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PEMBROLIZU
MAB
19, CMUH108- 2021/5/14 2106FRAOQ |Followup #2) Septic shock 237| A
REC2-059 01438 12 PEMETREXED Neutropenia
#3)
CARBOPLATI
N
#1)
PEMBROLIZU
MAB
20. CMUH108- 2021/5/14 2106FRAOQ |Followup #2) Septic shock 237| A
REC2-059 01438 13 PEMETREXED Neutropenia
#3)
CARBOPLATI
N
#1)
PEMBROLIZU
MAB
1. CMUH108- 2021/5/14 2106FRAOQ |Followup #2) Septic shock 237| A
REC2-059 01438 14 PEMETREXED Neutropenia
#3)
CARBOPLATI
N
#1)
PEMBROLIZU Thrombocytopenia
MAB COVID-19
CMUH108- 2012ARGO |Followup #2) Malignant neoplasm
22. 2020/12/9 ) 13 A
REC2-059 06069 6 PEMETREXED progression
#3) Anaemia
CARBOPLATI Anaemia
N
110 # 10 » 27 p % 30 F > % 58 F
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#1)
PEMBROLIZU
MAB
CMUH108- 2106FRAQ |Followup #2) Septic shock
23. 2021/5/14 2371 A
REC2-059 01438 15 PEMETREXED Neutropenia
#3)
CARBOPLATI
N
#1)
PEMBROLIZU
CMUH108- 2107DEUO |Followup o
24. 2021/6/21 MAB Epistaxis 23 [ A
REC2-059 01119 10
#2)
PEMETREXED
Gastrointestinal toxicity
#1) Autoimmune hepatitis
PEMBROLIZU Thrombocytopenia
CMUH108- 2004FRAQ |Followup )
25. 2020/4/1 MAB Anaemia 23 [ A
REC2-059 02523 28 o )
#2) Serratia infection
PEMETREXED Pulmonary sepsis
Thrombocytopenia
2021CNPH
CMUH109- - ) Headache, Heart
26. 2021/8/1 [ESSENTIA(| Initial Anagrelide o 2 A
REC2-087 palpitations
0033
#1) MK-7339
Study (Code not
CMUH108- 2108UKRO |Followup broken) Platelet count decreased
27. 2021/8/25 ) 2 A
REC2-060 07216 1 #2 ) MK-3475 [Neutrophil count decreased
(pembrolizumab
)
#1) MK-7339
CMUH108- 2003JPNO0O |Followup N
28. 2020/3/19 Study (Code not Hepatitis 23| A
REC2-060 8321 21
broken)

110 # 10 » 27 p
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#1) MK-7339
Study (Code not
CMUH108- 2108MEXO|Followup broken) )
29. 2021/8/23 Anaemia 2 A
REC2-060 07201 1 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339
Study (Code not
CMUH108- 2108ESPOO |Followup broken) ]
30. 2021/8/10 Thrombocytopenia 123 A
REC2-060 3794 5 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339
Study (Code not
CMUH108- 2108ESPOO |Followup broken) ]
31. 2021/8/10 Thrombocytopenia 1,23 A
REC2-060 3794 6 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339
Study (Code not
CMUH108- 2108UKROQ |Followup broken) Pancytopenia
32. 2021/8/25 23 [ A
REC2-060 07216 2 #2 ) MK-3475 COVID-19
(pembrolizumab
)
#1) MK-7339
Study (Code not
CMUH108- 2108MEXO|Followup broken)
33. 2021/8/23 Anaemia 2 A
REC2-060 07201 2 #2 ) MK-3475
(pembrolizumab
)
110 # 10 » 27 p ¥ 32 F - % 58 F
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#1) MK-7339
Study (Code not
CMUH108- 2108UKRO |Followup broken) Pancytopenia
34. 2021/8/25 23| A
REC2-060 07216 3 #2 ) MK-3475 COVID-19
(pembrolizumab
)
#1) MK-7339
Study (Code not
CMUH108- 2108UKROQ |Followup broken) Pancytopenia
35. 2021/8/25 23 [ A
REC2-060 07216 4 #2 ) MK-3475 COVID-19
(pembrolizumab
)
#1) MK-7339
CMUH108- 2004BRAO [Followup
36. 2020/4/19 Study (Code not| Intestinal perforation 23| A
REC2-060 07080 12
broken)
#1) MK-7339
Study (Code not
CMUH108- 2108ESPOO |Followup broken) ]
37. 2021/8/10 Thrombocytopenia 1,23 A
REC2-060 3794 7 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339
CMUH108- 2004BRAO [Followup ) )
38. 2020/4/19 Study (Code not| Intestinal perforation 23| A
REC2-060 07080 13
broken)
#1) MK-7339
Study (Code not
CMUH108- 2108UKRO |Followup broken) Pancytopenia
39. 2021/8/25 23| A
REC2-060 07216 5 #2 ) MK-3475 COVID-19
(pembrolizumab
)
110 # 10 » 27 p ¥ 33 F - % 58 F
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40.

CMUH108-
REC2-060

2021/8/23

2108MEX0
07201

Followup
3

#1) MK-7339
Study (Code not
broken)

#2 ) MK-3475

(pembrolizumab

)

Anaemia

41.

CMUH108-
REC2-060

2021/8/10

2108ESP0O0
3794

Followup
8

#1) MK-7339
Study (Code not
broken)
#2 ) MK-3475

(pembrolizumab

)

Thrombocytopenia

1,23

42.

CMUH108-
REC2-060

2021/8/10

2108ESP0O0
3794

Followup
9

#1) MK-7339
Study (Code not
broken)
#2 ) MK-3475

(pembrolizumab

)

Thrombocytopenia

1,23

43.

CMUH109-
REC2-158

2021/7/30

2108FRAQ
01332

Followup
10

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

Gastric perforation

1,2,3

110 # 10 » 27 p
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44,

CMUH109-
REC2-158

2021/7/30

2108FRAQ
01332

Followup
11

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

Gastric perforation

1,23

45,

CMUH109-
REC2-158

2021/9/13

2109GTMO
03427

Initial

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

Hypovolaemic shock

110 £ 10 % 27 p
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46.

CMUH109-
REC2-158

2021/7/30

2108FRAQ
01332

Followup
12

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

Gastric perforation

1,23

47.

CMUH109-
REC2-158

2021/9/13

2109GTMO
03427

Followup
1

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

Hypovolaemic shock

110 £ 10 % 27 p
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48.

CMUH109-
REC2-158

2021/9/13

2109GTMO
03427

Followup
2

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

Hypovolaemic shock

1,3

49,

CMUH109-
REC2-158

2021/9/13

2109GTMO
03427

Followup
3

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

Hypovolaemic shock

1,3

50.

CMUH108-
REC2-082

2021/8/23

2021KRAO0
0061

follow up

1

Tipifarnib

%

BE L E L2 Rt

2

N

1,3

110 £ 10 % 27 p
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51.

CMUH108-
REC2-134

2021/6/14

2106BRAO0
04643

Followup
4

#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

110 # 10 » 27 p
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52.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

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)

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

1.23

110 # 10 » 27 p
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53.

CMUH108-
REC2-134

2021/8/11

2108CHNO
03790

Followup
5

#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)

Multiple organ failure

[Multiple organ

dysfunction syndrome]

Thromboembolic event

[Embolism]

2.3

110 # 10 » 27 p
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54.

CMUH108-
REC2-134

2021/8/11

2108CHNO
03790

Followup
6

#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)

Multiple organ failure

[Multiple organ

dysfunction syndrome]

Thromboembolic event

[Embolism]

2.3

110 # 10 » 27 p
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55.

CMUH108-
REC2-134

2021/7/16

2107DEU0
06194

Followup
5

#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)

fatigue [Fatigue]
bleeding after ascites
puncture [Puncture site

haemorrhage]

1.3

110 # 10 » 27 p
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56.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

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)

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

1.23

110 # 10 » 27 p

S
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#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
Death of unknown cause
FOR JAPAN
[Death]
(3475 )
Neutrophil count decreased
SOLUTION )
[Neutrophil count
FOR
CMUH108- 2104CHNO |Followup decreased]
57. 2021/4/22 INJECTION 123 A
REC2-134 07668 13 Platelet Count Decreased
STUDY)
4) [Platelet count decreased]
Acute biliary tract
GEMCITABIN
infection [Biliary tract
E FOR JAPAN o
infection]
(3475
SOLUTION
FOR
INJECTION
STUDY)
110 # 10 * 27 p % 44 F > % 58 |
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58.

CMUH108-
REC2-134

2021/8/11

2108CHNO
03790

Followup
7

#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)

Multiple organ failure

[Multiple organ

dysfunction syndrome]

Thromboembolic event

[Embolism]

2.3

110 # 10 » 27 p
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59.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
20

#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)

myocarditis [Myocarditis]
Myasthenia gravis

[Myasthenia gravis]

1.23

60.

CMUH108-
REC2-134

2021/8/11

2108CHNO
03790

Followup
8

#2)
CISPLATIN
FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Thromboembolic event
[Embolism]
Multiple organ failure
[Multiple organ

dysfunction syndrome]

2.3

110 # 10 » 27 p
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#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN [Esophagitis [Oesophagitis]
FOR JAPAN nausea [Nausea]
(3475 vomiting [Vomiting]
SOLUTION Platelet count decreased
FOR [Platelet count decreased]
CMUH108- 2001TURO |Followup o
61. 2020/1/27 INJECTION | Blood bilirubin increased |1.2.3] A
REC2-134 10432 2 o
STUDY) [Blood bilirubin increased]
#3) bacterial pneumonia
GEMCITABIN | [Pneumonia bacterial]
E FOR JAPAN Oral intake reduce
(3475 [Hypophagia]
SOLUTION
FOR
INJECTION
STUDY)
CMUH108- 2021KRAO| o P b E L2 B R
62. 2021/8/23 initial Tipifarnib 1,3 A
REC2-082 0061 i
NEUTROPHIL COUNT
CMUH110- 2021A7106| follow | Blinded for )
63. 2021/9/2 ] DECREASED (Neutrophil | 2 A
REC2-073 31 upl Investigator
count decreased)
) NEUTROPHIL COUNT
CMUH110- 2021A7106(follow up| Blinded for )
64. 2021/9/2 ] DECREASED (Neutrophil | 2 A
REC2-073 31 2 Investigator
count decreased)
#1 ) MK-7902
(lenvatinib
CMUH110- 2108KORO0 |Followup mesylate) Emphysema
65. 2021/7/23 » 131 A
REC2-034 00694 4 #2) Pneumonitis
PEMBROLIZU
MAB
110 # 10 » 27 p % 47 > % 58 |
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#1) MK-7902
(lenvatinib ) .
Posterior reversible
CMUH110- 2108USAO |Followup mesylate)
66. 2021/8/13 encephalopathy syndrome | 2,3 [ A
REC2-034 04810 2 #2) )
Hypertension
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2108KORO |Followup mesylate) Emphysema
67. 2021/7/23 - 13 A
REC2-034 00694 5 #2) Pneumonitis
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib . ]
Posterior reversible
CMUH110- 2108USAO [Followup mesylate)
68. 2021/8/13 encephalopathy syndrome | 2,3 | A
REC2-034 04810 3 #2) )
Hypertension
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2108KORO |Followup mesylate) Emphysema
69. 2021/7/23 N 13 A
REC2-034 00694 6 #2) Pneumonitis
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2108KORO0 |Followup mesylate) Emphysema
70. 2021/7/23 131 A
REC2-034 00694 7 #2) Pneumonitis
PEMBROLIZU
MAB

110 # 10 » 27 p
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g |6 2 | ul N
#1) MK-7902
(lenvatinib Hyperthyroidism
CMUH110- 2108USAO0 |Followup mesylate) Hypertension
71. 2021/8/13 23 [ A
REC2-034 04810 4 #2) Posterior reversible
PEMBROLIZU | encephalopathy syndrome
MAB
#1) MK-7902
(lenvatinib Hyperthyroidism
CMUH110- 2108USAO [Followup mesylate) Hypertension
72. 2021/8/13 ) ) 23 [ A
REC2-034 04810 5 #2) Posterior reversible
PEMBROLIZU | encephalopathy syndrome
MAB
#1) MK-7902
(lenvatinib Hyperthyroidism
CMUH110- 2108USAO [Followup mesylate) Hypertension
73. 2021/8/13 ) ) 23 [ A
REC2-034 04810 6 #2) Posterior reversible
PEMBROLIZU | encephalopathy syndrome
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2106ESPOO | Followup mesylate)
74. 2021/6/12 Encephalopathy 23| A
REC2-034 3747 2 #2)
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib Hyperthyroidism
CMUH110- 2108USAO |Followup mesylate) Posterior reversible
75. 2021/8/11 23 [ A
REC2-034 04810 7 #2) encephalopathy syndrome
PEMBROLIZU Hypertension
MAB

110 # 10 » 27 p
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#1)
PEMBROLIZU Hyperthyroidism
CMUH110- 2108USAO |Followup MAB Posterior reversible
76. 2021/8/11 23 [ A
REC2-034 04810 8 #2 ) MK-7902 | encephalopathy syndrome
(lenvatinib Hypertension
mesylate)
#1) MK-7902
(lenvatinib Hypertension
CMUH110- 2108USAO [Followup mesylate) Hyperthyroidism
77, 2021/8/11 ) ) 23 [ A
REC2-034 04810 9 #2) Posterior reversible
PEMBROLIZU | encephalopathy syndrome
MAB
#1) MK-7902
(lenvatinib Hypertension
CMUH110- 2108USAO [Followup mesylate) Hyperthyroidism
78. 2021/8/11 ) ) 23 [ A
REC2-034 04810 10 #2) Posterior reversible
PEMBROLIZU | encephalopathy syndrome
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2106ESPOO | Followup mesylate)
79. 2021/6/10 Encephalopathy 23| A
REC2-034 3747 3 #2)
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib Hypertension
CMUH110- 2108USAO0 |Followup|  mesylate) Hyperthyroidism
80. 2021/8/11 23 [ A
REC2-034 04810 11 #2) Posterior reversible
PEMBROLIZU | encephalopathy syndrome
MAB

110 # 10 » 27 p




Y RFEA gmﬁﬁghptﬁ SR EEESES N
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g | © 6 EX T N
#1 ) MK-7902
(lenvatinib Hypertension
CMUH110- 2108USAO0 |Followup mesylate) Hyperthyroidism
81l. 2021/8/11 23 [ A
REC2-034 04810 12 #2) Posterior reversible
PEMBROLIZU | encephalopathy syndrome
MAB
#1) MK-3475
Study (Code not
broken)
#2)
2103TWNO|follow up| CISPLATIN Hepatitis [Hepatitis]
82. [ CMUH109- | 2021/3/11 ) _ 23 | A
03818 9 FOR JAPAN sepsis [Sepsis]
REC2-155
#3)
5-FLUOROUR
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2103TWNO|follow up| CISPLATIN Hepatitis [Hepatitis]
83. 2021/3/11 ) ) 23 | A
REC2-155 03818 9 FOR JAPAN sepsis [Sepsis]
#3)
5-FLUOROUR
ACIL FOR
JAPAN
CMUH109- 21P-144-38| Follow-u ]
84. 2021/5/10 Navitoclax Subdural haematoma  |2,3,7 A
REC2-117 99923-00 p6é
CMUH109- 21P-082-37 | Follow-u ) )
85. 2021/2/10 Navitoclax Thrombocytopenia 23| A
REC2-117 69342-00 p6
Blinded study
CMUH108- CLO-2020- |follow up product -
86. 2020/7/15 Acute pancreatitis 2 A
REC2-149 001313 3 1. Nivolumab
2. Rucaparib

110 # 10 » 27 p




Y RFEA gmﬁﬁghptﬁ SR EEESES N
~F-LERYL- B A ERES(C 2R
B X AR |3R L
AE S (F AP G 1 LE 2 R N
g |6 2 | ul N
Blinded study
CMUH108- CLO-2020- |follow up product »
87. 2020/7/15 Acute pancreatitis 2 A
REC2-149 001313 4 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product »
88. 2020/7/15 ) Acute pancreatitis 2 A
REC2-149 001313 5 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- [follow up product .
89. 2020/7/21 Anemia 2 A
REC2-149 001349 4 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2021- product Diabetic ketoacidosis/
90. 2021/2/9 initial 2 A
REC2-149 000269 1. Nivolumab | Catheter related infection
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product ) )
91. 2020/6/9 Febrile neutropenia 1 A
REC2-149 001099 2 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product ) )
92. 2020/6/9 Febrile neutropenia 2 A
REC2-149 001099 3 1. Nivolumab
2. Rucaparib
[iR] REATIH -
QR #F i# }i‘ is 1 IE % ﬁ
4
¢ e
B > § St e FEPF
[z 2p4E2]
, *#5% ¥4 L4 ¢ Dolutegravir/lamivudine(GSK3515864)
1. | CMUH108-REC2-130 1ER i p A B
2020 # 07 * 17 p-2021 # 07 * 16 p (- & - =x DSUR)
[ # < > 448 £ Y*Blinded Line Listing of Suspected Unexpected
I Serious Adverse Reactions (SUSARs) JNJ-56136379
2. | CMUH109-REC2-149 o *3hsh 3 b 740 ¢ IN-56136379
*% > H3F 4 9 B 1 16 December 2020 to 15 June 2021
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*Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs) JNJ-73763989

*E%E 5 LA INJ-73763989

*% > aE2 8 & 16 August 2020 to 15 February 2021
*Development Safety Update Report No. 2

Executive Summary JNJ-73763989

*ES%E 5 LA INJ-73763989

*% 4R 2 8 1 16 February 2020 to 15 February 2021

3. | CMUH109-REC2-149

=
&
S

[#&]
*WE oI RLx £ * (Urgent Safety Measure) i3 3 (Date: 20
September 2021)

4, CMUH110-REC2-025

N
&
a

[#2&]
*RF R &% 245 (Urgent Safety Measure) 7 & (Date: 20
September 2021)

5. CMUH109-REC2-192

ki
|-
a

[#e]
*F\ g :
1. Notification: Receptor Occupancy (RO) Central Lab Samples for
Taiwan, s & p #p:15-Sep2021

6. CMUH104-REC2-139

iR

(GETER T -ED
*:#% %1 ¢4 Nivolumab (ONO-4538)
g MMAFAWEF 202110 4p 3 2020 &E70 3P

1. CMUH109-REC2-137

e 4

7

[z % 214p4 ]
*iR% F i L4k Xarelto + Acetylsalicylic Acid
g pMAFLYF 109 & 117 09p 2 110+ 07 2 26 F

8. | CMUH102-REC2-068

LA

CEIEE-ZED |
*ux & @ Edition 15
*p # : 28-May-2021

9. CMUH106-REC2-158

ki
|-
&

[2#]

*RoE AT B R A VIO

*p #p 12021 & 07 * 23 p

*+ V10.0 7 4r Cycle 46 Day 1 - Cycle 65 Day 1, Follow-Up 41 —
Follow-Up 60~ COVID-19 F3t ~ &4 £ F o #7358 P "NIMP
FE 52778 NIMP (kg 27 e B3 Prostate Specific Antigen
1% SAGA4rTSDV 1 & { #7 #wR {H D # %Y B 22 4
RLFE -

[ 57 il vz &)
*iz 3 p #2021 & 07 * 23 p

10. | CMUH103-REC2-010

)

A
P2
P

[z#=% 2pE2]

*5% ¥ ¢4 Satralizumab

X >MIFA MR 12020 047 07 p 3 2020# 10 % 06 p
WRRMPITELDEPN X 2HERL AR ERL G T ERH
PR T T er g o

X 2MIFA MR 12020 107 07 p 3 2021 & 04 % 06 p
WBHRMFFRSYRNF 2L BH e FRE S T B
PIRE A F RS e g o

*E rMAFL R 12020& 107 07 p 3 2021 & 057 31 p
ATHEX PR AATH I B O 2R G 2 T T
COVID-19 % § @ ¥ PHIRIF L chx B Iof| ¥ b %A K i
‘I/_J-_ °

[##]

R 8 5 Information on SARS-CoV-2 vaccination in patients
enrolled in satralizumab studies_02Jul2021
*RF DR P #RiEF B SARS-CoV-2 ﬁvﬁgmfra‘ﬁ LR N Y
BEAR P W A A G 4R B Bcdp 44 SARS-CoV-2 # w & satralizumab
R RGEE Y DR & 2 R FRERV RS AP EE R
PRA R AERERY % > TP P TP G mRNA -
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11. | CMUH108-REC2-155

e <

[zip= 2P ]

*R & LA Tirzeptide

*E >MIFA W 2019 107 29p 3 2020 & 04 ¢ 28 p
(8% 2424742 ]

*R & LA Tirzeptide

*E >MAFL MR 12020 04 7 29p 3 2020+# 10 % 28 p
[ % 2424742 ]

*HE%E S LA Tirzeptide

*E >MIFA WA 12020 107 29p 3 2021 & 04 % 28 p

12. | CMUH109-REC2-087

ki
|-
a

[z % 214p4 ]
*:k5% ¥4 ¢ # ° Ropeginterferon alfa-2b (P1101)
* pMARA R 02020 # 07 * 15 p % 2021 &£ 07 * 14 p
(Development Safety Update Report — Executive Summary)

[z % 2p4F2]
*3k5% ¥4 ¢4 * Ropeginterferon alfa-2b (P1101)
* pMAFLEHEF 2020 # 07 7 15 p 3 2021 & 01 * 14 p
(Periodic SUSAR Line Listing)

[z % 214p4 ]

*:R5% ¥4 ¢ Ropeginterferon alfa-2b (P1101)

* pMARA YR 12021 & 01 7 15 p % 2021 & 07 7 14 p
(Periodic SUSAR Line Listing)

[##]

*hoE ot Rk SUSAR 3R 0 #8515 i @ B 01 Mar
2021-15Sep 2021; 3 4§25 F Aletut £ Gz Hg g~ H s -
FREELE

13. | CMUH109-REC2-171

L

[ 2p4F2]
*REEY LA YIV-906
*E rMAFL YR 12020 08 F 05p 3 2021 = 08 ¢ 04 p

14. | CMUH109-REC2-025

9 AR

(##]
FRE O RF AL R & p #:2021-08-25

15. | CMUH108-REC2-149

H
2

(&R R

* 5% F ¥ L4 Nivolumab

*E pMPAFLHF 109&T7 0 4p 2110870 3p
*3#5% # 4 ¢4 Rucaparib

*E P AFL WA 109 #6728 1 11060 27 p

16. | CMUH105-REC2-079

9 AR

[z 2142 ]

*:x% F 4 44 1 NIVOLUMAB

*% AR AF 12021077 04p 3 20214 07 ¢ 03 p
(Nivolumab-DEVELOPMENT SAFETY UPDATE REPORT
(DSUR)#10)

17. | CMUH109-REC2-191

[(#=]
PO RHRE 2 A i JP2021062699 FUT

18. | CMUH104-REC2-065

[z >4 ]
*:Rk5% ¥4 ¢ 4L 1 Durvalumab (MEDI4736)
*E AMELHF 10£01 2 13p F 110#£ 047 12 p

19. | CMUH105-REC2-042

[z =% 2442 ]
*E5% ¥4 L # ¢ Nivolumab
*E pMHARLYRE 2021017 04p 1 2021 & 07 % 03 p

20. | CMUH107-REC2-048

(&R
*iEo% F ¢ 4 0 ONO-4538
*% pPAR2 M@ 11102057 01p 3 110# 087 31 p
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21.

CMUH109-REC2-042

LAt

T hE ]
M14-237 Protocol Administrative Change 5 —28 September 2021

22.

CMUH105-REC2-132

RiR R

[z 2152]
*3E% %4 ¢4 Nivolumab/Ipilimumab/Fluorouracil/Cisplatin
*E PMEFL R 2020 # 1% 4p % 2021 # 7 3P

23.

CMUH109-REC2-180

h
|~
I3

[ %7 il oviz &)

*Tapd 110# 09 7 07 P

[z % 214r4 ]

*ES% ¥ P 4L 0 SARA42085

*X rMEFLHF 109£05 24p 3 110&05% 23 p
[z % 214p4 ]

*E % F4 L fL © SAR442085

*E rMEFLHF 109+ 112 25 p 3 110&05% 24 p

24.

CMUH109-REC2-117

[z % 214p2]
*35% ¥ 4 Navitoclax
*E rMHARLYEF 20212012 15p 1 2021 & 07 % 14 p

25.

CMUH108-REC2-002

[DSMB -3 i 4r)
*dkepg i 110£ 090 30 p

[z % 214p2]

*E%E AL Melflufen

o pMHAF AW 110£ 029 07p & 110£08 % 06 p

26.

CMUH109-REC2-195

(57 ol otz o]
* 3 p ) 2021 & 09 7 16 P

27.

CMUH108-REC2-130

[z 2p4F2]

*3k5% ¥4 ¢4 Dolutegravir/lamivudine(GSK3515864)
*ErPHEHE

2020 # 07 » 17 p -2021 & 07 * 16 p (- & - =x DSUR)

28.

CMUH109-REC2-149

N
&
3

[ =3 % >+ 4F 4 ]*Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARs) JNJ-56136379
*Rk & LA 0 INJ-56136379
*% > AR 2 8 1 16 December 2020 to 15 June 2021
*Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs) JNJ-73763989
*Rk &y LA 0 INJ-73763989
*& > M4F2 G F 1 16 August 2020 to 15 February 2021
*Development Safety Update Report No. 2
Executive Summary JNJ-73763989
*Rk & LA 0 INJ-73763989
*% > 4R 2 8 1 16 February 2020 to 15 February 2021

29.

CMUH109-REC2-149

N
&
3

[##]
*NE IR Lx i#ﬁ * (Urgent Safety Measure) i3 3 (Date: 20
September 2021)

30.

CMUH110-REC2-025

N
&
N

(£¢]
*NE IR Lx i#ﬁ * (Urgent Safety Measure) i3 3 (Date: 20
September 2021)

31.

CMUH109-REC2-192

by
|~
I3

[#%]
*RE
1. Notification: Receptor Occupancy (RO) Central Lab Samples for
Taiwan, s~ = p #p:15-Sep2021

32.

CMUH104-REC2-139

iR iR

[z 2p4E2]
*E5% ¥4 ¢ # : Nivolumab (ONO-4538)
*E rMAFLYPRF 12021810 4p 3 2020 &7 3p

33.

CMUH109-REC2-137

e I

17

[h% 212 ]
*R5% F i 4L Xarelto + Acetylsalicylic Acid
*E rMAELHEF 109 F 112 09p 3 110# 07 % 26 P

34.

CMUH102-REC2-068

Lt

[(37i4 4 £ )
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[##]
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*p #2021 # 07 * 23 p
*+ V10.0 ’T “r Cycle 46 Day 1 - Cycle 65 Day 1, Follow-Up 41 —
+ | . | Follow-Up 60~COVID-19 F3t ~ %468 7 & #7# 37 p "NIMP
35. | CMUH106-REC2-158 e #4778 NIMP B 7~ i e 2I3% Prostate Specific Antigen
11 % SAGA fr TSDV 1 & isfr’f wR L5 BREL A
RLFE -
[5° wilooiz o]
23 p #2021 & 07 * 23 p
(CEIEEICE T
*E5% ¥4 L4 Satralizumab
*g > MAFLH R 12020 04 7 07 p % 2020 & 10 * 06 p
RERPITGLDPEPN L 2HFEL BB R FIEFH
PR TR E R o
% >MAFLHF 12020 102 07 p 3 2021 04 7 06 p
WRRMPITELDEP X 2L AR AR R T ERH
LR TR E R :I-ﬁ@
*g pMAEL PR 12020 107 07T p 3 2021057 31p
T E >R ﬁ#‘ﬂ%’iiﬁ—‘*‘ﬁﬂi EX N ) "ﬁ IR ALY
COVID-19 # fi# 8 8y dF & 2 B fo ] £ b G- K afiit
36. | CMUH103-REC2-010 TR o
[##]
R 1z S Information on SARS-CoV-2 vaccination in patients
enrolled in satralizumab studies_02Jul2021
RO DR ET M SARS-COV-2 i frdy e 2 B Lk
BEAR B w A A G 4P B Bcdp 44 SARS-CoV-2 # % & satralizumab
R EFE Y G Rl X 2t RFIRR R LM EILE F
HREAETHT ppé%ﬁﬂ“ g > FLpa 6- + e mRNA -~
EEZ ﬁuﬁa# R BT i satralizumab e X R R F
TG wipl o 27 Ru Y FREFE B2 (Fr
SARS-COV-2 # 72 R L% FH TIE 48 | prr b L (E5 47> ¥
AT ER LE BB RELE .
[z#=% 2p82]
*% E P L4 Tirzeptide
* pMAFLEHEF 2019# 107 29 p 3 2020 & 04 * 28 p
[z % 21484 ]
37. | CMUH108-REC2-155 e ~ *Eo% E 45 LfE C Tirzeptide
X >MIFA MR 12020 047 29p 3 2020# 10 % 28 p
[z#=% 2p82]
*Rk5% F 4 L4 Tirzeptide
*E rMAFL PR 12020& 107 29p 3 2021 & 04 % 28 p
[z % 2p4EL]
*:2% % 4 4 * Ropeginterferon alfa-2b (P1101)
* >MEFA MR 2020 07 7 15 p 3 2021 & 07 * 14 p
(Development Safety Update Report — Executive Summary)
[z % 2p4EL]
38. | CMUH109-REC2-087 Fa 50 *:2% ¥ ¥ ¢ 4L : Ropeginterferon alfa-2b (P1101)

*E rMAFL R 12020 & 07 * 15 p 3 2021 & 01 * 14 p
(Periodic SUSAR Line Listing)

[z 2pdri ]
*:2% %4 4 * Ropeginterferon alfa-2b (P1101)
*E rMAFL YR 12021 &# 01 7 15 p 3 2021 & 07 ¥ 14 p
(Periodic SUSAR Line Listing)
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[zpx 2p2]
R E S LA YIV-906
% MR W 12020 08 05p I 2021 4# 08 04 p

40.

CMUH109-REC2-025
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FNOF LR AW 50 p #p:2021-08-25

41.

CMUH108-REC2-149
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[a % 21p2]

*:k % & ¢4 Nivolumab

* pMIFLYPF 109 & T 4p
*35% ¥4 ¢4 Rucaparib

*E rMFLHEF 109 F67 28 2 110# 6% 27 R

3110# 7 3p

42.
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8 Ak
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*EF 4L 1 NIVOLUMAB
% pMAF AW 12021 & 072 04p I 2021# 07 03 p
(Nivolumab-DEVELOPMENT SAFETY UPDATE REPORT
(DSUR)#10)
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*hox R ERE 2 AR % JP2021062699 FU7

44,

CMUH104-REC2-065

[z % 214p2]
*:k5% ¥4 ¢4 1 Durvalumab (MEDI4736)
*E rMHFELYPF 102012 13p X 110F 047 12
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[z 2442 ]
*35% ¥ ¢4 Nivolumab
*E rMAFLHF 2021 # 01 04p I 2021 & 07 % 03 p
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ESN 4 S8
v W 7 Fo g ]
M14-237 Protocol Administrative Change 5 —28 September 2021
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* pMAFLYF 2021 10 4p 3 2021 & 70 3P
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*Rk & L4 1 SAR442085

*E rPFLHF 109 117 25p 3 110 £ 057 24 p

50.

CMUH109-REC2-117

(EEIEET Y |
*35% E ¥ 4 Navitoclax
*E rMAFLHPF 12021 £ 010 15p 3 2021 & 07 ¢ 14 p
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[ DSMB -3k 3 &)

At pd 110#£09 % 30 P
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*E%E 5 LA 0 INJ-73763989

*% >4 2 8 7 1 16 February 2020 to 15 February 2021
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