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REC2-008 71(10) 10 | CARBOPLATI
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CMUH108-
REC2-134

2021/7/16

2107DEU0
06194

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)

malignant neoplasm
progression [Malignant
neoplasm progression]

bleeding after ascites
puncture [Puncture site

haemorrhage]

1.3
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CMUH108-
REC2-134

2021/7/16

2107DEU0
06194

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)

malignant neoplasm
progression [Malignant
neoplasm progression]

bleeding after ascites
puncture [Puncture site

haemorrhage]

1.3
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CMUH108-
REC2-134

2021/5/6

2105THAO
02176

Followup
4

#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)

Enterocolitis

[Enterocolitis]

neutropenia]

febrile neutropenia [Febrile
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CMUH108-
REC2-134

2021/6/14

2106BRAO0
04643

Followup
5

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

Hepatorenal syndrome

[Hepatorenal syndrome]

1.3
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#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]
7. 2021/4/21 INJECTION 123 A
REC2-134 07668 14 Platelet Count Decreased
STUDY)
4) [Platelet count decreased]
Acute biliary tract
GEMCITABIN
infection [Biliary tract
E FOR JAPAN
infection]
(3475
SOLUTION
FOR
INJECTION
STUDY)
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CMUH108-
REC2-134

2021/7/16

2107DEU0
06194

Followup
8

#1) MK-3475

Study (Code not

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

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)

malignant neoplasm
progression [Malignant
neoplasm progression]

bleeding after ascites
puncture [Puncture site

haemorrhage]

1.3
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CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Initial

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

platelet count decrease

[Platelet count decreased]

2.3
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10.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
1

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

STUDY)

platelet count decrease

[Platelet count decreased]

2.3
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11.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
2

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

STUDY)

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

2.3
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12.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
3

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

STUDY)

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

2.3
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13.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
4

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

STUDY)

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

2.3
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14.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

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)

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

2.3
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15.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

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)

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

2.3
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16.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
21

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

Myasthenia gravis

[Myasthenia gravis]
myocarditis [Myocarditis]

1.23

17.

CMUH108-
REC2-060

2020/4/17

2004BRA0
07080

Followup
14

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

Intestinal perforation

2,3

18.

CMUH108-
REC2-060

2020/3/19

2003JPNO0O
8321

Followup
22

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

Hepatitis

2,3

19.

CMUH108-
REC2-060

2021/2/17

2102BRA0
08045

Followup
6

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

Hepatitis

1,2,3

20.

CMUH108-
REC2-060

2021/8/23

2108MEXO0
07201

Followup
4

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

#2 ) MK-3475

(pembrolizumab

)

Anaemia
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21.

CMUH108-
REC2-060

2021/8/10

2108ESPO0
3794

Followup
10

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

#2 ) MK-3475

(pembrolizumab

)

Thrombocytopenia

1,23

22.

CMUH108-
REC2-060

2021/10/7

2110MEX0
02627

Initial

#1) MK-7339
Study (Code not
broken)
#2)
NAB-PACLITA
XEL FOR
CELGENE
#3)
PACLITAXEL
#4)
CARBOPLATI
N

Death

23.

CMUH108-
REC2-060

2021/8/25

2108UKRO
07216

Followup
6

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

(pembrolizumab

)

COVID-19 pneumonia

Pancytopenia

2,3

24,

CMUH108-
REC2-060

2021/10/7

2110MEX0
02627

Followup
1

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

Septic shock

1,3

25.

CMUH108-
REC2-060

2021/10/4

2110AUTO
02274

Initial

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

#2 ) MK-3475

(pembrolizumab

)

Renal failure

1,3
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#1) MK-7339
Study (Code not
CMUH108- 2108MEXO|Followup broken) )
26. 2021/8/16 Thrombocytopenia 2 A
REC2-060 07201 5 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339
Study (Code not
CMUH108- 2108MEXO0 |Followup broken) ]
27. 2021/8/16 Thrombocytopenia 2 A
REC2-060 07201 6 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339
Study (Code not
CMUH108- 2108MEXO |Followup broken) ]
28. 2021/8/16 Thrombocytopenia 2 A
REC2-060 07201 7 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339
Study (Code not
CMUH108- 2108ESPOO |Followup broken) ]
29. 2021/8/10 Thrombocytopenia 123 A
REC2-060 3794 1 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339
CMUH108- 2102BRAO |Followup N
30. 2021/2/17 Study (Code not Hepatitis 1,23 A
REC2-060 08045 7
broken)
#1) MK-7339
Study (Code not
CMUH108- 2108UKRO |Followup broken) Neutrophil count decreased
31. 2021/8/25 23 | A
REC2-060 07216 7 #2) MK-3475 | COVID-19 pneumonia
(pembrolizumab
)
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#1) MK-7339
Study (Code not
CMUH108- 2108MEXO|Followup broken) )
32. 2021/8/16 Thrombocytopenia 2 A
REC2-060 07201 8 #2 ) MK-3475
(pembrolizumab
)
#1) MK-7339 | Pulmonary haemorrhage
Study (Code not Thrombocytopenia
CMUH108- 2109NZLO |Followup broken) Colitis
33. 2021/9/18 ) S 13 A
REC2-060 05125 4 #2) Inappropriate antidiuretic
CARBOPLATI hormone secretion
N Hyponatraemia
#1) MK-7339
Study (Code not
broken)
CMUH108- 2005BRAO [Followup #2) )
34. 2020/5/16 COVID-19 pneumonia [1,23| A
REC2-060 07235 19 PACLITAXEL
#3)
CARBOPLATI
N
#1) MK-7339 ]
Thrombocytopenia
Study (Code not .
Colitis
CMUH108- 2109NZLO |Followup broken) ) o
35. 2021/9/18 Inappropriate antidiuretic | 1,2,3| A
REC2-060 05125 5 #2) ]
hormone secretion
CARBOPLATI
N Pulmonary haemorrhage
#1) MK-7339
Study (Code not
CMUH108- 2108ESPOO0|Followup broken) )
36. 2021/8/10 Thrombocytopenia 123 A
REC2-060 3794 12 #2 ) MK-3475
(pembrolizumab
)
110 # 11 » 24 p ¥ 49 F > x 62 F
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37.

CMUH108-
REC2-060

2021/8/16

2108MEX0
07201

Followup
9

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

#2 ) MK-3475

(pembrolizumab

)

Thrombocytopenia

38.

CMUH108-
REC2-060

2021/8/25

2108UKRO
07216

Followup
8

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

(pembrolizumab

)

COVID-19 pneumonia
Neutrophil count decreased

Platelet count decreased

2,3

39.

CMUH108-
REC2-060

2021/8/16

2108MEXO0
07201

Followup
10

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

(pembrolizumab

)

Thrombocytopenia

40.

CMUH108-
REC2-060

2021/8/10

2108ESP0O0
3794

Followup
13

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

(pembrolizumab

)

Thrombocytopenia

1,23

41.

CMUH109-
REC2-155

2021/3/11

2103TWNO
03818

follow up
11

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

Hepatitis [Hepatitis]

sepsis [Sepsis]

2.3
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42.

CMUH109-
REC2-155

2021/4/22

2104CHNO
07600

Followup

8

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

Tumour haemorrhage

1,3

43.

CMUH109-
REC2-155

2021/4/22

2104CHNO
07600

Followup

9

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

Tumour haemorrhage

13

44,

CMUH109-
REC2-155

2021/4/22

2104CHNO
07600

Followup

10

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

Tumour haemorrhage

1,23

45,

CMUH109-
REC2-192

2021/08/04

202108086
82(2)

Followup

JNJ-75348780

CYTOKINE RELEASE
SYNDROME
TESTICULAR

INFECTION
SEPTIC SHOCK

1,3

110 # 11 * 24 p
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46.

CMUH109-
REC2-158

2021/9/13

2109GTMO
03427 4

Followup

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

Hypovolaemic shock

1,3

47.

CMUH109-
REC2-158

2021/9/30

2110POLO00
0393

Initial

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

Hepatic failure

110 # 11 * 24 p
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48.

CMUH109-
REC2-158

2021/9/13

2109GTMO
03427 5

Followup

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

Hypovolaemic shock

1,3

49,

CMUH109-
REC2-158

2021/9/30

2110POLO00
0393 1

Followup

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

Hepatic failure

110 # 11 * 24 p
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50.

CMUH109-
REC2-158

2021/9/13

2109GTMO
03427 6

Followup

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

Upper gastrointestinal

haemorrhage

1,3

51.

CMUH109-
REC2-158

2021/9/13

2109GTMO
03427 7

Followup

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

Upper gastrointestinal

haemorrhage

1,3

110 # 11 * 24 p




CRPEFTARE g ;;%

—

-F-

LEREL

€%

FELHE
(1 R

¢

L P

R e
2 5o

=i -

"r‘fz‘&

| d
=

A

i
4o

52.

CMUH109-
REC2-158

2021/10/15

2110CHLO
05350

Initial

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

Respiratory failure

53.

CMUH109-
REC2-158

2021/10/4

2110CHLO
01474 1

Followup

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

Sepsis

Respiratory failure

1,3

54,

CMUH109-
REC2-158

2021/9/25

2110ESP0O0
0209 6

Followup

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

Diarrhoea
\Vomiting

Neutropenia

Cardio-respiratory arrest

Ascites

1,3

110 # 11 * 24 p
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55.

CMUH109-
REC2-158

2021/10/4

2110CHLO
01474

2

Followup

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

Respiratory failure

Sepsis

1,3

56.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

16

Followup

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

Septic shock

Neutropenia

2,37

S7.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

17

Followup

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

Septic shock

Neutropenia

2,37

110 # 11 * 24 p
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58.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Followup

18

#1)

PEMBROLIZU
MAB
#2)

PEMETREXED
#3)

CARBOPLAT

N

Septic shock

Neutropenia

2,3,7

59.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Followup

19

#1)

PEMBROLIZU
MAB
#2)

PEMETREXED
#3)

CARBOPLAT

N

Septic shock

Neutropenia

2,37

60.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Fol

lowup
20

#1)

PEMBROLIZU
MAB
#2)

PEMETREXED
#3)

CARBOPLAT

N

Septic shock

Neutropenia

2,37

61.

CMUH108-
REC2-059

2021/6/21

2107DEUO0
01119

Fol

lowup
1

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Epistaxis

2,3

110 # 11 * 24 p




P RFFL ?“ﬁ&?mﬂiﬁ 2EIREF-R2LR 4
-F-tERYS 3 RES( RR)
B X MR éﬁ"
AE S (F AP G 1 LE 2 R N
g |6 2 | ul N
#1)
PEMBROLIZU Death
MAB Pericarditis
2103AUTO |Followup
62. | CMUH108- | 2021/3/14 #2) Aortitis 131 A
04492 20
REC2-059 PEMETREXED| General physical health
#3) deterioration
CISPLATIN
#1)
PEMBROLIZU Thrombocytopenia
MAB COVID-19
2012ARGO |Followup #2) Thrombocytopenia
63. | CMUH108- | 2020/12/9 ) 131 A
06069 7 PEMETREXED Malignant neoplasm
REC2-059 .
#3) progression
CARBOPLATI Anaemia
N
#1)
PEMBROLIZU
MAB
2104ARGO |Followup #2) Anaemia
64. | CMUH108- | 2021/4/26 131 A
08664 10 PEMETREXED COVID-19
REC2-059
#3)
CARBOPLATI
N
#1)
PEMBROLIZU
MAB
2104ARGO |Followup #2) Anaemia
65. | CMUH108- | 2021/4/26 131 A
08664 1 PEMETREXED COVID-19
REC2-059
#3)
CARBOPLATI
N

110 # 11 * 24 p




P RFFL ?“ﬁ&?mﬂiﬁ 2EIREF-R2LR 4
-F-tERYZ 3RS PR
B X MR é‘?‘
AE R |FAP D V5B LE 2 %[k
g |6 EX T N
#1)
PEMBROLIZU Death
MAB Aortitis
2103AUTO |Followup )
66. | CMUH108- | 2021/3/14 04492 21 #2) General physical health | 1,3 | A
REC2-059 PEMETREXED deterioration
#3) Pericarditis
CISPLATIN
#1)
PEMBROLIZU Anaemia
MAB Thrombocytopenia
2012ARGO |Followup #2) Thrombocytopenia
67. | CMUH108- | 2020/12/9 131 A
06069 8 PEMETREXED COVID-19
REC2-059 .
#3) Malignant neoplasm
CARBOPLATI progression
N
#1)
PEMBROLIZU
MAB
2104ARGO |Followup #2) Anaemia
68. | CMUH108- | 2021/4/26 131 A
08664 12 PEMETREXED COVID-19
REC2-059
#3)
CARBOPLATI
N
#1)
PEMBROLIZU
2107DEUO |Followup o
69. | CMUH108- | 2021/6/21 MAB Epistaxis 23 [ A
01119 12
REC2-059 #2)
PEMETREXED
#1) MK-7902 o
o Acute kidney injury
(lenvatinib o
Hyperthyroidism
CMUH110- 2108USAO |Followup mesylate) ) )
70. 2021/8/11 Posterior reversible 23| A
REC2-034 04810 13 #2)
encephalopathy syndrome
PEMBROLIZU )
Hypertension
MAB

110 # 11 * 24 p




. S
PRFFA §%ﬁ£§hpzﬁ EY SRS EEY R
- F-LtERYS BB ES( RR)
B X MR é‘Ff
e SEL|F AP TR Ey a g PR E
%ﬁ, g ) 3 % %En%}{ Vv'] e =2 e v
#1) MK-7902
(lenvatinib
CMUH110- 2106ESPOO [Followup mesylate)
71. 2021/6/10 Encephalopathy 23| A
REC2-034 3747 4 #2)
PEMBROLIZU
MAB
#1) MK-7902 ]
o Hypertension
(lenvatinib ] o
Acute kidney injury
CMUH110- 2108USAO [Followup mesylate) o
72. 2021/8/11 Hyperthyroidism 23| A
REC2-034 04810 14 #2) ] ]
Posterior reversible
PEMBROLIZU halonath ’
encephalopathy syndrome
MAB
- Pomalidomide
(POMALIDOM
RU-ONCO IDE)
CMUH108- follow '-Pneumonitis
73. 2021/07/13 |PEPPR-008 - N 1371 A
REC2-002 up 1 [Pneumonitis]
39 DEXAMETHA
SONE(DEXAM
ETHASONE)
O
ey FFHEFRZA
%J-
g 2
B > ¢ S FEPF
1 CMUH109-REC2-191 FlA (%]
' ) ) T e s w2 2 E ¢ JP2021062699 FUS
[ < 214p4 ]
2. CMUH109-REC2-158 BARR | R ES LHE C MK-7902
*E rMAFLHEF 2021 # 02 13 p I 2021 %08 % 12 p
[z# =% >142] *Blinded Line Listing of Suspected
373 5 Unexpected Serious Adverse Reactions (SUSARs) JNJ-73763989
3. CMUH109-REC2-149 #y *:iok# 4 44 ¢ IND-73763989
% > 4F 2 ¥ FF ¢ 16 February 2021 to 15 August 2021
(8% 242472 ]
4, CMUH110-REC2-034 ER A *RBE P LA T MK-7902
*E rMAFLHEF 2021 # 02 13 p I 2021 %08 % 12 p
[ # < > 448 £ Y*Blinded Line Listing of Suspected Unexpected
373 5 Serious Adverse Reactions (SUSARs) JNJ-56136379
5. CMUH110-REC2-025 = *:kok# 4 o4 INJ-56136379
*% > MAF2 G F 1 16 February 2021 to 15 August 2021

110 # 11

v 24 p




TRFFAETEHRFRFIGRLREF - FALR ¢
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S X3 hERES( RR)

BB

* g%

P&
344

I

CMUH102-REC2-068

LAt

[zpx 2pH2]
*x% ¥ L4 1 LDK378
*% pMAFAHF 110£ 040 0L p % 110# 09 % 30 p

CMUH103-REC2-029

E 4k

[ 8% >34 ] DSUR #11, 140ct2021
* % & ¢4 Enzalutamide
*E dMAFLHF 2020 08 7 31 p % 2021 & 08 % 30 p

CMUH109-REC2-108

8 AR

[z#= 24302 ]
*3E % % L4 1 GNX102 (humanized monoclonal antibody)
*E rMAFLHEF 109082 01p = 110# 072 31 p

CMUH107-REC2-147

h
|~
I3

[ % 2442 ]
*R & LA4E  Isatuximab
L rMAFLHEF 2021 F# 03 02p T 2021 & 09 % 01 p

10.

CMUH110-REC2-048

N
@&
N

(EEIEETEE 2 |
DSUR V2.0

25 % 4 #4L : BRII-179 (VBI-2601)
*% ppApA PR 0 109# 08 7 14 p I 110 # 08 * 13 p

11.

CMUH107-REC2-091

wEM

[z 2442 ]
*:R5% F P ¢ L 1 Methotrexate & Adalimumab
*E rMAELHF 107 E102 01 p 1 110#05°% 31 p

12.

CMUH108-REC2-071

AR AL

iR LG A ¥ AL 4F2 DSMB § khiedr2 SRS
o g & >4 L (DSUR)S % &

(1) DSMB meeting minutes dated 20Jul2020

(2) DSMB meeting minutes dated 03Feb2021

(3) DSUR_03_13Jul2019-12Jul2020

(4) DSUR_04_13Jul2020-12Jul2021

13.

CMUH109-REC2-048

9 AR

[z =% 2pp2]

FREKRES LA ZW25

*g MMAR A HPRFI20214# 010 29p I 202107 % 28F (6
i# 7 SUSAR Line-Listing)

*g MMAFA PR 12020 & 07 7 29p I 2021 & 07 % 28
(DSUR#05 & B & > 1447 4)

14.

CMUH104-REC2-092

[+ % 2pH42]
*E % &4 L4 lacosamide
*E pMHARLEYEF 220202 097 01 p : 2021 & 02 % 28 p

15.

CMUH105-REC2-091

[zH#px 2p#2]

*3% ¥ L4 1 AVELUMAB(MSB0010718C)
* rPELY R

2021 # 03 % 23 p 3 2021 # 09 *® 22 p

16.

CMUH104-REC2-114

[ %424 4)
*u A/ p #p: 08 Jan 2020

17.

CMUH109-REC2-046

34 &

[z#=% 2p82]

*R & LA 0 INJ-42756493 (erdafitinib) & JNJ-17000139
(Gemcitabine 225 mg intravesical delivery system)

*E rMAFLYPRF 109 & 100 12p 3 110# 04 7 11 p
(INJ-42756493 (erdafitinib))/ 109 # 08 * 27 p % 110+ 02 * 25
P (JNJ-17000139 (Gemcitabine 225 mg intravesical delivery
system))

*DSUR# £ #H R 1109704 " 12p 3 110&#04 " 11 p
(INJ-42756493 (erdafitinib))/ 109 = 02 * 27 p % 110 & 02 * 25
P (JNJ-17000139 (Gemcitabine 225 mg intravesical delivery
system))

18.

CMUH110-REC2-129

by
|~
I3

[ < 2p8484]
Rk E 5 LA INJ-64264681
*% d AR A 16-Apr-2021 to 28-Sep-2021

19.

CMUH108-REC2-171

.xg
P
P

[(37i4 4 £ )

110 # 11 * 24 p
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* 4 ,

*5 A 1 06Sep2021
*p g 12021 & 09 * 06 p

(k] FRPH -

F - REPEFLE ()
Fird - REER (%)

F#F ~ fcg (19pF404)

S

110 # 11 *» 24 p 5 62 F o




