLATI
N
Pulmonary sepsis
#1) Autoimmune hepatitis
PEMBROLIZU Serratia infection
CMUH108- 2004FRAQ |Followup )
50. 2020/4/1 MAB Anaemia 23 [ A
REC2-059 02523 25 )
#2) Thrombocytopenia
PEMETREXED| Gastrointestinal toxicity

Thrombocytopenia
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Pulmonary sepsis
#1) Autoimmune hepatitis
PEMBROLIZU Serratia infection
CMUH108- 2004FRAOQ |Followup ]
51. 2020/4/1 MAB Anaemia 23| A
REC2-059 02523 26 ]
#2) Thrombocytopenia
PEMETREXED| Gastrointestinal toxicity
Thrombocytopenia
#1)
PEMBROLIZU | General physical health
MAB deterioration
CMUH108- 2103AUTO |Followup ] o
52. 2021/3/14 #2) Pericarditis 13 A
REC2-059 04492 18
PEMETREXED Death
#3) Aortitis
CISPLATIN
#1)
PEMBROLIZU Pericarditis
MAB Aortitis
CMUH108- 2103AUTO [Followup )
53. 2021/3/14 #2) General physical health | 1,3 [ A
REC2-059 04492 19
PEMETREXED deterioration
#3) Death
CISPLATIN
Pulmonary sepsis
#1) Autoimmune hepatitis
PEMBROLIZU | Gastrointestinal toxicity
CMUH108- 2004FRAQ |Followup )
54. 2020/4/1 MAB Anaemia 23 [ A
REC2-059 02523 27 )
#2) Thrombocytopenia
PEMETREXED Thrombocytopenia
Serratia infection
#1)
PEMBROLIZU o
CMUH108- 2107DEUO |Followup Gastrointestinal
55. 2021/7/1 MAB 2,3 A
REC2-059 01119 3 haemorrhage
#2)
PEMETREXED
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#1)
PEMBROLIZU
MAB
CMUH108- 2106FRAQ |Followup #2) Neutropenia
56. 2021/5/14 ] 2371 A
REC2-059 01438 8 PEMETREXED Septic shock
#3)
CARBOPLATI
N
#1)
PEMBROLIZU
MAB
CMUH108- 2106FRAOQ |Followup #2) Neutropenia
57. 2021/5/14 _ 237 A
REC2-059 01438 9 PEMETREXED Septic shock
#3)
CARBOPLATI
N
#1) MK-7339 ] .
CMUH108- 1910TURO |Followup Autoimmune hepatitis
58. 2019/10/23 Study (Code not _ » 23| A
REC2-060 15247 21 Autoimmune nephritis
broken)
COLITIS
CMUH109- Follow | Tiragolumab
59. 2021/4/14 | 2812834 FEBRILE 131 A
REC2-179 up 4 Atezolizumab
NEUTROPENIA
FEBRILE
CMUH109- Follow | Atezolizumab
60. 2021/4/14 | 2812834 _ NEUTROPENIA 13| A
REC2-179 up 4 Tiragolumab
COLITIS
_ _FEBRILE
Melflufen(MEL
NEUTROPENIA (Febrile
PHALAN
neutropenia, Febrile
IL-PSI-201| follow | FLUFENAMID )
61. | CMUH108- | 2018/12/19 neutropenia) 23| A
8-00114 up 12 E)
REC2-002 -E.COLI SEPSIS
-DEXAMETHA o _
(Escherichia sepsis,
SONE(DEXAM o _
Escherichia sepsis)
ETHASONE)
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- -FEBRILE
Melflufen(MEL | NEUTROPENIA (Febrile
PHALAN neutropenia, Febrile
FLUFENAMID neutropenia)
FR-PSI-202( follow
62. | CMUH108- | 2021/2/10 E) -ANEMIA (Anemia, 237 A
1-00018 up 1
REC2-002 - Anaemia)
DEXAMETHA | -CATHETER SEPSIS
SONE(DEXAM| (Catheter sepsis, Device
ETHASONE) related sepsis)
MELFLUFEN(
MELPHALAN
-PNEUMONIAE
FLUFENAMID
IT-PSI-202 | follow (Pneumonia, Pneumonia)
63. | CMUH108- | 2020/2/13 E) ] 131 A
0-00018 up 1 -ASTHENIA (Asthenia,
REC2-002 - )
Asthenia)
DEXAMETHA
SONE(DEXAM
ETHASONE)
Pomalidomide(P -RENAL
FR-PSI-201| follow | omalidomide) | INSUFFICIENCY (Renal
64. | CMUH108- | 2018/8/27 o 1 A
8-00062 up 3 |-DEXAMETHA insufficiency, Renal
REC2-002 .
SONE(DEXAM failure)
ETHASONE)
MELFLUFEN( [-THROMBOCYTOPENIA
MELPHALAN (Thrombocytopenia,
FLUFENAMID Thrombocytopenia)
RO-PSI-20| follow 1,2,3,
65. | CMUH108- | 2021/2/4 E) -ACUTE MYELOID A
21-00012 up 5 7
REC2-002 - LEUKEMIA (Acute
DEXAMETHA | myeloid leukemia, Acute
SONE(DEXAM myeloid leukaemia)
ETHASONE)
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- -FEBRILE
MELFLUFEN( | NEUTROPENIA (Febrile
MELPHALAN neutropenia, Febrile
FLUFENAMID neutropenia)
FR-PSI-202( follow
66. | CMUH108- | 2021/2/10 E) -ANEMIA (Anemia, 237 A
1-00018 up 2
REC2-002 - Anaemia)
DEXAMETHA | -CATHETER SEPSIS
SONE(DEXAM| (Catheter sepsis, Device
ETHASONE) related sepsis)
-NEUTROPENIA
-MELFLUFEN( _ _
(Neutropenia, Neutropenia)
MELPHALAN
-WORSENING ANEMIA
FLUFENAMID )
FR-PSI-202| follow (Anemia aggravated,
67. | CMUH108- | 2021/2/10 E) ) 23| A
1-00018 up 3 Anaemia)
REC2-002 -DEXAMETHA
-CATHETER SEPSIS
SONE(DEXAM _ _
(Catheter sepsis, Device
ETHASONE) _
related sepsis)
-Pomalidomide(
-PNEUMONIAE
Pomalidomide)
IT-PSI-202 | follow (Pneumonia, Pneumonia)
68. [ CMUH108- | 2020/2/13 -DEXAMETHA ) 131 A
0-00018 up 2 -ASTHENIA (Asthenia,
REC2-002 SONE(DEXAM )
Asthenia)
ETHASONE)
-Pomalidomide(
Pomalidomide) [-COMPLETE AV BLOCK
IL-PSI-201| follow . .
69. [ CMUH108- | 2019/5/18 -DEXAMETHA| (Atrioventricular block | 2,3 [ A
9-00066 up 3
REC2-002 SONE(DEXAM complete)
ETHASONE)
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70.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
2

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

2.3
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71.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
3

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

2.3
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72.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
4

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

2.3
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73.

CMUH108-
REC2-134

2021/6/10

2106GBRO
04435

Followup
4

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

Death - cause unknown

[Death]
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74.

CMUH108-
REC2-134

2021/7/4

2107CHLO
01539

Initial

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)

(gemcitabine)

Intravenous

infusion

SEPSIS [Sepsis]
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75.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
5

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

2.3
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76.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
6

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

2.3
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77.

CMUH108-
REC2-134

2021/6/25

2106CANO
07891

Followup
1

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

hypoxic respiratory failure

[Respiratory failure]

1.3
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78.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
7

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

2.3

110209 * 01 p
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79.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
8

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

2.3

110209 * 01 p

S
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80.

CMUH108-
REC2-134

2021/6/19

2106GBRO
05838

Followup
2

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

Bowel perforation

[Intestinal perforation]

2.3

110209 * 01 p
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81.

CMUH108-
REC2-134

2021/4/22

2104CHNO
07668

Followup
4

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

Neutrophil count decreased

[Neutrophil count

decreased]

Platelet Count Decreased

biliary tract infection

[Biliary tract infection]

[Platelet count decreased]

2.3

110209 * 01 p
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82.

CMUH108-
REC2-134

2021/4/22

2104CHNO
07668

Followup
5

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

infusion

Intracranial Hemorrhage
[Haemorrhage intracranial]
Neutrophil count decreased

[Neutrophil count
decreased]

Platelet Count Decreased
[Platelet count decreased]

biliary tract infection

[Biliary tract infection]

1.23

110209 * 01 p
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83.

CMUH108-
REC2-134

2021/6/19

2106CHLO
06328

Initial

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)

(gemcitabine)

Intravenous

infusion

hospitalization for

increased total bilirubin

[Blood bilirubin increased]

1.23

110209 * 01 p
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84.

CMUH108-
REC2-134

2021/6/25

2106CANO
07891

Followup
2

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

HYPOXIC

[Pneumonia]

RESPIRATORY FAILURE

secondary to pneumonia

1.3

110209 * 01 p
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85.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
9

#1) MK-3475
Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

2.3

110209 * 01 p

S
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86.

CMUH108-
REC2-134

2021/4/22

2104CHNO
07668

Followup
6

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

infusion

Intracranial Hemorrhage
[Haemorrhage intracranial]
Neutrophil count decreased

[Neutrophil count
decreased]

Platelet Count Decreased
[Platelet count decreased]

biliary tract infection

[Biliary tract infection]

1.23

110209 * 01 p
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87.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
10

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

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

2.3

110209 * 01 p
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88.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
11

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

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

2.3

110209 * 01 p
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89.

CMUH108-
REC2-134

2021/6/19

2106GBRO
05838

Followup
3

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

infusion

Bowel perforation

[Intestinal perforation]

2.3

110209 * 01 p
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90.

CMUH108-
REC2-134

2021/3/24

2103ESPO0
7800

Followup
2

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

infusion

apex bulbar ulcer

[Duodenal ulcer]

2.3

110209 * 01 p

¥
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b
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#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475 Intracranial Hemorrhage
SOLUTION |[Haemorrhage intracranial]
FOR Neutrophil count decreased
INJECTION [Neutrophil count
91. CMURL0S- 2021/4/122 2104CHNO) Followup STUDY) decreased] 123 A
REC2-134 07068 ! #3) Platelet Count Decreased
GEMCITABIN | [Platelet count decreased]
E FOR JAPAN biliary tract infection
(3475SOLUTIO| [Biliary tract infection]
N FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion

110209 * 01 p
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92.

CMUH108-
REC2-134

2021/6/19

2106GBRO
05838

Followup
4

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

infusion

Bowel perforation

[Intestinal perforation]

2.3

110209 * 01 p
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»
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93.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
12

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

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

2.3

110209 * 01 p

¥
2]
(&3]
b

|+




PRFFAETEARFAIRBLAEF - FELA €
" F-CERFLEIFREREE( #K)

* § St

L P

% > A
2 ML

SIS )
&

B

|4
|5

" 5

?AEE

ik
3=

por
e

94.

CMUH108-
REC2-134

2020/3/16

2003CHLO
06792

Followup
8

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

infusion

Malignant neoplasm
progression [Malignant

neoplasm progression]

1.3

110209 * 01 p
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95.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
13

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

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

1.23

96.

CMUH108-
REC2-014

2020/12/18

2020US045
241

follow up
4

#1) IMAB362
(Zolbetuximab)
Solution for
Infusion
#2)
ABRAXANE
(PACLITAXEL
ALBUMIN)

Solution for

Infusion

Anasarca [Generalised

oedema]

110209 * 01 p
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g | © 6 EX T N
Death NOS [Death]
Fatigue [Fatigue]
#1) IMAB362 ] ]
) Dehydration [Dehydration]
(Zolbetuximab) o
) Creatinine increased
Solution for
) [Blood creatinine
Infusion .
increased]
CMUH108- 2021US026 [follow up #2)
97. 2021/7/11 Encephalopathy 131 A
REC2-014 062 1 ABRAXANE
[Encephalopathy]
(PACLITAXEL ]
Thromboembolic event
ALBUMIN) ]
[Embolism]
Solution for ] .
) Dysphagia [Dysphagia]
Infusion
Atrial fibrillation [Atrial
fibrillation]
CMUH105- 20P-251-37 [follow up ) 1,2,
98. 2020/12/17 Venetoclax COVID-19 pneumonia A
REC2-126 10697-00 2 3
[ARk] B APH -
K FEEwEARER
4
2 2
B * § % i FENF
(e % 2PBF2]
*R % & 4L © Amivantamab
*% > ML HRF L2020 & 07 07 T 2020 # 12 *
1. | CMUH110-REC2-008 R Z;fr w0 b
*H MM ARL R 2020 # 127 20 p % 2021 & 04 ®
26 p
[Fx=>%F2H 4]
2. | CMUH109-REC2-006 RiH | A VL0
*p g 12021 & 07 * 12 p
[{amdskidFLp & 3]
3. | CMUH106-REC2-112 % iax | *3x 4 : Edition 6.0
*p #2020 # 09 ® 18 p
[ T E 2HARL]
U WEE LY AL Oraxol
4. | CMUHL07-REC2-139 EHE |y ppdp a8 m 20204055 22p I 2020 & 05 3
21 p
[z % 2p4E2]
5. | CMUH109-REC2-192 FLRE | *EHRFSH LA INJ-75348780
> 4R B 1 23 October 2020 to 22 April 2021
6. | CMUH109-REC2-147 ES (ST E-ES
110 & 09 * 01 p % 68 F > x 70 F
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“F-CERFLIFREREE( #K)

BB

* g%

V&
i

I

*E 5% # 4 L4 ¢ sacituzumab govitecan (IMMU-132)
*% pMAFLHAF 110#£03% 31p 3 110# 05% 31 p

CMUH106-REC2-094

o Ak

[z 2432 ]
*R % & L4 ¢ Oraxol
*E rMHARLYPF 109 #0507 22p 2 1102052 21 p

CMUH105-REC2-143

[FH*%F204]

*1x 4 @ Final Clinical Study Report Protocol B9991016

*p #1109 & 06 7 25 p

[FH*%F204]

*5 & @ Supplemental Clinical Study Report Protocol B9991016
*p# 110+ 02 % 19 p

CMUH108-REC2-067

[ % 2H4p2]
*35% ¥ 4 Oraxol
*E MR LYEF 12020 052 22p 1 2021 &# 057 21 p

10.

CMUH107-REC2-139

[{aradrr£p]
*5< & 1 Version 8.0
*p g 12021 # 07 ® 13 p

11.

CMUH107-REC2-169

[#%2 %4724 4]
*ux A& * Version Number:1
*p g 06-May-2021

12.

CMUH107-REC2-048

[zpx 2p2]
*:k5% H 4L 1 ONO-4538
*% pMAF2AHF 0 110£ 032 0L p I 110# 04 % 30 p

13.

CMUH109-REC2-147

[5¢ cida ]

*R S pdy t110& 05 19 p

14.

CMUH109-REC2-117

[##]
*NF RS ¥ 53 ¥ £ ;¢ (Direct To Patient)#, (7 42 5 47 2

15.

CMUH103-REC2-029

34 &

[ %% 21342 ] -SUSAR & Line Listing #1.2 & 1.3

*R% % L4 Enzalutamide

*E pMPAF2 P I2020& 127 238 F 202008 06p &
2020 107" 01 p % 2020& 12" 31 p

16.

CMUH108-REC2-014

8 Ak

[z < 214p4 ]

*R% & L4 © Zolbetuximab (IMAB362)

* rMARL YT 2020 117 07 p 3 2021 # 057 06 B
(SUSAR LineListing)

[ 2p4F2 ]

*R5% F 4 ¢4k 1 Zolbetuximab (IMAB362)

* pMAFLEHEF 2020 &£ 02" 07 p % 2021 & 05 06 P
(SUSAR LineListing)

17.

CMUH103-REC2-109

|+
(A
&

[zH#px 2p#2]
*#% E - t 4L 1 PERTUZUMAB
% pMAF2AHF 12020 120 08p I 2021 & 06 07 p

18.

CMUH105-REC2-126

by
|~
I3

[z 2pP8FL 2 245]
*E5% ¥ L4 1 Venetoclax
*E rMAFL PR 12020 11 % 29 p % 2021 & 05 ¢ 28 p

19.

CMUH109-REC2-157

A
2}
a )
o

(e % 24472 ]
*k5% ¥4 ¢4 Fenebrutinib
*E rMAFLHF 12020 £ 08 7 23 p 3 2021 & 02 7 22 p

20.

CMUH105-REC2-079

2R

[z 2p4E2]

*R% F P L4 NIVOLUMAB

*E >MAFAMREF 2020017 04p 3 2021 & 04 % 03 p
(SUSAR LineListing)

(EEIERICE D

*25% 4 -4 0 NIVOLUMAB

* pMIFLHF 2020017 04p 3 2021 & 07 * 03 P

110209 * 01 p
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2L
pn|  rpuww | w4 PG
(SUSAR LinelListing)
[z % 214p4 ]
*Blinded Line Listing of Suspected Unexpected Serious Adverse
21. | CMUH110-REC2-025 # 4 = | Reactions (SUSARs) JNJ-56136379
*E%E 5 LA 0 INJ-56136379
*% 2MH4F2 B F 1 16 December 2020 to 15 June 2021
[z#= 2p2]
22. | CMUH105-REC2-110 EL R | *R%EP L4 Venetoclax(ABT-199)
*E rMEFLHF 109+ 112 29p 3 110#05% 28
[z % 214p4 ]
23. | CMUH105-REC2-074 ELR | *RB%EPH L4 ATEZOLIZUMAB
X > MIFA MR 12020 11 % 18 p 3 2021 & 05 % 17 p

(] FRPH -

FR-REPEFALR (%)

FRE - R (%)
F#E i (2140 4)

110209 * 01 p




