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REC2-059 02684 14 ]
PEMETREXED Thrombocytopenia
#3) carboplatin
#4 ) cisplatin
#1)
PEMBROLIZU Malignant neoplasm
CMUH108- 2004CANQO |Followup MAB progression
30. 2020/4/21 ) 131 A
REC2-059 07564 10 #2) Anaemia
PEMETREXED Anaemia
#3 ) carboplatin
#1) Aspartate aminotransferase
PEMBROLIZU increased
CMUH108- 2007DEUO |Followup MAB Blood alkaline phosphatase
31. 2020/7/2 ) 27 | A
REC2-059 02230 8 #2) increased
PEMETREXED |Gamma-glutamyltransferas
#3) carboplatin e increased
#1)
PEMBROLIZU Malignant neoplasm
CMUH108- 2004CANQO |Followup MAB progression
32. 2020/4/21 ) 131 A
REC2-059 07564 1 #2) Anaemia
PEMETREXED Anaemia
#3 ) carboplatin
#1)
PEMBROLIZU
MAB Anaemia
CMUH108- 2006ROMO |Followup ]
33. 2020/4/16 #2) Neutropenia 23| A
REC2-059 02684 15
PEMETREXED Thrombocytopenia
#3) carboplatin
#4) cisplatin
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#1)
PEMBROLIZU
CMUH108- 2008BRAO [Followup MAB Pleural effusion
34. 2020/7/31 ] 23 [ A
REC2-059 01024 13 #2) Cerebrovascular accident
PEMETREXED
#3) carboplatin
#1) Alanine aminotransferase
PEMBROLIZU increased
CMUH108- 2007DEUO |Followup MAB Aspartate aminotransferase
35. 2020/7/2 ) 2 A
REC2-059 02230 9 #2) increased
PEMETREXED |Blood alkaline phosphatase
#3 ) carboplatin increased
#1)
PEMBROLIZU
MAB Anaemia
CMUH108- 2006ROMO |Followup )
36. 2020/4/16 #2) Neutropenia 23| A
REC2-059 02684 16 )
PEMETREXED Thrombocytopenia
#3 ) carboplatin
#4 ) cisplatin
#1)
PEMBROLIZU
CMUH108- 2008BRAO |Followup MAB Pleural effusion
37. 2020/7/31 ) 23 [ A
REC2-059 01024 14 #2) Cerebrovascular accident
PEMETREXED
#3) carboplatin
#1)
PEMBROLIZU Rhabdomyolysis
CMUH108- 1912ARGO |Followup )
38. 2019/12/5 MAB Aspartate aminotransferase| 2,3 [ A
REC2-059 04425 26 )
#2) increased
PEMETREXED
#1)
PEMBROLIZU
CMUH108- 2009ROMO |Followup
39. 2020/9/10 MAB Coma 13| A
REC2-059 05113 1
#2)
PEMETREXED
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#1)
PEMBROLIZU
CMUH108- 2008BRAO [Followup MAB Pleural effusion
40. 2020/7/31 ] 23 [ A
REC2-059 01024 15 #2) Cerebrovascular accident
PEMETREXED
#3) carboplatin
#1) Alanine aminotransferase
PEMBROLIZU increased
CMUH108- 2007DEUO |Followup MAB Aspartate aminotransferase
41. 2020/7/2 ) 2 A
REC2-059 02230 10 #2) increased
PEMETREXED |Blood alkaline phosphatase
#3 ) carboplatin increased
#1)
PEMBROLIZU
CMUH108- 1912ARGO |Followup )
42, 2019/12/5 MAB Rhabdomyolysis 23| A
REC2-059 04425 27
#2)
PEMETREXED
#1)
PEMBROLIZU
CMUH108- 2004BRAO [Followup o
43. 2020/4/25 MAB Cholangitis 1231 A
REC2-059 08712 9
#2)
PEMETREXED
#1)
PEMBROLIZU
MAB Anaemia
CMUH108- 2006ROMO |Followup ]
44, 2020/4/16 #2) Neutropenia 23 | A
REC2-059 02684 17
PEMETREXED Thrombocytopenia
#3) carboplatin
#4) cisplatin
#1)
PEMBROLIZU
CMUH108- 2008BRAO [Followup MAB Pleural effusion
45, 2020/7/31 ] 23 [ A
REC2-059 01024 16 #2) Cerebrovascular accident
PEMETREXED
#3) carboplatin
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#1)
PEMBROLIZU
CMUH108- 1912ARGO |Followup )
46. 2019/12/5 MAB Rhabdomyolysis 23| A
REC2-059 04425 28
#2)
PEMETREXED
#1)
PEMBROLIZU
MAB Anaemia
CMUH108- 2006ROMO |Followup )
47, 2020/4/16 #2) Neutropenia 23| A
REC2-059 02684 18 )
PEMETREXED Thrombocytopenia
#3 ) carboplatin
#4 ) cisplatin
#1)
PEMBROLIZU Ischaemic stroke
CMUH108- 1912UKRO |Followup MAB Brain oedema
48. 2019/12/2 ) 131 A
REC2-059 01331 21 #2) Thrombocytopenia
PEMETREXED Leukopenia
#3 ) carboplatin
#1)
PEMBROLIZU Malignant neoplasm
CMUH108- 2004CANQO |Followup MAB progression
49, 2020/4/21 ) 131 A
REC2-059 07564 12 #2) Anaemia
PEMETREXED Anaemia
#3) carboplatin
#1)
PEMBROLIZU
CMUH108- 2003UKRO |Followup ) ]
50. 2020/3/17 MAB Cerebral infarction 2,3 A
REC2-059 07444 15
#2)
PEMETREXED
1.PARESIS IN LEFT ARM
2.INFECTION
CMUH106- 201903159 [follow up ) )
51. 2019/3/11 Niraparib NONSPECIFIC 13| A
REC2-087 13(9) 9
3.MENINGEAL
CARCINOMATOSIS
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Coma;Prostate late
CMUH103- 2017JP012 |follow up| Enzalutamide malignant tumor
52. 2017/6/15 13 ] A
REC2-029 408 12 Blinded metastasis;Urination
difficulty
Coma;Prostate late
CMUH103- 2017JP012 |follow up| Enzalutamide malignant tumor
53. 2017/6/15 ) o 1,3 A
REC2-029 408 13 Blinded metastasis;Urination
difficulty
Unknown cause of
CMUH103- 2017JP022 |follow up | Enzalutamide/PI . o
54, 2017/10/22 _ death;Circulation disorders| 1,3 | A
REC2-029 213 4 acebo Blinded )
of lower limbs
Unknown cause of
CMUH103- 2017JP022 |follow up [ Enzalutamide/PI . o
55. 2017/10/22 _ death;Circulation disorders| 1,3 | A
REC2-029 213 5 acebo Blinded
of lower limbs
Unknown cause of
CMUH103- 2017JP022 |follow up|Enzalutamide/PI ) o
56. 2017/10/22 ) death;Circulation disorders| 1,3 | A
REC2-029 213 6 acebo Blinded
of lower limbs
) Unknown cause of
CMUH103- 2017JP022 |follow up|Enzalutamide/PI ) o
57. 2017/10/22 _ death;Circulation disorders| 1,3 | A
REC2-029 213 7 acebo Blinded
of lower limbs
) Unknown cause of
CMUH103- 2017JP022 |follow up|Enzalutamide/PI ) o
58. 2017/10/22 ) death;Circulation disorders| 1,3 | A
REC2-029 213 8 acebo Blinded
of lower limbs
Cardiopulmonary
) failure;Bone pain
CMUH103- 2019US024 |follow up| Enzalutamide
59. 2019/5/27 worse;Stomach 1,3 A
REC2-029 559 7 Blinded
discomfort;Myocardial
infarction
Cardiopulmonary
failure;Bone pain
CMUH103- 2019US024 |follow up| Enzalutamide worse;Stomach
60. 2019/5/27 ) ) ) 1,3 A
REC2-029 559 8 Blinded discomfort;Myocardial
infarction;Biliary
obstruction
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Cardiopulmonary
. failure;Bone pain
CMUH103- 2019US024 |follow up| Enzalutamide
61. 2019/5/27 ) worse;Stomach 1,3 A
REC2-029 559 9 Blinded ] ]
discomfort;Myocardial
infarction
#1)
CARBOPLATI
N*R2810*1307
87
(CARBOPLATI [SUDDEN RESPIRATORY
CMUH106- .
62. 2020/8/3 ]2020-70665| FU1 N) Unknown | FAILURE. [Respiratory 1 A
REC2-057
#2) failure]
Cisplatin*R2810
*130787
(Cisplatin)
Unknown
#1) REGN2810| ALLERGIC REACTION
CMUH106- (CEMIPLIMAB TO CEMIPLIMAB
63. 2019/1/3 |2019-10743| FU2 o ) 2 A
REC2-057 ) Injection {Lot INFUSION [Infusion
# 8241400003} related reaction]
Blinded study
CMUH108- CLO-2019- [follow up product Pancytopenia’/hemolytic
64. 2019/10/14 _ _ 2 | A
REC2-149 002138 1 1. Nivolumab anemia suspected
2. Rucaparib
Blinded study
CMUH108- CLO-2019- |follow up product Hemolytic anemia
65. 2019/11/27 ) ) 2 A
REC2-149 002473 5 1. Nivolumab | suspected/Pancytopenia
2. Rucaparib
Blinded study
CMUH108- CL0O-2020- - product ) )
66. 2020/6/9 Initial ) Febrile neutropenia 1 A
REC2-149 001099 1. Nivolumab
2. Rucaparib
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Blinded study
CMUH108- CLO-2020- |follow up product Febrile neutropenia/ Septic
67. 2020/6/9 1 A
REC2-149 001099 1 1. Nivolumab shock
2. Rucaparib
Blinded study
CMUH108- CLO-2019- |follow up product ALT increased/ AST
68. 2019/12/9 ) ) 2 A
REC2-149 002553 2 1. Nivolumab increased
2. Rucaparib
Blinded study
CMUH108- CLO-2019- [follow up product
69. 2019/11/3 Anemia 2 A
REC2-149 002331 3 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CL0O-2020- product
70. 2020/717 Initial Febrile neutropenia 2 A
REC2-149 001251 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- product
71. 2020/6/11 Initial Anemia 2 A
REC2-149 001272 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CL0O-2020- - product »
72. 2020/7/15 Initial Acute pancreatitis 2 A
REC2-149 001313 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product )
73. 2020/6/11 Anemia 2 A
REC2-149 001272 1 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CL0O-2020- product
74. 2020/7/21 Initial Anemia 2 A
REC2-149 001349 1. Nivolumab
2. Rucaparib
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Blinded study
CMUH108- CLO-2020- |follow up product ) ]
75. 20201717 Febrile neutropenia 2 A
REC2-149 001251 1 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product
76. 2020/7/7 ] Febrile neutropenia 2 A
REC2-149 001251 2 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- product Adrenal insufficiency/
77, 2020/8/6 #N/A ) ) ) 2 A
REC2-149 001462 1. Nivolumab | Consciousness disturbed
2. Rucaparib
Blinded study
CMUH108- CLO-2020- [follow up product Sepsis/ Megacolon toxic/
78. 2020/3/2 ) 1 A
REC2-149 000408 1 1. Nivolumab Syncope
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product Adrenal insufficiency/
79. 2020/8/6 ) ] ) 2 A
REC2-149 001462 1 1. Nivolumab | Consciousness disturbed
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product ) )
80. 2020/7/7 Febrile neutropenia 2 A
REC2-149 001251 3 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product Sepsis/ Megacolon toxic/
81l. 2020/3/2 ) 1 A
REC2-149 000408 2 1. Nivolumab Syncope
2. Rucaparib
Blinded study
CMUH108- CL0O-2020- » product o
82. 2020/9/15 Initial ) Hematotoxicity 2 A
REC2-149 001735 1. Nivolumab
2. Rucaparib
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Blinded study
CMUH108- CLO-2020- |follow up product )
83. 2020/6/11 Anemia 2 A
REC2-149 001272 2 1. Nivolumab
2. Rucaparib
#1) MK-7339
Study (Code not ) ]
CMUH108- 2003UKRQO |Followup Febrile neutropenia
84. 2020/3/2 broken) - 23| A
REC2-060 01054 1 ) Hepatotoxicity
#2 ) carboplatin
#3 ) paclitaxel
#1) MK-3475
Study (Code not
broken) ]
Cardiac arrest
CMUH108- 2009JPNOO #2)
85. 2020/9/1 Initial Alanine aminotransferase 1 A
REC2-134 7766 CISPLATIN ]
increased
#3)
GEMCITABIN
E
#1) MK-3475
Study (Code not
broken) ) )
Alanine aminotransferase
CMUH108- 2009JPNO0O |Followup #2) ]
86. 2020/9/1 increased 1 A
REC2-134 7766 1 CISPLATIN ]
Cardiac arrest
#3)
GEMCITABIN
E
#1) MK-3475
Study (Code not
broken) ) )
Alanine aminotransferase
CMUH108- 2009JPNO0O |Followup #2) )
87. 2020/9/1 increased 1 A
REC2-134 7766 2 CISPLATIN )
Cardiac arrest
#3)
GEMCITABIN
E
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88.

CMUH108-
REC2-134

2020/5/4

2007ESPO0
3449

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
GEMCITABIN
E

Thrombocytopenia

89.

CMUH108-

REC2-134

2020/9/1

2009JPNOO
7766

Followup
3

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
GEMCITABIN
E

Alanine aminotransferase
increased

Cardiac arrest

90.

CMUH108-

REC2-134

2020/9/14

2009USA0
05967

Initial

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
GEMCITABIN
E

Pancreatitis
Abdominal abscess

Acute kidney injury

2,3

91.

CMUH108-

REC2-134

2020/5/4

2007ESPO0
3449

Followup
3

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
GEMCITABIN
E

Thrombocytopenia
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92.

CMUH108-
REC2-134

2020/5/4

2007ESPO0
3449

Followup
4

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
GEMCITABIN
E

Thrombocytopenia

93.

CMUH108-
REC2-134

2020/7/6

2007HKGO
02374

Followup

8

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
GEMCITABIN
E

Hyperglycaemia

Malignant neoplasm

progression

13

94.

CMUH108-
REC2-134

2020/5/4

2007ESPO0
3449

Followup

5

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
GEMCITABIN
E

Thrombocytopenia
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CMUH105-REC2-

079

9 AR

[##% 2142 ]
*#% ¥ 4 0 NIVOLUMAB

*E rMIFLHEF 2020 F 10 4 p 2
(SUSAR LineListing)
*E pMFLHEF 2019 EF 7 0 4 p 2

2020 £ 7% 3p

2020 = 7% 3 p
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CMUH109-REC2-042

LA

(e % 2447 ]
*:22% ¥ ¢4 : Telisotuzumab Vedotin (ABBV-399)
* 2HAFL B 109E 10 17p % 109£ 70 16 p

CMUH105-REC2-126

[ % 2142 ]
*R% F P L AL Venetoclax

*E AMAFLHRF 12020 22 10p 2 2020 7 " 23 ¢

CMUH104-REC2-074

Lt

[ % 2p4p2]
*iko 4 AL 1 MSC2156119)
g PMAR A WR2020# 5% 1p 5 2020& 5 ¢ 31 p

CMUH104-REC2-074

LAt

[5° il iz a]

*R S p g 2020 70 14 p

CMUH104-REC2-065

Lt

(% 2142 ]

*iEo% ¥ L4 0 MEDIAT36

*% AR 109 £ 40 13p 3 109# 70 129
[%79 v iz an]

* 3 pH 109 & 8% 3p

CMUH106-REC2-158

o
|~
I3

(2]

*n % : DMC letter dated May 20, 2020

* 2% % Data Monitoring Committee (DMC)>* 2020 # 05
PP ESAFRAMERLT BT AR AR AT T E
(R d2 a2 T VEFEFAE%RE -

*ROE AT R E VAVEVE.VT

R RTIE A AT - Bk 2 PIIER NN S T
T LAPMEST > RLBLT EH X B SRR ERSE
b s FRFRFH G TETZ ABAL

[{rTa8r 2p]

*w 4+ 1 ED11

*B#p 12020 # 4% 30 P

CMUH106-REC2-126

L 2

[ 8= 2432 ]
*E % & AL ¢ Risankizumab
*E rMERAGEF 2019 £ 97 30p £ 2020# 37 25 P

CMUH104-REC2-047

CEEEE S ED
R A D NA
*p #2020 & 87 12 p

10.

CMUH105-REC2-113

[ % 2pdp2]
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(1)Brigatinib 6 Monthly SUSAR
LL_28APR2019-270CT2019
(2)Brigatinib 6 Monthly SUSAR LL_280ct2019-27Apr2020
[z % 2132 ]
1. SSR_ niraparib_ Blinded for Niraparib
11. CMUH106-REC2-087 L ) ]
*:25 ¥4 LA Niraparib
* ppAFL R 108& 112 1p 3 109# 4% 300p
[z % 21342 ]
12. | CMUH108-REC2-166 FLE | *R%EF LA Momelotinib (MMB) v.s Danazol (DAN)

*X PR HF 2020 30 3p % 202097 2

[L])] FRAEHE -

EFR-REPEFALR (%)

Ad > R H (%)

o fcg (08 254)

109 # 10 * 28 p

)
I
>
=

|+
N
N
=




