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Atezolizumab
Pertuzumab

Trastuzumab
CMUH107- FATAL FEBRILE

1. 2020/3/9 | 2566140 Initial Paclitaxel 131 A
REC1-126 o NEUTROPENIA
Doxorubicin
Cyclophosphami

de

Atezolizumab
Pertuzumab

Trastuzumab
CMUH107- Follow FATAL FEBRILE

2. 2020/3/9 | 2566140 Paclitaxel 131 A
REC1-126 up 1 o NEUTROPENIA

Doxorubicin
Cyclophosphami

de

Atezolizumab
Pertuzumab
Trastuzumab

CMUH107-
3. 2020/3/13 | 2569106 Initial Paclitaxel PLEURAL EFFUSION | 23 | A

REC1-126
Doxorubicin
Cyclophosphami

de
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CMUH107-
REC1-126

2020/3/13

2569106

Follow

up 1l

Atezolizumab
Pertuzumab
Trastuzumab
Paclitaxel
Doxorubicin
Cyclophosphami
de

PLEURAL EFFUSION

2,

3| A

CMUH107-
REC1-126

2020/3/13

2569106

Follow

up 2

Atezolizumab
Pertuzumab
Trastuzumab
Paclitaxel
Doxorubicin
Cyclophosphami
de

CARDIAC
INSUFFICIENCE

PLEURAL EFFUSION,

2,3

CMUH105-
REC1-139

2019/2/18

PHHO2019

IT002107

2

follow up

#1) INC424
INC+TAB
(RUXOLITINIB
)TABLET
#2)
CYCLOSPORI
NE
(CYCLOSPORI
NE)
UNKNOWN

infection]

Virosys in definition [Viral

13

CMUH105-
REC1-139

2018/2/13

PHHO2018
IT002527

4

follow up

#1) INC424
INC+TAB
(RUXOLITINIB
) TABLET

Pneumonitis [Pneumonitis]

2,3

CMUH105-
REC1-139

2018/4/11

PHHO2018
FR005016

10

follow up

#1) INC424
INC+TAB
(RUXOLITINIB

) TABLET

lleum perforation [lleal

perforation]

2,3

109 # 05 * 27 p




ﬂm?# CEEHRFREIRELIRAF-FALRE
FRLERFAXF 4 MBS #K)
; 2 %
; X ELAL ENE 'f;‘fﬁ ﬂz;“?‘ VR EE 3 Age Rl
#1) INC424
CMUH105- PHHO2018 |follow up| INC+TAB lleum perforation [lleal
9. 2018/4/11 2,3 A
REC1-139 FR005016 11 (RUXOLITINIB perforation]
) TABLET
Other Serious Criteria:
Medically Significant
#1) Sepsis [Sepsis]
RUXOLITINIB( Multi-organ failure
RUXOLITINIB) [Multiple organ
CMUHL05. PHHO2018 | follow up UNKNOWN dysfunction syndrome]
10. 2018/9/10 #2) Left lower Lung lobe 12 | A
REC1-139 CA010238 12
TACROLIMUS consolidation [Lung
(NGX) consolidation]
(TACROLIMUS| ARDS acute respiratory
) UNKNOWN | distress syndrome [Acute
respiratory distress
syndrome]
#1) INC424
INC+TAB
(RUXOLITINIB| Other Serious Criteria:
) TABLET Medically Significant
CMUH105- PHHO2018|follow up #2) Gram Negative Sepsis
11. 2018/9/27 23| A
REC1-139 AU010680 10 CYCLOSPORI [Sepsis]
NE Febrile Neutropenia
(CYCLOSPORI [Febrile neutropenia]
NE)
UNKNOWN
109 & 05 * 27 p % 30 F > x 54 F




2. S )
PRFFCITARFEELARAR 4T -FELR4
FTRLERS A X2 4 EREE(L #IR)
B X 2 PAR (R L
A€ EL |4 p P i B 5 F ORE FE e
%};u g g 5? B % ?:En%}{, Vv'J #”E P P 1=
Sepsis (pseudomonas
aeruginosa) [Pseudomonal
sepsis]
#1) INC424
General condition
CMUH105- PHHO2017 |follow up| INC+TAB
12. 2017/12/15 alteration [General 1,23 A
REC1-139 FR017100 5 (RUXOLITINIB )
physical health
) TABLET o
deterioration]
Respiratory distress
[Respiratory distress]
#1) MK-7902 N
CMUH107- 2001RUSO . Proctitis
13. 2020/1/15 Initial |Study (Code not ) 1.23] A
REC1-188 06729 Cerebrovascular accident
broken)
#1) MK-7902 Gastrointestinal
CMUH107- 1911POL00|Followup
14, 2019/11/1 Study (Code not haemorrhage 23| A
REC1-188 3251 13 ) )
broken) Abdominal pain
#1) MK-7902
CMUH107- 2002ESP00 - Gastrointestinal
15. 2020/2/9 Initial |Study (Code not 13| A
REC1-188 4584 haemorrhage
broken)
#1) MK-7902 | Hepatic encephalopathy
CMUH107- 2002ESPO0|Followup ] ]
16. 2020/2/8 Study (Code not Gastrointestinal 13 A
REC1-188 4584 1
broken) haemorrhage
#1) MK-7902 Duodenal ulcer
CMUH107- 1911POL00|Followup
17. 2019/11/1 Study (Code not haemorrhage 23| A
REC1-188 3251 14
broken) Abdominal pain
Alanine aminotransferase
#1) MK-7902
CMUH107- 2002FRA0Q - increased
18. 2020/2/2 Initial |Study (Code not _ N 13| A
REC1-188 02591 Autoimmune hepatitis
broken) S
Blood bilirubin increased
#1) MK-7902 ) )
CMUH107- 2002POL0O0 - Gastrointestinal
19. 2019/12/13 Initial |Study (Code not 1 A
REC1-188 7485 haemorrhage
broken)
#1) MK-7902 | Hepatic encephalopathy
CMUH107- 2002ESPOO0|Followup ) )
20. 2020/2/8 Study (Code not Gastrointestinal 13| A
REC1-188 4584 2
broken) haemorrhage
109 # 05 * 27 p % 31 F > x 54 F
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Alanine aminotransferase
#1) MK-7902
CMUH107- 2002FRAOQ |Followup increased
21. 2020/2/2 Study (Code not 131 A
REC1-188 02591 1 Immune-mediated hepatitis
broken) S
Blood bilirubin increased
Immune-mediated hepatitis
Upper gastrointestinal
#1) MK-7902
CMUH107- 2002FRAOQ |Followup haemorrhage
22. 2020/2/2 Study (Code not o 13| A
REC1-188 02591 2 Blood bilirubin increased
broken) ) )
Alanine aminotransferase
increased
#1) MK-7902
CMUH107- 2002POL00|Followup o
23. 2019/12/13 Study (Code not Hepatic failure 1 A
REC1-188 7485 1
broken)
#1)
CMUH102- 202004981 Enzalutamide | passed away [Unknown
24, 2020/1/17 Initial 1 A
REC1-068 8 (ENZALUTAM cause of death]
IDE) Capsule
#1)
Death due to unknown
CMUH102- 202004981 [follow up| Enzalutamide
25. 2020/1/17 cause [Unknown cause of | 1 A
REC1-068 8 1 (ENZALUTAM
death]
IDE) Capsule
#1)
CMUH102- 202004981 |follow up| Enzalutamide myocardial infarction
26. 2020/1/17 1 A
REC1-068 8 2 (ENZALUTAM | [Myocardial infarction]
IDE) Capsule
202001509 | follow 1.FATIGUE
27.| CMUH107- | 2020/1/29 Niraparib 23| A
00(2) up2 2.DYSPNEA
REC1-189
#1)
CARBOPLATI
CMUH108- 2004TWNO N (7902 aspiration pneumonia
28. 2020/4/17 Initial o 123 A
REC1-059 05947 STUDY) [Pneumonia aspiration]
#2)
PACLITAXEL
109 # 05 * 27 p % 32 F > x 54 F
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#1)
CARBOPLATI
CMUH108- 2004TWNO| follow N (7902 aspiration pneumonia
29. 2020/4/17 ) o 1231 A
REC1-059 05947 up 1 STUDY) [Pneumonia aspiration]
#2)
PACLITAXEL
aspiration pneumonia
#1) o
[Pneumonia aspiration]
CARBOPLATI
Hypovolemic shock
CMUH108- 2004TWNO| follow N (7902 )
30. 2020/4/14 [Hypovolaemic shock] |1.2.3] A
REC1-059 05947 up 2 STUDY) ) ) )
#) Gastrointestinal bleeding
[Gastrointestinal
PACLITAXEL
haemorrhage]
aspiration pneumonia
#1) ) o
[Pneumonia aspiration]
CARBOPLATI
Hypovolemic shock
CMUH108- 2004TWNO| follow N (7902 )
31. 2020/4/14 [Hypovolaemic shock] |1.2.3] A
REC1-059 05947 up 3 STUDY) ) ) )
4) Gastrointestinal bleeding
[Gastrointestinal
PACLITAXEL
haemorrhage]
aspiration pneumonia
#1) ) o
[Pneumonia aspiration]
CARBOPLATI
Hypovolemic shock
CMUH108- 2004TWNO| follow N (7902 )
32. 2020/4/14 [Hypovolaemic shock] |1.2.3] A
REC1-059 05947 up 4 STUDY) ) ) )
4) Gastrointestinal bleeding
[Gastrointestinal
PACLITAXEL
haemorrhage]
#1)
Gastrointestinal
CARBOPLATI
CMUH108- 2004TWNO|Followup haemorrhage
33. 2020/4/14 N ) 1231 A
REC1-059 05947 5 42) Hypovolaemic shock
Pneumonia aspiration
PACLITAXEL
CMUH108- 2003UKRO - #1) ) )
34. 2020/3/26 Initial Anaphylactic reaction 23| A
REC1-059 10621 PACLITAXEL
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#1)
PACLITAXEL
CMUH108- 2003UKRO |Followup ] .
35. 2020/3/26 #2) Anaphylactic reaction 2 A
REC1-059 10621 1
CARBOPLATI
N
#1)
PACLITAXEL
CMUH108- 2003UKRO |Followup ) )
36. 2020/3/26 #2) Anaphylactic reaction 2 A
REC1-059 10621 2
CARBOPLATI
N
#1)
PACLITAXEL
CMUH108- 2002ARGO |Followup ]
37. 2020/2/7 #2) Sepsis 13| A
REC1-059 03892 2
CARBOPLATI
N
CMUH108- 2003UKROQ |Followup #1) ] .
38. 2020/3/26 Anaphylactic reaction 2 A
REC1-059 10621 3 PACLITAXEL
CMUH108- 2003UKRO |Followup #1) ) )
39. 2020/3/26 Anaphylactic reaction 2 A
REC1-059 10621 4 PACLITAXEL
#1)
PACLITAXEL
CMUH108- 2002ARGO |Followup ]
40. 2020/2/7 #2) Sepsis 13| A
REC1-059 03892 3
CARBOPLATI
N
#1) MK-7902
(lenvatinib
CMUH108- 2004BRAO |Followup mesylate) ) o
41, 2020/4/8 Hypertensive crisis 13| A
REC1-059 03494 1 #2)
PEMBROLIZU
MAB
#1)
PACLITAXEL o
CMUH108- 2003ISR00 o Drug hypersensitivity
42. 2020/1/22 Initial #2) o 23| A
REC1-059 5646 Drug hypersensitivity
CARBOPLATI
N
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#1)
PACLITAXEL )
CMUH108- 2003ISR00 |Followup Anaphylactic shock
43. 2020/1/22 #2) ) 23 [ A
REC1-059 5646 1 Anaphylactic shock
CARBOPLATI
N
#1)
PACLITAXEL ]
CMUH108- 2003ISR00 |Followup Anaphylactic shock
44, 2020/1/22 #2) ] 23 | A
REC1-059 5646 2 Anaphylactic shock
CARBOPLATI
N
#1)
PACLITAXEL
#2) .
CMUH108- 1912CHNO |Followup Anaphylactic shock
45, 2019/12/13 CARBOPLATI ) 2 A
REC1-059 07541 9 N Anaphylactic shock
#3 ) doxorubicin
hydrochloride
#1)
PACLITAXEL
CMUH108- 1912CHNO |Followup #2) Anaphylactic shock
46. 2019/12/13 _ 2 | A
REC1-059 07541 10 CARBOPLATI Anaphylactic shock
N
#3 ) doxorubicin
#1)
PEMBROLIZU
CMUH108- 2004TURO Pneumonitis
47, 2020/4/12 Initial MAB ) 23 | A
REC1-059 04037 Gastric haemorrhage
#2 ) MK-7902
#3) CLEXANE
#1)
PEMBROLIZU N
CMUH108- 2004TURO |Followup Pneumonitis
48. 2020/4/12 MAB ) 23 | A
REC1-059 04037 1 Gastric haemorrhage
#2 ) MK-7902
#3) CLEXANE
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#1)
PEMBROLIZU -
CMUH108- 2004TURO |Followup Pneumonitis
49. 2020/4/12 MAB ) 23 [ A
REC1-059 04037 2 Gastric haemorrhage
#2 ) MK-7902
#3) CLEXANE
#1)
PACLITAXEL
CMUH108- 1912CHNO |Followup #2) Anaphylactic shock
50. 2019/12/13 ) 2 A
REC1-059 07541 11 CARBOPLATI Anaphylactic shock
N
#3 ) doxorubicin
#1) MK-7902
CMUH108- 2004BRAO |Followup #2) ] .
51. 2020/4/8 Hypertensive crisis 1.3 | A
REC1-059 03494 2 PEMBROLIZU
MAB
#1) MK-7902
CMUH108- 2004BRAO |Followup #2) ] ]
52. 2020/4/8 Acute respiratory failure | 1.3 | A
REC1-059 03494 3 PEMBROLIZU
MAB
#1)
CMUH108- 2003UKRO |Followup
53. 2020/3/26 PACLITAXEL | Anaphylactic reaction 2 A
REC1-059 10621 5
(7902 STUDY)
#1) MK-3475 laryngeal edema
(pembrolizumab [Laryngeal oedema]
) pneumonitis [Pneumonitis]
CMUH104- 1607USAO |Followup #2) febrile neutronenia [Febrile
54. 2016/7/3 ) 23 | A
REC1-039 05704 29 CISPLATIN neutropenia]
#3) oral mucositis [Stomatitis]
5-FLUOROUR Thrombocytopenia
ACIL [Thrombocytopenia]
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#1) MK-3475
Study
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

2003HUNO
08957

CMUH107- )
Neutropenia

REC1-174

3/20/2020 Initial

#1) MK-3475
Study
#2)

PACLITAXEL

2003HUNO |Followup )
#3) Neutropenia

08957 1

CMUH107-
REC1-174

3/20/2020
CYCLOPHOSP

HAMIDE
#4)
EPIRUBICIN

En

#1) MK-3475
Study
#2)

PACLITAXEL

2003HUNO |Followup )
#3) Neutropenia

08957 2

CMUH107-
57. 3/20/2020

REC1-174
CYCLOPHOSP
HAMIDE
#4)

EPIRUBICIN
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#1) MK-3475
Study
#2)
PACLITAXEL
CMUH107- 2002USAO0 |Followup ] ]
58. 1/30/2020 #3) Infusion related reaction 2 A
REC1-174 00587 3
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN
#1) MK-3475
CMUH107- 2002FRA0O Study
59. 2020/1/1 Initial Mucosal inflammation 2.3 A
REC1-174 02590 #2)
PACLITAXEL
#1) MK-3475
CMUH107- 2002FRAOQ |Followup Study
60. 2020/1/1 Mucosal inflammation | 2.3 [ A
REC1-174 02590 1 #2)
PACLITAXEL
CMUH107- follow up
61. 2019/5/31 | 2481252 Atezolizumab FATAL PNEUMONIA 1,3 A
REC1-099 5
FINERENONE
CMUH105- 2020-01410|follow up| or PLACEBO - .
62. 2020/1/21 hepatitis [Hepatitis] 23| A
REC1-094 4 1 (FINERENONE
) Tablet
CMUH105- 18P-090-25 |follow up| Upadacitinib 1.Death
63. 2018/11/14 1,6 A
REC1-043 70051-00 10 (ABT-494) 2.L.ung cancer
CMUH105- 19P-020-29 |follow up| Upadacitinib ) ) 1,2,3,
64. 2019/9/30 Septicaemia A
REC1-043 68283-00 7 (ABT-494) 4
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1.Pneumonia MRSA
2.Pulmonary empyema
3.Pleural effusion
4.Pulmonary embolism
CMUH105- 19P-034-28 |follow up| Upadacitinib 5.Community acquired
65. 2019/6/20 ) 23 | A
REC1-043 45233-00 5 (ABT-494) pneumonia
6.HIN1 influenza
7.Pneumococcal
pneumonia
8.Pneumonia hemophilus
CMUH105- 19P-034-29(follow up| Upadacitinib [Multiple organ dysfunction
66. 2019/11/3 1 A
REC1-043 96418-00 4 (ABT-494) syndrome
o 1.Altered state of
CMUH105- 19P-036-26 |follow up| Upadacitinib )
67. 2018/12/25 consciousness 23| A
REC1-043 56810-00 10 (ABT-494) .
2.Gastroenteritis
Pertuzumab
Trastuzumab
PACLITAXEL | PLEURAL EFFUSION,
CMUH107- N
68. 2020/4/3 | 2580655 Initial | DOXORUBICI CARDIAC 23 [ A
REC1-058
N INSUFFICIENCE
CYCLOPHOSP
HAMIDE
Pertuzumab
Trastuzumab
PACLITAXEL | PLEURAL EFFUSION,
CMUH107- Follow
69. 2020/4/3 | 2580655 DOXORUBICI CARDIAC 23| A
REC1-058 up 1
N INSUFFICIENCE
CYCLOPHOSP
HAMIDE
#1)
Gastrointestinal
CARBOPLATI
CMUH108- 2004TWNO|Followup haemorrhage
70. 2020/4/14 N ) 1231 A
REC1-059 05947 6 42) Hypovolaemic shock
Pneumonia aspiration
PACLITAXEL
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#1) o
Gastrointestinal
CARBOPLATI
CMUH108- 2004TWNO|Followup haemorrhage
71. 2020/4/14 N ) 1231 A
REC1-059 05947 7 #2) Hypovolaemic shock
Pneumonia aspiration
PACLITAXEL
ONO-2019-
CMUH106- 006476 Cisplatin, Fever, Chills, Febrile
72. 2019/3/19 FUl ) ) 1 A
REC1-094 (BMS-2019 Fluorouracil neurtopenia
-031748)
ONO-2019-
CMUH106- 011378 Cisplatin,
73. 2019/5/16 INI ) Coronary vasospasm 1 A
REC1-094 (BMS-2019 Fluorouracil
-053897)
ONO-2019-
CMUH106- 010881 Fluorouracil,
74. 2019/5/20 FU1 ANEMIA 2 A
REC1-094 (BMS-2019 Cisplatin
-050920)
ONO-2019-
CMUH106- 006476 (B Cisplatin, Fever, Chills, Febrile
75. 2019/3/19 FU2 ] ) 1 A
REC1-094 MS-2019-0 Fluorouracil neutropenia
31748)
ONO-2019-
CMUH106- 011378 Cisplatin,
76. 2019/5/16 FU1l Coronary vasospasm 1 A
REC1-094 (BMS-2019 Fluorouracil
-053897)
malignant neoplasm
ONO-2019- progression, Pneumonia,
CMUH106- 006061 Cisplatin, HYPOMAGNESEMIA,
17. 2019/3/21 FU4 1 A
REC1-094 (BMS-2019 Fluorouracil HYPOCALCEMIA,
-029690) HYPOKALEMIA,
ASTHENIA, Anemia
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malignant neoplasm
ONO-2019- progression, Pneumonia,
CMUH106- 006061 Cisplatin, HYPOMAGNESEMIA,
78. 2019/3/21 FU5 1 A
REC1-094 (BMS-2019 Fluorouracil HYPOCALCEMIA,
-029690) HYPOKALEMIA,
ASTHENIA, Anemia
ONO-2018-
] Malignant neoplasm
CMUH106- 017169 Fluorouracil,
79. 2018/11/21 INI progression, Pulmonary 1 A
REC1-094 (BMS-2018 Cisplatin
embolism
-110461)
malignant neoplasm
ONO-2019- progression, Pneumonia,
CMUH106- 006061 Cisplatin, HYPOMAGNESEMIA,
80. 2019/3/21 FU6 ) 1 A
REC1-094 (BMS-2019 Fluorouracil HYPOCALCEMIA,
-029690) HYPOKALEMIA,
ASTHENIA, Anemia
Pneumonia,
ONO-2019- )
Hypomagnesemia,
CMUH106- 006061 Cisplatin, )
81. 2019/3/21 FU7 Hypocalcemia, 1 A
REC1-094 (BMS-2019 Fluorouracil
Hypokalemia, Asthenia,
-029690) )
Anemia
ONO-2019-
CMUH106- 006476 Cisplatin, ]
82. 2019/3/19 FU3 Fever, Chills 1 A
REC1-094 (BMS-2019 Fluorouracil
-031748)
ONO-2019-
CMUH106- 012708 Cisplatin, Malignant neoplasm
83. 2019/2/23 INI ] ) 1 A
REC1-094 (BMS-2019 Fluorouracil progression
-057014)
ONO-2019-
CMUH106- 000218 Nivolumab, )
84. 2018/12/30 FU1 Internal bleeding 1 A
REC1-094 (BMS-2019 Ipilimumab
-000722)
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ONO-2019- )
Death, Accute breathing
CMUH106- 013335 Nivolumab, ) o )
85. 2019/5/28 FU1l insufficiency, lliac fossa | 1 A
REC1-094 (BMS-2019 Ipilimumab ) o
pain, Constipation
-060843)
ONO-2019-
CMUH106- 006476 Cisplatin,
86. 2019/3/19 FU4 ) Fever, Chills 1 A
REC1-094 (BMS-2019 Fluorouracil
-031748)
ONO-2019-
CMUH106- 012194 Nivolumab, | Death, Pneumonia, Port-A
87. 2019/6/3 INI N o 1 A
REC1-094 (BMS-2019 Ipilimumab infection
-055387)
ONO-2019- ]
) Death, Acute respiratory
CMUH106- 013335 Nivolumab, ] ]
88. 2019/5/28 FU2 N distress syndrome, lliac 1 A
REC1-094 (BMS-2019 Ipilimumab ] o
fossa pain, Constipation
-060843)
ONO-2019-
CMUH106- 006578 Cisplatin, Malignant neoplasm
89. 2019/1/3 FU2 ) ) 1 A
REC1-094 (BMS-2019 Fluorouracil progression, Dyspnea
-008191)
ONO-2019-
CMUH106- 014833 Cisplatin, )
90. Unk INI Disease 1 A
REC1-094 (BMS-2019 Fluorouracil
-069743)
ONO-2019- o
Death due to pericardial
CMUH106- 012194 Nivolumab, ) .
91. 2019/6/3 FU1l effusion, Pneumonia, 1 A
REC1-094 (BMS-2019 Ipilimumab
Port-A infection
-055387)
ONO-2019-
CMUH106- 012708 Cisplatin, Malignant neoplasm
92. 2019/2/23 FU1 ) ) 1 A
REC1-094 (BMS-2019 Fluorouracil progression
-057014)
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ONO-2019- )
Death, Acute respiratory
CMUH106- 013335 Nivolumab, ) )
93. 2019/5/28 FU3 distress syndrome, Iliac 1 A
REC1-094 (BMS-2019 Ipilimumab ) o
fossa pain, Constipation
-060843)
Pneumonia,
ONO-2019- )
. . Hypomagnesemia,
CMUH106- 006061 Cisplatin, .
94, 2019/3/21 FU8 Hypocalcemia, 1 A
REC1-094 (BMS-2019 Fluorouracil ) )
Hypokalemia, Asthenia,
-029690) )
Anemia
CMUH106- ONO-2019- Nivolumab, | Death, Pneumonia, Port-A
95. 2019/6/3 INI 1 A
REC1-094 012194 Ipilimumab infection
Pneumonia,
ONO-2019-
. ) Hypomagnesemia,
CMUH106- 006061 Cisplatin, )
96. 2019/3/21 FU9 Hypocalcemia, 1 A
REC1-094 (BMS-2019 Fluorouracil
Hypokalemia, Asthenia,
-029690) )
Anemia
ONO-2019-
CMUH106- 016289 Nivolumab, ) ) o
97. 2019/7/28 INI Respiratory insufficiency | 1 A
REC1-094 (BMS-2019 Ipilimumab
-076163)
ONO-2019-
CMUH106- 001827 Nivolumab, Urosepsis, Fever,
98. 2019/1/21 INI 1 A
REC1-094 (BMS-2019 Ipilimumab Pneumonitis
-006483)
ONO-2019-
CMUH106- 016289 Nivolumab, ) ) o
99, 2019/7/28 FU1l Respiratory insufficiency | 1 A
REC1-094 (BMS-2019 Ipilimumab
-076163)
ONO-2019-
CMUH106- 016289 Nivolumab, ) ) o
100 2019/7/27 FU2 - Respiratory insufficiency | 1 A
REC1-094 (BMS-2019 Ipilimumab
-076163)
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ONO-2019-
Nivolumab, ]
CMUH106- 017160 ) Worsening of performance
101 2019/8/8 FU1l Fluorouracil, 1 A
REC1-094 (BMS-2019 ) ) status, Dyspnoea
Cisplatin
-079260)
ONO-2019-
CMUH106- 016289 Nivolumab, ) ) o
102 2019/7/27 FU3 N Respiratory insufficiency | 1 A
REC1-094 (BMS-2019 Ipilimumab
-076163)
ONO-2019-
CMUH106- 007820 Cisplatin, Malignant tumour
103 2019/1/9 FUl ) _ ) 1 A
REC1-094 (BMS-2019 Fluorouracil progression, Dysphagia
-002666)
ONO-2019-
CMUH106- 016289 Nivolumab,
104 2019/7/27 FU4 Pneumonitis 1 A
REC1-094 (BMS-2019 Ipilimumab
-076163)
ONO-2019-
Nivolumab, )
CMUH106- 017160 ) Worsening of performance
105 2019/8/8 FU2 Fluorouracil, 1 A
REC1-094 (BMS-2019 ) ) status, Dyspnoea
Cisplatin
-079260)
ONO-2018- )
Malignant neoplasm
CMUH106- 017169 Fluorouracil, )
106 2018/11/21 FU1l progression, Pulmonary 1 A
REC1-094 (BMS-2018 Cisplatin
embolism
-110461)
ONO-2019-
CMUH106- 006061 Cisplatin, )
107 2019/3/21 FU10 Pneumonia 1 A
REC1-094 (BMS-2019 Fluorouracil
-029690)
ONO-2019- ]
] Malignant neoplasm
CMUH106- 017542 Fluorouracil, ) ]
108 2019/8/10 INI ) ) progression, Symptomatic | 1 A
REC1-094 (BMS-2019 Cisplatin
atrial fibrillation
-080913)
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ONO-2018-
CMUH106- 017227 Nivolumab, Death NOS, General
109 2018/2/13 FU1 1 A
REC1-094 (BMS-2018 Ipilimumab | weakness, Lung infection
-013802)
ONO-2018-
CMUH106- 010160 Nivolumab, Death, Worsening
110 2018/10/29 INI -~ ) 1 A
REC1-094 (BMS-2018 Ipilimumab esophageal carcinoma
-101378)
ONO-2019-
Nivolumab,
CMUH106- 017160 . Worsening of performance
111 2019/8/8 FU3 Fluorouracil, 1 A
REC1-094 (BMS-2019 . . status, Dyspnoea
Cisplatin
-079260)
ONO-2019-
CMUH106- 014833 Cisplatin, )
112 2019/7/8 FU1 ) Disease 1 A
REC1-094 (BMS-2019 Fluorouracil
-069743)
ONO-2017-
CMUH106- 003693 Cisplatin, Acute kidney injury,
113 2017/12/19 INI 1 A
REC1-094 (BMS-2017 Fluorouracil Hematemesis
-116845)
ONO-2019-
CMUH106- 006476 Cisplatin, )
114 2019/3/19 FU5 Fever, Chills 1 A
REC1-094 (BMS-2019 Fluorouracil
-031748)
ONO-2017-
CMUH106- 003693 Cisplatin, Acute kidney injury,
115 2017/12/19 FU1 1 A
REC1-094 (BMS-2017 Fluorouracil Hematemesis
-116845)
ONO-2018- )
] Malignant neoplasm
CMUH106- 010160 Nivolumab, ) )
116 2018/10/29 FU1l N progression (worsening of | 1 A
REC1-094 (BMS-2018 Ipilimumab
esophageal cancer)
-101378)
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ONO-2018- ) Other Serious Criteria:
Nivolumab, ) ]
CMUH106- 006363 . . Medically important
117 2018/9/19 FU4 Cisplatin, . 2 A
REC1-094 (BMS-2018 . condition;
Fluorouracil
-089397) PNEUMONITIS
Other Serious Criteria:
ONO-2019- Medically Important
CMUH106- 013335 Nivolumab, condition, Acute
118 2019/5/28 FU4 -~ ) ) 1 A
REC1-094 (BMS-2019 Ipilimumab respiratory distress
-060843) syndrome, Iliac fossa pain,
Constipation
Other Serious Criteria:
ONO-2019- ) ) )
Nivolumab, Medically important
CMUH106- 017160 ) - .
119 2019/8/8 FU4 Fluorouracil, | condition » Worsening of | 1 A
REC1-094 (BMS-2019
Cisplatin performance status,
-079260) ) )
respiratory failure
Other Serious Criteria:
ONO-2019- Medically important
CMUH106- 017542 Fluorouracil, condition » Malignant
120 2019/8/10 FUl ) ) ) 1 A
REC1-094 (BMS-2019 Cisplatin neoplasm progression,
-080913) Symptomatic atrial
fibrillation
Other Serious Criteria:
Medically important
ONO-2019- » )
condition,Sepsis,
CMUH106- 020062 Cisplatin, o )
121 2019/9/21 FU2 ) Aspiration, Respiratory 1 A
REC1-094 (BMS-2019 Fluorouracil ) ]
failure, Urine output
-093095) ]
decreased, Acute kidney
injury
Other Serious Criteria:
ONO-2019- Medically important
CMUH106- 017542 Fluorouracil, condition > Malignant
122 2019/8/10 FU2 ] ) ) 1 A
REC1-094 (BMS-2019 Cisplatin neoplasm progression,
-080913) Symptomatic atrial
fibrillation
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Other Serious Criteria:
ONO-2019- Medically important
CMUH106- 020062 Cisplatin, condition,Sepsis, Acute
123 2019/9/21 FU3 ) ) o o 1 A
REC1-094 (BMS-2019 Fluorouracil | kidney injury, Aspiration,
-093095) Respiratory failure, Urine
output decreased
ONO-2019- Other Serious Criteria:
CMUH106- 015369 Fluorouracil, medically important
124 2019/7/12 FUl ) ) N 1 A
REC1-094 (BMS-2019 Cisplatin condition, Death,
-070620) Pneumonia
Other Serious Criteria:
ONO-2019- Medically important
CMUH106- 020062 Cisplatin, condition,Sepsis, Acute
125 2019/9/21 FU4 ) ) o o 1 A
REC1-094 (BMS-2019 Fluorouracil | kidney injury, Aspiration,
-093095) Respiratory failure, Urine
output decreased
ONO-2019-
Other Serious Criteria:
CMUH106- 021100 Cisplatin, ) )
126 2019/10/3 INI ) Medically important 1 A
REC1-094 (BMS-2019 Fluorouracil
condition, Daeth
-098122)
ONO-2019- Other Serious Criteria:
CMUH106- 021100 Cisplatin, Medically important
127 2019/10/3 FUl ] » ] 1 A
REC1-094 (BMS-2019 Fluorouracil | condition, Death cause is
-098122) unknown
Other Serious Criteria:
ONO-2019- Medically important
CMUH106- 020062 Cisplatin, condition,Sepsis, Acute
128 2019/9/21 FU5 1 A
REC1-094 (BMS-2019 Fluorouracil | kidney injury, Aspiration,
-093095) Respiratory failure, Urine
output decreased
ONO-2019- Other Serious Criteria:
CMUH106- 021100 Cisplatin » medically important
129 2019/10/3 FU2 1 A
REC1-094 (BMS-2019 Fluorouracil condition, DEATH
-098122) CAUSE IS UNKNOWN
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Other Serious Criteria:
ONO-2018-
) Medically important
CMUH106- 017227 Nivolumab,
130 2018/2/13 FU2 N condition, Death NOS, 1 A
REC1-094 (BMS-2018 Ipilimumab
General weakness, Lung
-013802)
infection
ONO-2019- Other Serious Criteria:
CMUH106- 001827 Nivolumab, Medically important
131 2019/1/21 FU1 -~ » ) 1 A
REC1-094 (BMS-2019 Ipilimumab condition, Urosepsis,
-006483) Fever , Pneumonitis
ONO-2019-
CMUH106- 001827 Nivolumab, Urosepsis, Fever,
132 2019/1/21 FU2 - - 1 A
REC1-094 (BMS-2019 Ipilimumab Pneumonitis, Death
-006483)
ONO-2019- )
] Malignant neoplasm
CMUH106- 017542 Fluorouracil, ) ]
133 2019/8/10 FU3 o progression, Symptomatic [ 1 A
REC1-094 (BMS-2019 Cisplatin
atrial fibrillation
-080913)
ONO-2019-
Nivolumab,
CMUH106- 026301 ) _
134 2019/12/7 FU1l Fluorouracil, Pneumonia 1 A
REC1-094 (BMS-2019
Cisplatin
-119494)
ONO-2019-
CMUH106- 026529 Nivolumab, )
135 2019/12/14 INI Dispneea 1 A
REC1-094 (BMS-2019 Ipilimumab
-121327)
ONO-2019-
CMUH106- 001827 Nivolumab, Death, Urosepsis, Fever,
136 2019/1/21 FU3 1 A
REC1-094 (BMS-2019 Ipilimumab Pneumonitis
-006483)
(k] FRPHE -
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CMUH107-REC1-189

[#]
*pi % 1. Guidance for Patient Management During
Coronavirus Outbreak (COVID-19)
s & p g : Guidance for Patient Management During
Coronavirus Outbreak (COVID-19) Protocol
64091742PCR3001_23 March 2020
2. Notification of Urgent Safety Measurement — Implementation
of Multiple Measures due to COVID-19 Impact
s< A& p #: Notification of Urgent Safety Measurement —
Implementation of Multiple Measures due to COVID-19
Impact; Compound: Niraparib; Issue Date: 02Apr2020
3. Dear Investigator Letter regarding Concerns related to novel
Coronavirus (nCOV)
5= A& p #p: Dear Investigator Letter regarding Concerns related
to novel Coronavirus (nCOV) for Protocol
64091742PCR3001_09Mar2020

CMUH107-REC1-094

X

T 2

[#6] ARATUFHRpSRERE BB FIRD 5D
*p g§ 12020 & 03 7 30 p

CMUH103-REC1-135

X

[zr=x 2p4p2])
*Eg B LA T MK3475
*% 2 4R 2 8 R 0 04-SEP-2019 to 03-MAR-2020

CMUH104-REC1-118

\‘%\

e
#

(&R |
*Egk B LA T MK3475
*% 242 8 R 0 04-SEP-2019 to 03-MAR-2020

CMUH107-REC1-077

i

(2]

PF L FIRIRBE AR B R L (COVID-19 0 fiE L)
ZRGET AR FRRPGTE o A% 2 feiE Guidance for
Investigator and Site Staff (MVersion 2.0 » Dated 27 March 2020)
VLA L S R AR

CMUH105-REC1-001

[ %7 il &0 )
1. % & Cover Letter : RE: CORONAVIRUS (COVID-19)
PANEDEMIC ACTIONS, April 14, 2020
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2.2 4% A i i3 30 Dear Investigator Letter :
COVID-19 Dear Investigator Letter, April 09, 2020
[5°¢ il iz ]
1. DS-8201a COVID-19 related Dose modification USM and
Chloroquine memo_Core Cover Letter
*Znp #2109 & 4% 15p

7. CMUH107-REC1-156 A
2. Global Memo for DS8201a clinical trials COVID19
*ZSpHr109# 40 2p
3. Investigator Chloroquine Use Letter
*T o p 109 & 37 26
[#]
*m % : Non-clinical safety report » %= 4 p #):

g CMUHL03.REC1.097 Y Abemaciclib_Nonclinical Safety Report_A 6-Month Toxicity
Study, dated 09-Apr-2020
FROF DA $FE AW A S A P oEP D Abemaciclib_Investigator
letter_Nonclinical safety report,dated 15-Apr-2020
[ 2144 ]

9. CMUH108-REC1-059 R R E S LHC MKT7902
*x pMap2 #F 1 13-AUG-2019 to 12-FEB-2020
(2]
*mE (- ) ¢ 2 4E& : Atrasentan (ABT-627) M11-352
Abbreviated Clinical Study Report R&D/18/0399 2k £ p #p:
2019 = 02 * 11 p
(z ) &= # & : Atrasentan (ABT-627) M11-352 Abbreviated

10. | CMUH102-REC1-079 | e N
Clinical Study Report R&D/18/0399 Date of Report:
11Feb2019
(z) #F2ARTII%e &84 ¢ L% 14 & 1086803802
(z) WwW2iGIRe By Ry 22tERRS
1086803802
[La7i1£p]
*1x A& @ Binimetinib Edition 17
*p #p : 04Mar2020

11. | CMUH105-REC1-152 By > [ =% 2132 ]

*:E% % 4~ ¢ 4L Binimetinib and Encorafenib
*E AP ELHE

1. Binimetinib SUSAR Line Listing 2019 & 07 * 21 p 2
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2. Encorafenib SUSAR Line Listing2019 # 05 * 12 p %
2019 & 11 * 11 p

12.

CMUH102-REC1-068

54 4E

(2]

PROSPER MDV3100-14_COVID-19_Dear Investigator letter
*RoE id 3 COVID-19 # H8: 55 > sponsor # i w3t d A
FA O SoR PR T o 4 LS BpEa 7 g} T A
goffn s pdp 12020 % 04 7 08 p

13.

CMUH107-REC1-110

[#]
*N % R 2 3 (Protocol CSL112_ 3001 (AEGIS-1I):
Communication #2 re: Coronavirus (COVID-19), April 14,
2020)

14.

CMUH107-REC1-188

ER

(2]
Report domestic SUSAR case:-MFR No.: 2000 TWNO003732
(F13)-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

15.

CMUH107-REC1-188

EE

(2]
Report domestic SUSAR case:-MFR No.: 2001TWNO003732
(F14)-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

16.

CMUH107-REC1-188

#rE

[zpx 2p4p2]
*Eg B LA T MKT7902
*% 2 4R 2 8 R 13-AUG-2019 to 12-FEB-2020

17.

CMUH105-REC1-113

[FE% % 246 vig o]
1. Justification for Urgent Safety Measures to Upadacitinib
Study M14-533 due to COVID-19 Pandemic (3 April 2020)
2. Guidance for Investigator and Site Staff During COVID 19
Pandemic, Version 3.0 (Dated 03-Apr-2020)

18.

CMUH107-REC1-076

wF
-+

(2]
FROF D F IR BRE HR L 9 L (COVID-19 0 FE )
ZRHET AR FRRPGTE o L% 2 Wi Guidance for
Investigator and Site Staff (MVersion 2.0 » Dated 27 March 2020)
YA SRR s BRI AR o

19.

CMUH104-REC1-135

v AR

[z8h=x 2p42]
*RERFE P AL 0 CX4945

> HER2 8 A 0 14Aug2019 ~ 29Feb2020: 6 month Line
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Listing: 14Aug2019 ~ 21Feb2020; CIOMS report
19TWO000073_FU3, 19US000098_FU1, 19US000098_Initial

20.

CMUH105-REC1-094

b
-
)

[z 2144 ]
*E% & L4 - FINERENONE
*g pMARL @R 02019 & 037 01 p X 2020+ 02 * 29
2
1. Quarterly Summary Report of SUSAR 01Mar2019 to
31May2019
2. Quarterly Summary Report of SUSAR 01Jun2019 to
31Aug2019
3. Quarterly Summary Report of SUSAR 01Sep2019 to
30Nov2019
4. Quarterly Summary Report of SUSAR 01Dec2019 to
29Feb2020
5. Serious Study Conduct Related Cases 01Mar2019 to
31May2019
6. Serious Study Conduct Related Cases 01Jun2019 to
31Aug2019
7. Serious Study Conduct Related Cases 01Sep2019 to
30Nov2019
8. Serious Study Conduct Related Cases 01Dec2019 to
29Feb2020
9. SUSAR Study Cases 01Mar2019 to 31May2019
10. SUSAR Study Cases 01Jun2019 to 31Aug2019
11. SUSAR Study Cases 01Sep2019 to 30Nov2019
12. SUSAR Study Cases 01Dec2019 to 29Feb2020

21,

CMUH107-REC1-130

b
n-
)

[ 5¢ wif &0z &)

*iz G p g 12020 40 14 p

22,

CMUH108-REC1-128

R

[#]
*nF 1E EREF NuCanaple i #HeNuTide:121 i#sk % + B
1 2020/4/2 4= F) i COVID-19 # ff > -2 87 isdz sk o B = 5
d AR R BRG EM O R &K 2020/5/1 Ae#-E
Fofe sk o

23.

CMUH108-REC1-030

54 4E

[ ## % >147 2 ] Blinded Line Listing of Suspected
Unexpected Serious Adverse Reactions (SUSARS)

JNJ-56021927 (apalutamide)
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*k 5% B 2 4L 1 INJ-56021927 (apalutamide)
*E pMARAHF 10887 14p 3 109#& 27 13 p
[ &3 % > 382 ] Development Safety Update Report No. 8
Executive Summary JNJ-56021927 (apalutamide)
*k 5% B 2 4L 1 INJ-56021927 (apalutamide)
*F pMAFLHF 108£ 20 14p 3 109 2 13 p
[ 24 ]

24. | CMUH107-REC1-137 EL 2 | X% EH Lf 1 VAYT36
*% MR L P 1072107 01 p I 108# 037 31 p

25. | DMR101-IRB1-177 LR [ZF 2532 % 4]
[H6] RpE R EfEp g @ ov £tk -

26. | CMUH107-REC1-094 | % %P
*p #p 12020 F 04 * 28 p
(2]
*hoE (L) BB R AR 2 o

27 | CMUHL07-RECL-101 5 o 8951-CL-0301_COVID-19_Enrollment Pause
Letter_27Mar2020_Final
(2) R i Bk ® o M4 fak 2 7 30 Taiwan COVID-19
Country Re-OpenLetter_Spotlight_ 30-April-2020_final
(2]

28. | CMUH106-REC1-061 FLRE
*IF  Hi¥ DSUR#6(2019/4/1~2020/3/31)

29. | CMUH106-REC1-081 A4 (% 2tz ]
R R E 2PAEFETOL

30. | CMUH105-REC1-011 T H M [ %35F2 4 4]
[ 2144 ]

31. | CMUH105-REC1-043 EL R | %%k %4 L4 Upadacitinib (ABT-494)
*% rMIRLHREF 108077 01p 32 108# 127 31 p
(2= 24dp4 ]

32. | CMUHI05-REC1-001 | # & | *#5% %4 &4 * luspatercept
* pMAR LB 12019 & 7 8 14 p-2020 & 17 13 P
[ % 2444 ]
*R 5% ¥ ¢4 © Trastuzumab Emtansine

33. | CMUH107-REC1-126 EX N rHEFELHE 108# 08 22 p 3 109 & 022 21 p

*:R% ¥t L4 Trastuzumab

DHFLYRF 108#£ 09" 25 p 1 109 £ 03 7 24 p

(k] FRPHE -
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