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CMUH105-
REC3-093

2019/7/28

1908ESP00
0605

Followup
2

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Axitinib)

Hyperglycaemia

2,3

CMUH105-
REC3-093

2019/6/9

1906USA0
04216

Followup
1

#1)
SUNITINIB
(3475
SOLUTION
FOR

Aortic dissection

2,3

INJECTION
STUDY)
(Sunitinib

Malate) Capsule
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CMUH105-
REC3-093

2019/7/28

1908ESP0O0
0605

Followup
3

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Axitinib)

Type 1 diabetes mellitus

2,3

CMUH105-
REC3-093

2019/7/28

1908ESP00
0605

Followup
4

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Axitinib)

Type 1 diabetes mellitus

2,3

CMUH106-
REC3-078

2018/12/14

1901USA0
01305

Followup
15

#1) MK-3475
Study
#2)
5-FLUOROUR
ACIL
#3)
CISPLATIN

Respiratory failure
Multiple organ dysfunction

syndrome

1.2.3
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CMUH106-
REC3-078

2018/8/20

1809FRAO
10243

Followup
8

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Duodenitis

2.3

CMUH106-
REC3-078

2018/9/19

1809CHNO
10584

Followup
8

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Platelet count decreased

Febrile neutropenia

2.3

CMUH106-
REC3-078

2019/2/8

1902CHNO
04228

Followup
12

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Febrile neutropenia

Thrombocytopenia

Leukopenia

2.3

CMUH106-
REC3-078

2019/7/18

1907CHNO
13254

Followup
2

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR

ACIL

Neutrophil count decreased

2.3
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#1) MK-3475
Study . .
#2) Interstitial lung disease
Upper gastrointestinal
5-FLUOROUR
CMUH106- 1903JPNOO |Followup haemorrhage
10. 2019/3/14 ACIL o 11231 A
REC3-078 6978 23 #2) Cytomegalovirus infection
Pneumocystis jirovecii
CISPLATIN )
pneumonia
#4)
prednisolone
#1) MK-3475
Study
#2)
CMUH106- 1809CHNO |Followup Platelet count decreased
11. 2018/9/19 CISPLATIN ) ] 23 [ A
REC3-078 10584 9 Febrile neutropenia
#3)
5-FLUOROUR
ACIL
#1) MK-3475 Hypokalaemia
Study Hypochloraemia
#2) White blood cell count
CMUH106- 1905CHNO |Followup
12. 2019/5/2 CISPLATIN decreased 23 [ A
REC3-078 02318 12
#3) Febrile neutropenia
5-FLUOROUR | Platelet count decreased
ACIL Hyponatraemia
#1) MK-3475
Study
#2)
CMUH106- 1902ROMO|Followup o
13. 2019/2/12 CISPLATIN Hepatic failure 13 A
REC3-078 07445 7
#3)
5-FLUOROUR
ACIL
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#1) MK-3475
Study
#2) Renal tubular necrosis
CMUH106- 1805USAQ |Followup| CISPLATIN Malignant neoplasm
14. 2018/5/2 ) 1231 A
REC3-078 02328 24 #3) progression
5-FLUOROUR | Tubulointerstitial nephritis
ACIL
#4) TUMS
#1) MK-3475
Study - ,
Interstitial lung disease
#2) _—
Upper gastrointestinal
5-FLUOROUR
CMUH106- 1903JPNOO |Followup haemorrhage
15. 2019/3/14 ACIL o 11231 A
REC3-078 6978 24 i) Cytomegalovirus infection
Pneumocystis jirovecii
CISPLATIN ]
pneumonia
#4)
prednisolone
#1) MK-3475
Study
#2) Pneumonia
CMUH106- 1812CHLO |Followup )
16. 2018/12/6 CISPLATIN Pulmonary sepsis 1.23] A
REC3-078 04436 12
#3) Vomiting
5-FLUOROUR
ACIL
#1) MK-3475
Study Neutrophil count decreased
#2) White blood cell count
CMUH106- 1902CHNO |Followup
17. 2019/1/28 5-FLUOROUR decreased 23 [ A
REC3-078 01459 17
ACIL Platelet count decreased
#3) Platelet count decreased
CISPLATIN
108 & 09 * 26 p % 24 F % 41 |
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#1) MK-3475
Study
#2) Malignant neoplasm
CMUH106- 1810AUSO |Followup )
18. 2018/9/21 5-FLUOROUR progression 13 A
REC3-078 02858 10
ACIL Skin infection
#3)
CISPLATIN
Sepsis
CMUH106- 1901BRAO [Followup| #1) MK-3475 Vomiting 1.2.3.
19. 2019/1/3 _ A
REC3-078 06824 18 Study Cerebrovascular accident | 4
Confusional state
#1) MK-3475
Study
#2)
CMUH106- 1902ROMO|Followup o
20. 2019/2/12 CISPLATIN Hepatic failure 13 A
REC3-078 07445 8
#3)
5-FLUOROUR
ACIL
Interstitial pneumonitis
[Interstitial lung disease]
#1) MK-3475 R
Cytomegalovirus infection
Study )
[Cytomegalovirus
#2) ) )
infection]
5-FLUOROUR ) -
CMUH106- 903JPNO0O06 [Followup Pneumocystis pneumonitis
21. 2019/3/14 ACIL o 1123 A
REC3-078 978 25 42) [Pneumocystis jirovecii
pneumonia]
CISPLATIN o
upper gastrointestinal
#4)
) hemorrhage [Upper
prednisolone ) )
gastrointestinal
haemorrhage]
108 & 09 * 26 p % 25 F % 41 |
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22.

CMUH107-
REC3-126

2019/6/20

1906CANO
09308

Followup
3

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

Paclitaxel infusion related
reaction [Infusion related

reaction]

23.

CMUH107-
REC3-126

2019/6/20

1906CANO
09308

Followup
4

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

Paclitaxel infusion related
reaction [Infusion related

reaction]

24,

CMUH107-
REC3-126

2019/6/28

1907ARGO
01351

Followup
3

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA

B

vaginal hemorrhage Grade

4 [Vaginal haemorrhage]

2.3
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#1) MK-3475
Study
#2) Metrorrhagia
CARBOPLATI [Metrorrhagia]
CMUH107- 1906FRAO [Followup N Cerebral ischemia
25. 2019/6/23 ) ) 1231 A
REC3-126 10110 9 #3) [Cerebral ischaemia]
PACLITAXEL | Cardiorrespiratory arrest
#4) [Cardio-respiratory arrest]
BEVACIZUMA
B
#1) MK-3475
Study
#2)
Vaginal Hemorrhage
BEVACIZUMA ]
[Vaginal haemorrhage]
CMUH107- 1905USAO |Followup B ] ] ]
26. 2019/5/3 urinary tract infection 23 | A
REC3-126 02536 4 #3) ] ] ]
[Urinary tract infection]
PACLITAXEL is [Sepsis]
sepsis [Sepsis
#4)
CARBOPLATI
N
Febrile neutropenia
[Febrile neutropenia]
#1) MK-3475 ) _
anemia [Anaemia]
Study ) )
lung infection [Lung
#2)
infection]
CARBOPLATI
thrombocytopenia
CMUH107- 1906CHLO |Followup N )
27. 2019/4/30 [Thrombocytopenia] 13| A
REC3-126 00360 13 #3) ) )
gastric ulcer [Gastric ulcer]
PACLITAXEL
Perforation in the rectum
#4) )
[Rectal perforation]
BEVACIZUMA )
5 colostomy obstruction
[Gastrointestinal stoma
complication]
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28.

CMUH107-
REC3-126

2019/6/20

1906CANO
09308

Followup
5

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

Paclitaxel infusion related
reaction [Infusion related

reaction]

29.

CMUH107-
REC3-126

2019/6/28

1907ARGO
01351

Followup
4

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

vaginal hemorrhage Grade

4 [Vaginal haemorrhage]

2.3

30.

CMUH107-
REC3-126

2019/5/16

1905COLO
11900

Followup
12

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

Diarrhea [Diarrhoea]
malignant neoplasm
progression [Malignant

neoplasm progression]

1.3

31.

CMUH107-
REC3-126

2019/5/15

1905USA0
09353

Initial

#1) MK-3475
Study
#2)
PACLITAXEL
#3)
BEVACIZUMA
B

Septicemia [Sepsis]
acute kidney injury [Acute
kidney injury]

2.3
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#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1907ARGO |Followup N vaginal hemorrhage Grade
32. 2019/6/28 ) 23 [ A
REC3-126 01351 5 #3) 4 [Vaginal haemorrhage]
PACLITAXEL
#4)
BEVACIZUMA
B
#1) MK-3475
Study Septicemia/ MRSA
#2) bacteremia [Staphylococcal
CMUH107- 1905USAO |Followup )
33. 2019/5/15 PACLITAXEL sepsis] 23 [ A
REC3-126 09353 1 ) .
#3) acute kidney injury [Acute
BEVACIZUMA kidney injury]
B
#1) MK-3475
Study
#2) Metrorrhagia
CARBOPLATI [Metrorrhagia]
CMUH107- 1906FRAO |Followup N Cerebral ischemia
34. 2019/6/23 ) ) 1231 A
REC3-126 10110 10 #3) [Cerebral ischaemia]
PACLITAXEL | Cardiorrespiratory arrest
#4) [Cardio-respiratory arrest]
BEVACIZUMA
B
#1) MK-3475
Study Septicemia/ MRSA
#2) bacteremia [Staphylococcal
CMUH107- 1905USAO |Followup )
35. 2019/5/15 PACLITAXEL sepsis] 23 [ A
REC3-126 09353 2 ) .
#3) acute kidney injury [Acute
BEVACIZUMA kidney injury]
B
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#1) MK-3475 )
Cutaneous eruption
Study )
(chest,back,face,limbs)
CMUH107- 1907FRAO [Followup #2)
36. 2019/7/16 [Rash] 23 [ A
REC3-126 11732 1 CISPLATIN ) )
allergic reaction G2 [Drug
#3) o itivity]
ypersensitivity
PACLITAXEL
#1) MK-3475
Study
#2)
CARBOPLATI ) o
Paclitaxel infusion related
CMUH107- 1906CANO |Followup N ] ]
37. 2019/6/20 reaction [Infusion related | 2 A
REC3-126 09308 6 #3) ]
reaction]
PACLITAXEL
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1908TURO . N Colonic Perforation [Large
38. 2019/8/13 Initial o ) 123 A
REC3-126 06129 #3) intestine perforation]
PACLITAXEL
#4)
BEVACIZUMA
B
108 & 09 * 26 p % 30 F % 41 |
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#1) MK-3475
Study
#2) Metrorrhagia
CARBOPLATI [Metrorrhagia]
CMUH107- 1906FRAO |Followup N Cerebral ischemia
39. 2019/6/23 1231 A
REC3-126 10110 11 #3) [Cerebral ischaemia]
PACLITAXEL | Cardiorrespiratory arrest
#4) [Cardio-respiratory arrest]
BEVACIZUMA
B
#1) MK-3475 non-specific colitis
Study [Colitis]
#2) pancytopenia
40. CMURLO7- 2019/2/22 1902CANO Followup PACLITAXEL [Pancytopenia] 13| A
REC3-126 11987 16
#3) malignant neoplasm
CARBOPLATI | progression [Malignant
N neoplasm progression]
#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1908TURO |Followup N Colonic Perforation [Large
41. 2019/8/13 123 A
REC3-126 06129 1 #3) intestine perforation]
PACLITAXEL
#4)
BEVACIZUMA
B
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#1) MK-3475 )
Acute pre renal failure
Study N
#2) [Acute kidney injury]
Deterioration of your
CARBOPLATI )
functional state for
CMUH107- 1907COLO |Followup N ) )
42. 2019/7/22 possible progressionof | 1.3 [ A
REC3-126 14114 6 #3) ) )
disease [General physical
PACLITAXEL
health
#4)
deterioration]
BEVACIZUMA
Death [Death]
B
#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1908TURO |Followup N Colonic Perforation [Large
43. 2019/8/13 ) ) ) 1231 A
REC3-126 06129 2 #3) intestine perforation]
PACLITAXEL
#4)
BEVACIZUMA
B
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Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia]
lung infection [Lung
#1) MK-3475 infection]
Study thrombocytopenia
#2) [Thrombocytopenia]
CARBOPLATI |gastric ulcer [Gastric ulcer]
m CMUH107- 2019/4/30 1906CHLO |Followup N Perforation in the rectum 23| A
REC3-126 00360 14 #3) [Rectal perforation]
PACLITAXEL | colostomy obstruction
#4) [Gastrointestinal stoma
BEVACIZUMA complication]
B intestinal stoma obstruction
[Gastrointestinal stoma
complication]
urinary infection [Urinary
tract infection]
#1) MK-3475
Study
Diarrhea [Diarrhoea]
45, CMUH107- SO19/5/16 1905COLO |Followup CAR:;;LATI malignant neoplasm 3l A
REC3-126 11900 13 N progression [Malignant
4) neoplasm progression]
PACLITAXEL
#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1908TURO |Followup N Colonic Perforation [Large
46. 2019/8/13 123 A
REC3-126 06129 3 #3) intestine perforation]
PACLITAXEL
#4)
BEVACIZUMA
B
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#1) MK-3475 non-specific colitis
Study [Colitis]
#2) pancytopenia
CMUH107- 1902CANO |Followup ]
47. 2019/2/22 PACLITAXEL [Pancytopenia] 23| A
REC3-126 11987 17
#3) malignant neoplasm
CARBOPLATI | progression [Malignant
N neoplasm progression]
#1) MK-3475
Study
#2) Metrorrhagia
CARBOPLATI [Metrorrhagia]
CMUH107- 1906FRAO |Followup N Cerebral ischemia
48. 2019/6/23 ) ) 1231 A
REC3-126 10110 12 #3) [Cerebral ischaemia]
PACLITAXEL | Cardiorrespiratory arrest
#4) [Cardio-respiratory arrest]
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1908MEX0 N SUDDEN DEATH
49, 2019/6/23 INITIAL 1 A
REC3-126 09949 #3) [Sudden death]
PACLITAXEL
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CMUH107- 1904RUSO [Followup fibril neutropenia [Febrile
50. 2019/4/15 CARBOPLATI ] 23 [ A
REC3-126 07774 8 N neutropenia]
#3)
PACLITAXEL
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#1) MK-3475
Study
#2) Diarrhea [Diarrhoea]
51 CMUH107- 2019/5/16 1905COLO |Followup CARBOPLATI malignant neoplasm 3l oa
REC3-126 11900 14 N progression [Malignant
43) neoplasm progression]
PACLITAXEL
#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1908MEXO0 [Followup N Unknown cause of death
52. 2019/8/10 1 A
REC3-126 09949 1 #3) [Death]
PACLITAXEL
#4)
BEVACIZUMA
B
Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia]
lung infection [Lung
#1) MK-3475 infection]
Study thrombocytopenia
#2) [Thrombocytopenia]
CARBOPLATI |gastric ulcer [Gastric ulcer]
CMUH107- 1906CHLO |Followup N Perforation in the rectum
53. 2019/4/30 23 | A
REC3-126 00360 15 #3) [Rectal perforation]
PACLITAXEL | colostomy obstruction
#4) [Gastrointestinal stoma
BEVACIZUMA complication]
B intestinal stoma obstruction
[Gastrointestinal stoma
complication]
urinary infection [Urinary
tract infection]
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CMUH106- 1901ESPO0 |Followup| #1) MK-3475 -
54, 2019/1/17 Encephalitis 23| A
REC3-121 8305 5 Study
CMUH106- 1904CANO [Followup| #1) MK-3475 Pneumonitis
55. 2019/4/22 ) o 23 [ A
REC3-121 11084 5 Study Adrenal insufficiency
#1) MK-3475 Jaundice cholestatic
Study Mental status changes
CMUH106- 1904USAO |Followup #2) Anxiety
56. 2019/4/15 ) o 13 A
REC3-121 09107 6 METHADONE Acute Kidney injury
HCL Acute kidney injury
#3 ) prednisone Enterocolitis
#1) MK-3475 Jaundice cholestatic
Study Mental status changes
CMUH106- 1904USAO |Followup #2) Anxiety
57. 2019/4/15 _ o 13| A
REC3-121 09107 7 METHADONE Acute Kidney injury
HCL Acute kidney injury
#3 ) prednisone Enterocolitis
CMUH106- 1904TURO |Followup| #1) MK-3475 Diarrhoea
58. 2019/4/3 . 1231 A
REC3-121 05239 8 Study Myocarditis
CMUH106- 1904CANO |Followup| #1) MK-3475 Pneumonitis
59. 2019/4/22 ) o 23 [ A
REC3-121 11084 6 Study Adrenal insufficiency
Ductal adenocarcinoma of
CMUH106- 1905ARGO Followup| #1) MK-3475
60. 2019/4/24 pancreas 13 A
REC3-121 02484 17 Study
Drug-induced liver injury
Myositis
CMUH106- 1908MEX0| #1) MK-3475 -
61. 2019/8/8 Initial Hepatitis 13| A
REC3-121 04570 Study -
Myocarditis
CMUH106- 1906 TURO |Followup| #1) MK-3475 ) o
62. 2019/5/31 Adrenal insufficiency 13| A
REC3-121 04569 8 Study
CMUH106- 1906 TURO |Followup| #1) MK-3475 o
63. 2019/5/14 Hypersensitivity 2 A
REC3-121 05831 2 Study
CMUH106- 1906 TURO |Followup| #1) MK-3475 o
64. 2019/5/14 Hypersensitivity 2 A
REC3-121 05831 3 Study
CMUH106- 1901MEXO |Followup| #1) MK-3475 S
65. 2019/1/25 Pericarditis 23| A
REC3-121 11570 14 Study
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Myositis
CMUH106- 1908MEXO0 |Followup| #1) MK-3475 N
66. 2019/8/8 Hepatitis 13| A
REC3-121 04570 1 Study .
Myocarditis
CMUH106- 1907CANO |Followup| #1 ) MK-3475 Immune-mediated
67. 2019/7/24 » 23 [ A
REC3-121 15331 5 Study pneumonitis
DILI [Drug-induced liver
injury]
CMUH106- 1905ARGO |Followup| #1) MK-3475 Pancreatic Ductal
68. 2019/4/24 ) 13| A
REC3-121 02484 18 Study Adenocarcinoma [Ductal
adenocarcinoma of
pancreas]
myocarditis [Myocarditis]
CMUH106- 1908MEXO0 |Followup| #1) MK-3475 . o
69. 2019/8/8 Myositis [Myositis] 13 A
REC3-121 04570 2 Study - »
Hepatitis [Hepatitis]
Ductal adenocarcinoma of
CMUH106- 1905ARGO |Followup| #1) MK-3475
70. 2019/4/24 pancreas 13| A
REC3-121 02484 19 Study
Drug-induced liver injury
Disseminated intravascular
CMUH106- 1905TURO |Followup| #1) MK-3475 coagulation
71. 2019/5/6 ] 23 [ A
REC3-121 03148 13 Study Pleural effusion
Fatigue
Hepatitis
CMUH106- 1908MEXO0 |Followup| #1) MK-3475 »
72. 2019/8/8 Myocarditis 13 A
REC3-121 04570 3 Study »
Myositis
CMUH106- 1906 TURO |Followup| #1) MK-3475 ) o
73. 2019/5/31 Adrenal insufficiency 13| A
REC3-121 04569 9 Study
#1) MK-3475 Jaundice cholestatic
Study Mental status changes
CMUH106- 1904USAQ |Followup #2) Anxiety
74. 2019/4/15 T 13| A
REC3-121 09107 8 METHADONE Acute kidney injury
HCL Acute kidney injury
#3) prednisone Enterocolitis
Ductal adenocarcinoma of
CMUH106- 1905ARGO |Followup| #1) MK-3475
75. 2019/4/24 pancreas 13| A
REC3-121 02484 20 Study ) S
Drug-induced liver injury
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« Ipatasertib
. DEATH DUE TO ACUTE
Abiraterone MYOCARDIAL
CMUH106- Follow
76. 2019/3/3 | 2277822 Acetate INFARCTION 1 A
REC3-081 up 1 ]
. (Acute myocardial
PREDNISOLO infarction)
NE
- lpatasertib
+ HYPERTENSIVE
CMUH106- Follow Abiraterone
77, 2018/7/3 | 2150669 ISCHEMIC 1 A
REC3-081 up 3 Acetate
CARDIOPATHY
PREDNISONE
- Ipatasertib
+ HYPERTENSIVE
CMUH106- Follow Abiraterone
78. 2018/7/3 | 2150669 ISCHEMIC 1 A
REC3-081 up 4 Acetate
CARDIOPATHY
PREDNISONE
#1) MK-3475
Study
#2) Renal tubular necrosis
CMUH106- 1805USAO |Followup| CISPLATIN Malignant neoplasm
79. 2018/5/2 ) 1231 A
REC3-078 02328 25 #3) progression
5-FLUOROQUR | Tubulointerstitial nephritis
ACIL
#4) TUMS
#1) MK-3475
Study Neutrophil count decreased
#2) White blood cell count
CMUH106- 1902CHNO |Followup
80. 2019/1/28 5-FLUOROUR decreased 23| A
REC3-078 01459 18
ACIL Platelet count decreased
#3) Platelet count decreased
CISPLATIN
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB
CMUH105- 1908ESP00 |Followup
81. 2019/7/28 (3475 Type 1 diabetes mellitus | 2,3 | A
REC3-093 0605 5
SOLUTION
FOR
INJECTION
STUDY)
(Axitinib) Tablet
(k] FRPHE -
ey FRFIEIFARTA
i ,
273 kg W Wy FHEP R
[H=]
Report domestic SUSAR case:-MFR No.:
1. | CMUH106-REC3-121 | % 4#&#; | 1903TWNO010908 (F9)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[ 21302 ]
2 | CMUH108-REC3-034 | £ 4 % *REKEY L Gazwa{Obinutuzumab/R05072759
*% pMHIRLHE 107 & 11% 01 P % 108 & 04 7
30 p
[ 2102 ]
3. | CMUM106-REC3.008 | § 4 | F R B +padacitin ,
*% pMHIFLHAEF108&F 1% 1p 3 108& 6" 30
2
(EEIEIEI L E
4 | CMUH106-REC3-073 | seg o | re## &4 ¢ Ribociclib (LEE0LL)
*% pMHIFL MR 2017 & 107 1p 3 2019 & 37
31p
5. | CMUH106-REC3-078 | +r4&ik | [# ]
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Report domestic SUSAR case:-MFR No.:

1906 TWNO006811 (F4)

-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH106-REC3-078

iR

[#&]
Report domestic SUSAR case:-MFR No.:
1904TWNO009409 (F13)-Serious criteria: Involved or
Prolonged Inpatient Hospitalization

CMUH106-REC3-078

AR

[H&]
Report domestic SUSAR case:-MFR No.:
1809TWNO006183 (F29)-Serious criteria: Involved or
Prolonged Inpatient Hospitalization

CMUH108-REC3-034

kil
\L
s

[ 2404 ]

Wk E 4 A 0 RO7082859

FrMELYPEF 2018 127 19p % 2019 £ 6 *
18 p

MR E 2P TR B TRk B 4 M TRk

AR ET.

CMUH106-RECS3-121

LI

(2]
Report domestic SUSAR case:-MFR No.:
1903TWNO010908 (F10)-Serious criteria: Involved or
Prolonged Inpatient Hospitalization

10.

CMUH107-REC3-091

she
s
=

(2]
*N 7% Letter announcing a non-substantial amendment
to the clinical study protocol
(% 242 ]
*E%KE L LA 0 S201086/GLPG1972
*% > M2 R 0 05/11/2018 to 04/05/2019

11.

CMUH105-REC3-096

I &

[ 21302 ]

*:k% ¥4 4 : Darolutamide (ODM-201)

*E pMARL W RF 2019 & 1 1p 3 2019 & 3¢
31p

* A 1 17Apr2019

*E pMARL W F 2019 & 4% 1p 3 2019 # 6 ¢
30 p

*p A 1 12Jul2019
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BB * £ Bl 3384 FHEPF
[ 242 ]

12. | CMUH107-REC3-078 | 1§ % 4 TREREL o Gamener,umab ,
*% pMPARLHEF 120192 29 13 p 3 2019 £ 8
12 p
[ 242 ]

13. | CMUH106-REC3-070 | £ ¥ *ﬁﬁgﬁéﬁJlmwwb )
*H PMARLYFI2018# 117 13 p 1 2019 £ 05
" 12 p (SUSAR LineListing)
[ 242 ]

L | TR ES LA 0 CA2099DX / ONO-4538-70

14. | CMUH107-REC3-031 | #i2 % | . _ . B} )
ZrPRLHF 108& 17 4p 3 108E7 0 3
2
[#]
R - AP SAyESENY EARE 108 £ 9
T PEBI AT AAF Y L RRA AR R
25,8 # -

15. | CMUH107-REC3-089 | #kk|-® T RIS TR e RS Rtk AL

e

LR ESRERC B F a0 R R T
BRERGL 2 N0 EehTR Y 2 B R R
G A PED F ok o AT R R
Eoorfi P oBnE o e 30 u Bl vy oy
BAEREEA AL R RE AR RETE Y o

(R F R d -

FRREPEFALF ()

bl

i > ek (%)

F#f -~ dcg (198 104)

108 & 09 * 26 p

¥
SN
MY
b
|+
N
[y
b




