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CMUH107- 2019-22067
1. 2019/9/unk Initial Aflibercept Ischaemic stroke 2341 A
REC1-134 8
CMUH107- 2019-22067|follow up ] )
2. 2019/9/unk Aflibercept Ischaemic stroke 2341 A
REC1-134 8 1
#1) MK-3475
Study (Code not
broken)
#2)
CMUH107- 2002FRAOQ |Followup| PACLITAXEL ) ]
3. 2020/2/4 Mucosal inflammation 23| A
REC1-174 02590 2 #3)
EPIRUBICIN
#4)
CYCLOPHOSP
HAMIDE
#1) MK-7902
(lenvatinib
mesylate)
Capsule
Atrioventricular block
CMUH108- 2005USAO0 |Followup #2) ) )
4, 2020/5/14 complete [Atrioventricular | 2.3
REC1-059 06373 4 PEMBROLIZU
block complete]
MAB
(pembrolizumab
) Solution for
injection
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CMUH108-
REC1-059

2020/5/14

06373

2005USA0

Followu
5

#1) MK-7902
(lenvatinib
mesylate)

Capsule

p #2)

PEMBROLIZU

MAB

(pembrolizumab

) Solution for

injection

block complete]

Atrioventricular block

complete [Atrioventricular

2.3

CMUH108-
REC1-059

2020/6/4

2006BRAO0
02492

Followup
1

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection

#2 ) MK-7902
(lenvatinib
mesylate)

Capsule

brain aneurysm

[Intracranial aneurysm]

1.3

CMUH108-

REC1-059

2020/6/4

2006BRA0
02492

Followup
2

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)

Capsule

brain aneurysm

[Intracranial aneurysm]

1.3 A
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#1)
PEMBROLIZU
MAB
(pembrolizumab
CMUH108- 2006BRAO [Followup| ) Solution for brain aneurysm
8. 2020/6/4 S ] 131 A
REC1-059 02492 3 injection [Intracranial aneurysm]
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#1) MK-7902
(lenvatinib
mesylate)
Capsule )
Accute breathing
CMUH108- 2004BRAO |Followup #2) ] o
9. 2020/4/8 insufficiency [Acute 1.3 | A
REC1-059 03494 7 PEMBROLIZU ] )
respiratory failure]
MAB
(pembrolizumab
) Solution for
injection
RESPIRATORY
CMUH106- follow up FAILURE&COMMUNIT
10. 2019/3/24 | 2290415 Vincristine 1,3 A
REC1-163 2 Y ACQUIRED
PNEUMONIA
RESPIRATORY
CMUH106- follow up| Polatuzumab | FAILURE&COMMUNIT
11. 2019/3/24 | 2290415 ) 1,3 A
REC1-163 2 Vedotin Y ACQUIRED
PNEUMONIA
RESPIRATORY
CMUH106- follow up o FAILURE&COMMUNIT
12. 2019/3/24 | 2290415 Rituximab 1,3 A
REC1-163 2 Y ACQUIRED
PNEUMONIA
CMUH106- o o FATAL BILATERAL
13. 2019/4/16 | 2306048 | initial Vincristine 1,3 A
REC1-163 PNEUMONIA
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CMUH106- o o FATAL BILATERAL
14. 2019/4/16 | 2306048 | initial Rituximab 1,3 A
REC1-163 PNEUMONIA
ADULT RESPIRATORY
CMUH106- follow up L
15. 2019/3/5 | 2279282 Vincristine [ DISTRESS SYNDROME | 2,7 [ A
REC1-163 1
& LUNG INFECTION
CMUH106-
16. 2019/4/28 | 2314532 initial Vincristine SEPSIS 2 A
REC1-163
CMUH106- Polatuzumab
17. 2019/4/28 | 2314532 | initial SEPSIS 2 A
REC1-163 Vedotin
RESPIRATORY
CMUH106- follow up FAILURE&COMMUNIT
18. 2019/3/24 | 2290415 Vincristine 1,3 A
REC1-163 3 Y ACQUIRED
PNEUMONIA
RESPIRATORY
CMUH106- follow up| Polatuzumab | FAILURE&COMMUNIT
19. 2019/3/24 | 2290415 1,3 A
REC1-163 3 Vedotin Y ACQUIRED
PNEUMONIA
RESPIRATORY
CMUH106- follow up o FAILURE&COMMUNIT
20. 2019/3/24 | 2290415 Rituximab 1,3 A
REC1-163 3 Y ACQUIRED
PNEUMONIA
CMUH106- follow up NEUTROPHIL COUNT
21. 2019/3/19 | 2292106 Vincristine 2 A
REC1-163 1 DECREASED
CMUH106- follow up| Polatuzumab | NEUTROPHIL COUNT
22. 2019/3/19 | 2292106 ) 2 A
REC1-163 1 Vedotin DECREASED
ADULT RESPIRATORY
CMUH106- follow up o
23. 2019/3/4 | 2279282 Vincristine [ DISTRESS SYNDROME | 2,7 [ A
REC1-163 2
& LUNG INFECTION
CMUH106- o Polatuzumab |SEPSIS BY KLEBSIELLA
24, 2019/4/29 | 2311359 | initial 2,3 A
REC1-163 Vedotin PNEUMONIAE
CMUH106- o o
25. 2019/4/29 | 2311198 initial Vincristine PNEUMINITIS 2,31 A
REC1-163
CMUH106- o Polatuzumab
26. 2019/4/29 | 2311198 initial PNEUMINITIS 2,3 A
REC1-163 Vedotin
109 = 08 * 19 p % 34 7% 51 |
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CMUH106- follow up o
27. 2019/4/29 | 2311198 Vincristine PNEUMINITIS 1,3 A
REC1-163 1
CMUH106- follow up| Polatuzumab
28. 2019/4/29 | 2311198 PNEUMINITIS 1,3 A
REC1-163 1 Vedotin
CMUH106- follow up
29. 2019/4/29 | 2311198 Rituximab PNEUMINITIS 1,3 A
REC1-163 1
CMUH106- follow up
30. 2019/4/28 | 2314532 Vincristine SEPSIS 2 A
REC1-163 1
CMUH106- follow up| Polatuzumab
31. 2019/4/28 | 2314532 SEPSIS 2 A
REC1-163 1 Vedotin
CMUH106- follow up o
32. 2019/4/28 | 2314532 Vincristine SEPSIS 2 A
REC1-163 2
CMUH106- follow up| Polatuzumab
33. 2019/4/28 | 2314532 SEPSIS 2 A
REC1-163 2 Vedotin
CMUH106- Polatuzumab | CYTOMEGALOVIRUS
34. 2019/5/10 | 2318273 | initial 2,3 A
REC1-163 Vedotin INFECTION
WHITE BLOOD CELL
CMUH106- Polatuzumab DECREASED &
35. 2019/5/24 | 2329573 | initial 2,3 A
REC1-163 Vedotin NEUTROPHIL COUNT
DECREASED & FEVER
CMUH106- follow up| Polatuzumab FEBRILE
36. 2019/4/7 | 2301801 ) 2,3 A
REC1-163 2 Vedotin NEUTROPENIA & ILEUS
CMUH106- o - NEUTROPENIA &
37. 2019/6/7 | 2336049 | initial Vincristine 2,31 A
REC1-163 NECROTIZING COLITIS
CMUH106- o Polatuzumab NEUTROPENIA &
38. 2019/6/7 | 2336049 | initial 2,3 A
REC1-163 Vedotin NECROTIZING COLITIS
CMUH106- o o NEUTROPENIA &
39. 2019/6/7 | 2336049 | initial Rituximab 2,3 A
REC1-163 NECROTIZING COLITIS
FEBRILE
CMUH106- follow up o
40. 2019/4/7 | 2301801 Vincristine NEUTROPENIAE & 2,3 A
REC1-163 3
ILEUS
FEBRILE
CMUH106- follow up| Polatuzumab
41. 2019/4/7 | 2301801 ) NEUTROPENIAE & 2,3 A
REC1-163 3 Vedotin
ILEUS
109 # 08 * 19 p % 35 % 51 |
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WHITE BLOOD CELL
CMUH106- follow up o DECREASED &
42. 2019/5/24 | 2329573 Vincristine 2,31 A
REC1-163 1 NEUTROPHIL COUNT
DECREASED & FEVER
WHITE BLOOD CELL
CMUH106- follow up| Polatuzumab DECREASED &
43. 2019/5/24 | 2329573 ) 2,3 A
REC1-163 1 Vedotin NEUTROPHIL COUNT
DECREASED & FEVER
CMUH106- follow up o NEUTROPENIA &
44, 2019/6/7 | 2336049 Vincristine 2,3 A
REC1-163 1 NECROTIZING COLITIS
CMUH106- follow up| Polatuzumab NEUTROPENIA &
45. 2019/6/7 | 2336049 ) 2,3 A
REC1-163 1 Vedotin NECROTIZING COLITIS
CMUH106- follow up| Polatuzumab |SEPSIS BY KLEBSIELLA
46. 2019/4/29 | 2311359 2,3 A
REC1-163 1 Vedotin PNEUMONIAE
CMUH106- follow up o
47. 2019/4/29 | 2311198 Vincristine PNEUMINITIS 1,3 A
REC1-163 2
CMUH106- follow up| Polatuzumab
48. 2019/4/29 | 2311198 PNEUMINITIS 1,3 A
REC1-163 2 Vedotin
CMUH106- follow up
49. 2019/4/29 | 2311198 Rituximab PNEUMINITIS 1,3 A
REC1-163 2
CMUH106- follow up| Polatuzumab |SEPSIS BY KLEBSIELLA
50. 2019/4/29 | 2311359 ) 2,31 A
REC1-163 2 Vedotin PNEUMONIAE
CMUH106- follow up
51. 2019/6/7 2336049 Rituximab NECROTIZING COLITIS| 2,3 | A
REC1-163 2
CMUH106- o Polatuzumab | SUSPECTED URINARY
52. 2019/7/7 | 2353161 | initial 2 A
REC1-163 Vedotin INFECTION
WHITE BLOOD CELL
CMUH106- follow up o DECREASED &
53. 2019/5/24 | 2329573 Vincristine 2,31 A
REC1-163 3 NEUTROPHIL COUNT
DECREASED & FEVER
WHITE BLOOD CELL
CMUH106- follow up| Polatuzumab DECREASED &
54, 2019/5/24 | 2329573 2,3 A
REC1-163 2 Vedotin NEUTROPHIL COUNT
DECREASED & FEVER
109 = 08 * 19 p % 36 F > x 51 F
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WHITE BLOOD CELL
CMUH106- follow up| Polatuzumab DECREASED &
55. 2019/5/24 | 2329573 2,3 | A
REC1-163 3 Vedotin NEUTROPHIL COUNT
DECREASED & FEVER
CMUH106- Polatuzumab | CYTOMEGALOVIRUS
56. 2019/7/9 | 2355440 | initial 2,3 A
REC1-163 Vedotin INFECTION
CMUH106- follow up| Polatuzumab | SUSPECTED URINARY
57. 2019/7/7 | 2353161 ) 2 A
REC1-163 1 Vedotin INFECTION
CMUH106- LUNG INFECTION&
58. 2019/7/17 | 2359316 initial | VINCRISTINE 1,3 A
REC1-163 FEVER
CMUH106- Polatuzumab LUNG INFECTION&
59. 2019/7/17 | 2359316 | initial 1,3 A
REC1-163 Vedotin FEVER
CMUH106- follow up| Polatuzumab [Cytomegalovirus Infection,
60. 2019/7/9 | 2355440 2,3 A
REC1-163 1 Vedotin Candidemia
LUNG INFECTION&
CMUH106- follow up| Polatuzumab )
61. 2019/7/17 | 2359316 _ FEVER&Dyspnea&Respir| 1,3 | A
REC1-163 1 Vedotin )
atory Failure
CMUH106- follow up| Polatuzumab Acute Respiratory
62. 2019/5/31 | 2331368 ) ) B 1,3 A
REC1-163 1 Vedotin insufficiency
White blood cell count
CMUH106- follow up )
63. 2019/5/24 | 2329573 VINCRISTINE | decreased, Neutrophil 2,3 A
REC1-163 4
count decreased, Fever
CMUH106- PNEUMONIA; PLEURAL
64. 2019/7/5 2353625 initial | VINCRISTINE 1,71 A
REC1-163 EFFUSION, SEPSIS
White blood cell count
CMUH106- follow up| Polatuzumab ]
65. 2019/5/24 | 2329573 ) decreased, Neutrophil 2,31 A
REC1-163 4 Vedotin
count decreased, Fever
CMUH106- o Polatuzumab |PNEUMONIA; PLEURAL
66. 2019/7/5 | 2353625 | initial 1,71 A
REC1-163 Vedotin EFFUSION, SEPSIS
White blood cell count
CMUH106- follow up| Polatuzumab ]
67. 2019/5/24 | 2329573 ) decreased, Neutrophil 2,31 A
REC1-163 5 Vedotin
count decreased, Fever
CMUH106- follow up| Polatuzumab SEPSIS; Lung
68. 2019/7/15 | 2353625 ) ) 1,71 A
REC1-163 1 Vedotin Infection-PNEUMONIA
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White blood cell count
CMUH106- follow up ]
69. 2019/5/24 | 2329573 VINCRISTINE | decreased, Neutrophil | 2,3 | A
REC1-163 6
count decreased, Fever
White blood cell count
CMUH106- follow up| Polatuzumab ]
70. 2019/5/24 | 2329573 decreased, Neutrophil 2,3 | A
REC1-163 6 Vedotin
count decreased, Fever
CMUH106- Polatuzumab
71. 2019/8/12 | 2379932 | initial Neutropenia 2 A
REC1-163 Vedotin
Sepsis by Klebsiella
CMUH106- follow up| Polatuzumab ) .
72. 2019/4/28 | 2311359 _ Pneumoniae; Neutropenic | 2,3 | A
REC1-163 3 Vedotin )
Sepsis
CMUH106- LUNG INFECTION;
73. 2019/6/17 | 2359316 | initial | RITUXIMAB 1,3 A
REC1-163 FEVER
CMUH106- PNEUMONIA; PLEURAL
74, 2019/7/5 | 2353625 | initial | RITUXIMAB 1,7 A
REC1-163 EFFUSION, SEPSIS
LUNG
CMUH106- follow up
75. 2019/7/15 | 2353625 RITUXIMAB [INFECTION-PNEUMONI| 1,7 | A
REC1-163 1
A;SEPSIS
CMUH106-
76. 2019/8/20 | 2392976 initial | VINCRISTINE | UNEXPLAINED DEATH| 1 A
REC1-163
CMUH106- Polatuzumab
77. 2019/8/20 | 2392976 initial UNEXPLAINED DEATH | 1 A
REC1-163 Vedotin
MULTIPLE ORGAN
DYSFUNCTION
CMUH106- o 2,3,
78. 2019/8/27 | 2394443 | initial [ VINCRISTINE SYNDROM,; A
REC1-163 7
NEUTROPENIC FEVER;
PNEUMONIA
MULTIPLE ORGAN
DYSFUNCTION
CMUH106- Polatuzumab 2,3,
79. 2019/8/27 | 2394443 initial SYNDROM,; A
REC1-163 Vedotin 7
NEUTROPENIC FEVER;
PNEUMONIA
CMUH106- follow up
80. 2019/8/20 | 2392976 VINCRISTINE | UNEXPLAINED DEATH | 1 A
REC1-163 1
109 # 08 * 19 p % 38 B % 51 |
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CMUH106- follow up| Polatuzumab
81. 2019/8/20 | 2392976 UNEXPLAINED DEATH | 1 A
REC1-163 1 Vedotin
CMUH106- follow up| Polatuzumab SEPSIS; LUNG 1,3,
82. 2019/7/15 | 2353625 ) A
REC1-163 2 Vedotin INFECTION 7
SEPSIS; GI BLEED;
CMUH106- o Polatuzumab
83. 2019/9/3 | 2369790 | Iinitial MUCOSITIS ORAL; 1,3 A
REC1-163 Vedotin
CONFUSION
CMUH106- follow up| Polatuzumab
84. 2019/8/12 | 2379932 NEUTROPENIA 2 A
REC1-163 1 Vedotin
CMUH106- follow up
85. 2019/6/7 | 2336049 VINCRISTINE [NECROTIZING COLITIS| 2;3 | A
REC1-163 3
CMUH106- follow up| Polatuzumab
86. 2019/6/7 | 2336049 ] NECROTIZING COLITIS| 2;3 | A
REC1-163 3 Vedotin
CMUH106- o
87. 2019/8/20 | 2392976 | initial | RITUXIMAB [UNEXPLAINED DEATH| 1 A
REC1-163
CMUH106- follow up
88. 2019/8/20 | 2392976 RITUXIMAB | UNEXPLAINED DEATH| 1 A
REC1-163 1
SEPSIS; GI BLEED;
CMUH106- o
89. 2019/9/3 | 2369790 | initial | RITUXIMAB MUCOSITIS ORAL; 1,3 A
REC1-163
CONFUSION
#1) MK-3475
Study (Code not
broken)
#2)
CMUH107- 2002FRAOQ |Followup| PACLITAXEL ] )
90. 2020/2/4 Mucosal inflammation | 2,3 [ A
REC1-174 02590 3 #3)
EPIRUBICIN
#4)
CYCLOPHOSP
HAMIDE
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91.

CMUH107-
REC1-174

2020/2/4

2002FRAOQ
02590

Followup

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
4 #3)
EPIRUBICIN
#4)
CYCLOPHOSP
HAMIDE

Mucosal inflammation

92.

CMUH107-
REC1-174

2020/4/24

2005USA0
00921

Followup

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
DOXORUBICI
N
#4)
CYCLOPHOSP
HAMIDE

5

Febrile neutropenia

2,3

93.

CMUH107-
REC1-174

2020/7/8

2007CHNO
09126

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
EPIRUBICIN
#4)
CYCLOPHOSP
HAMIDE

Initial

Neutrophil count decreased

23 | A

109 = 08 * 19 p
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94.

CMUH107-
REC1-174

2020/1/1

2002FRAQ
02590

Followup
5

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

Mucosal inflammation

2,3

95.

CMUH107-
REC1-174

2020/7/8

2007CHNO
09126

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
EPIRUBICIN
#4)
CYCLOPHOSP
HAMIDE

Neutrophil count decreased

2,3

96.

CMUH107-
REC1-174

2020/1/1

2002FRAQ
02590

Followup
6

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

Mucosal inflammation

2,3

97.

CMUH107-
REC1-174

2020/7/8

2007CHNO
09126

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
EPIRUBICIN
#4)
CYCLOPHOSP
HAMIDE

Neutrophil count decreased

2,3

98.

CMUH107-
REC1-174

2020/1/1

2002FRAQ
02590

Followup
7

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

Mucosal inflammation

2,3
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intestinal occlusion
#1) MK-7902 | [Intestinal obstruction]
CMUH107- 2003MEXO|Followup ] ]
99. 2020/2/29 Study (Code not| Diarrhea [Diarrhoea] 23 | A
REC1-188 01284 5
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
#1) MK-7902
Study (Code not
broken)
#2)
indomethacin ]
CMUH107- 2005USAO0 |Followup| ) Thrombocytopenia
100 2020/5/18 (indomethacin) ] 23 | A
REC1-188 07205 5 [Thrombocytopenia]
Capsule, 50
milligram
#3) Cannabis
sativa (Cannabis
sativa)
#1) MK-7902 Dyspnea [Dyspnoea]
CMUH107- 2003CHNO |Followup S
101 2020/3/6 Study (Code not| Blood bilirubin increased | 2.3 | A.
REC1-188 03301 1 o
broken) [Blood bilirubin increased]
intestinal occlusion
#1) MK-7902 [Intestinal obstruction]
CMUH107- 2003MEXO0|Followup ) )
102 2020/2/29 Study (Code not| Diarrhea [Diarrhoea] 23 | A
REC1-188 01284 6
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
#1) MK-7902 Dyspnea [Dyspnoea]
CMUH107- 2003CHNO |Followup o
103 2020/3/6 Study (Code not| Blood bilirubin increased | 2.3 | A.
REC1-188 03301 12 S
broken) [Blood bilirubin increased]
109 # 08 * 19 p % 42 > % 51 |
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#1) MK-7902

Study (Code not

broken)
#2)

indomethacin .
CMUH107- 2005USAO0 |Followup| ] Thrombocytopenia
104 2020/5/18 (indomethacin) ) 23 | A
REC1-188 07205 6 [Thrombocytopenia]
Capsule, 50

milligram
#3) Cannabis
sativa (Cannabis

sativa)

#1) MK-7902
Study (Code not
broken)

#2) Cordarone-associated
CMUH107- 2001RUSO |Followup o
105 2020/1/13 CORDARONE thyrotoxicosis 23 | A

REC1-188 08618 4
(amiodarone [Hyperthyroidism]

hydrochloride)
Tablet, 300
milligram
#1) MK-7902
Study (Code not
broken)
#2)

indomethacin ]
CMUH107- 2005USAO0 |Followup| ) Thrombocytopenia
106 2020/5/18 (indomethacin) ] 23 | A
REC1-188 07205 7 [Thrombocytopenia]
Capsule, 50

milligram
#3) Cannabis

sativa (Cannabis

sativa)
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#1) MK-7902
Study (Code not
broken)
#2) .
Thrombocytopenia
indomethacin .
CMUH107- 2005USAO0 |Followup| ] [Thrombocytopenia]
107 2020/5/18 (indomethacin) ) 23 | A
REC1-188 07205 8 Thrombocytopenia
Capsule, 50 )
o [Thrombocytopenia]
milligram
#3) Cannabis
sativa (Cannabis
sativa)
Esophageal varices
hemorrhage [Oesophageal
#1) MK-7902
CMUH107- 2003COLO [Followup varices haemorrhage]
108 2020/3/6 Study (Code not N 23 | A
REC1-188 08918 15 Acute bronchitis
broken) »
[Bronchitis]
Ascites [Ascites]
#1) MK-7902
Study (Code not
broken)
#2) .
) ) Thrombocytopenia
indomethacin ]
CMUH107- 2005USAO0 |Followup| ) [Thrombocytopenia]
109 2020/5/18 (indomethacin) ] 23 | A
REC1-188 07205 9 Thrombocytopenia
Capsule, 50 ]
o [Thrombocytopenia]
milligram
#3) Cannabis
sativa (Cannabis
sativa)
109 # 08 * 19 p ¥ 44 F - £ 51 F
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increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902
CMUH107- 2002USAO0 |Followup Increase worsening ALT
110 2020/1/31 Study (Code not 23 | A
REC1-188 02339 27 [Alanine aminotransferase
broken) )
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
#1) MK-7902 | bleeding of esophageal
CMUH107- 2005ITAQO |Followup )
111 2020/5/10 Study (Code not| varices [Oesophageal 23 | A
REC1-188 3509 4 )
broken) varices haemorrhage]
intestinal occlusion
#1) MK-7902 [Intestinal obstruction]
CMUH107- 2003MEXO0 [Followup
112 2020/2/29 Study (Code not| Diarrhea [Diarrhoea] 23 | A
REC1-188 01284 7
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
#1) MK-7902
Study (Code not
broken)
#2) .
) ) Thrombocytopenia
indomethacin ]
CMUH107- 2005USAO0 |Followup| ) [Thrombocytopenia]
113 2020/5/18 (indomethacin) ] 23 | A
REC1-188 07205 10 Thrombocytopenia
Capsule, 50 ]
o [Thrombocytopenia]
milligram
#3) Cannabis
sativa (Cannabis
sativa)

109 = 08 * 19 p
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#1) MK-7902
Study (Code not
broken)
#2)
Thrombocytopenia
indomethacin .
CMUH107- 2005USAO0 |Followup| ] [Thrombocytopenia]
114 2020/5/18 (indomethacin) ) 23 | A
REC1-188 07205 11 Thrombocytopenia
Capsule, 50 )
[Thrombocytopenia]
milligram
#3) Cannabis
sativa (Cannabis
sativa)
intestinal occlusion
#1) MK-7902 [Intestinal obstruction]
CMUH107- 2003MEXO0 [Followup
115 2020/2/29 Study (Code not|  Diarrhea [Diarrhoea] 23 | A
REC1-188 01284 8
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
intestinal occlusion
#1) MK-7902 [Intestinal obstruction]
CMUH107- 2003MEXO0 [Followup
116 2020/2/24 Study (Code not| Diarrhea [Diarrhoea] 23 | A
REC1-188 01284 9
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
intestinal occlusion
#1) MK-7902 [Intestinal obstruction]
CMUH107- 2003MEXO0 [Followup
117 2020/2/24 Study (Code not| Diarrhea [Diarrhoea] 23 | A
REC1-188 01284 10
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
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#1) MK-7902
Study (Code not
broken)
#2) .
Thrombocytopenia
indomethacin .
CMUH107- 2005USAO0 |Followup| ] [Thrombocytopenia]
118 2020/5/18 (indomethacin) ) 23 | A
REC1-188 07205 12 Thrombocytopenia
Capsule, 50 )
o [Thrombocytopenia]
milligram
#3) Cannabis
sativa (Cannabis
sativa)
#1) MK-7902 hepatorenal syndrome
CMUH107- 1910TURO |Followup
119 2019/10/7 Study (Code not| [Hepatorenal syndrome] |1.2.3]| A.
REC1-188 09330 18 ) )
broken) pneumonia [Pneumonia]
#1) MK-7902 Dyspnea [Dyspnoea]
CMUH107- 2003CHNO |Followup o
120 2020/3/6 Study (Code not| Blood bilirubin increased | 2.3 | A.
REC1-188 03301 13 o
broken) [Blood bilirubin increased]
[L&R] FRPH -
x~ HEHLEARFA
gFJ.
g 2
RE * € %t 3 g FEPNF
[z 21404 ]
| 1. SSR_ niraparib_ Blinded for Niraparib
1. CMUH107-REC1-189 | 3k -v3% . ]
*R B # 4 AL ¢ Niraparib
*H MMARLYRF108F 117 01 p 2 109# 04 300
[z 212404 ]
*# 5% 4 L4 * Brivaracetam
*H MMARLYRF 2018 77 15 p 3 2019# 1% 14 p
*H MMARAYRFI2019F 17 15 p 3 2019 # 7% 14 p
2. CMUH106-REC1-067 | 3 ¢4
*F >MHRLHEF 2019 & 77 15p 1 2020F 1% 14 p
[#]
E BRI A
Subject Case Report Forms CRF v9.0 - Unique
109 # 08 * 19 p ¥ 47 F » % 51 F
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23 ¢ FEP G

EE -2
Subject Case Report Forms CRF v10.0 - Unique

[ 4+ w3 & 3] Investigator’s guidance

73 p g V11, 10JUL2020:

PR Y 20201712 i vt RS R e L - %
F 3t 2020/7/10 3 e m AN IS R B A AR PE R S 2
AR TR - FE40T e k32 E 2 > End of Treatment
Visit (EoT) $4 {7 e ghJls 5 B fs - Blp e E
(Pracinostat/placebo) & 3012 % » & § B 4o H # iF e 370
AML ;o5 (& 5 T/10 2 15 8 fhie * 2% “r 4k 2. AZA) -
*EoT 2 {6 » # Pl Z 2R ﬁéﬁé;fi%iééﬁﬁ%%iﬂ BRI
AR His AZAZEF o h(Ctrd kL AZA) ¥ £
FIRREHRE  BHFUF T L &K LB cycle sk ot
# B2 AZA lfx;f:i g% o1 ipcycle 2z {8405k PlnE %
EE TR R RS TE E2 AZA IR R F)E AR B
LERRTER  #RTTFE L P ?f‘bx Ea- Dkt
Awmen R RFRAFEPBEAHERFTELAE/FT R
BEALE € LB F ekl s @HE

*BoT 2 {6 » RHFHF HA L REZFH T
PN T LR TR EL AZAiZ Rl F T o
cEoTz {61 * B H2 AZAP M B 2R3 E 7 2
o E@RBHELFEL AZA YT KK 7@ Celgene 2 45 >
bR R RN IRB AP MR TLR -

[His ) sk 88 i;éjﬁ (R 90N

*PoF AP R % %% (52040011 - 5204_0012)**
RHRAT R LT AR FRES IR o e X R
AR EELEELE o pwEG AZA 2 MHE Ara-C ¥
EER S T ERFF AN R TS AR Ara-C s
%R F AZA 5 i BERAFA L fﬁ:b;j\#géléééﬁﬁ%?v
BATHEZIFFRY FHRTHRIEZ AZAE I HFEN 5 e
FhRde bHEEIFELARTINGSESLFRE 2 P
B R HM2RL AT RELREF 4 -
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3. CMUH106-REC1-103

I
\1_
I

3

149

w

[

=

:lﬂ_t

[##]

*hoE oLt E 30135 2 Fugl Meyer Test 5 Upper
Extremity > @ f&/ & * 2. % £« Fugl Meyer Test Jf ¢ 2
Upper Extremity £ Lower Extremity - F]u* ) & i /2 i 5

» P Fugl Meyer Test & 7 Upper Extremity 2 Lower
Extremity L AN

w )
i

4. CMUH108-REC1-160
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5. CMUH106-REC1-030

xEM

& oF 2
foix {7

[

R
W

1'
i ‘1\*'

W &

» date 29Jun2020

(3

6. CMUH102-REC1-068

T4

%]
= KR4
[ =% 2P4p4]
*REE% F L4 ¢ enzalutamide
* p MR HRF 107 & 08 % 31 p
*g p MR HF 108 % 08" 31p 3

108 &= 08 * 30 p
109 # 02 » 28 p

55

7. CMUH107-REC1-110

[z % 2442 ]
*R% F 4 L4 1 CSL112 or Albumin

*X rMHIp2HEF 108 117 27 p % 109 & 057 26 p

8. CMUH107-REC1-046

Fl

(2]
*p % - ¥ CDM301 7
4 3 &% I (pneumonitis) -
wﬁ%ﬁ%%%m’@&%ﬁﬂﬁz%F@c&@&*&%
2R iR R ERY F(FEAR) > 2R Ea R
PRI D IR 6 HESGEL RR) 0 i F e
VTR BRREL(FEARD)N L HEL (ELE HE)IPM
(possible) » 522 CDE 3%+ % {8 > © % = SUSAR # 3F o
W L% 2R EFF R ME PR RERY RT R
PR E 17 2 B civdBe i 2 20|83 16 £2 M0 2
FRER T d 2B EL5IAzfRT 2 ¢ 957 339 2 REH 18
% - P c &z NotetoFile » & @5 81Tk 77 1 5

o SRR L 4 Newsletter = 383 oot e s 5 B L

- RL3EE T 3 IR LR (SAE) Y 7
BIERE A R AR A wd iE A

(pneumonitis)zt 4, » 12 a;ﬁ;x;éﬁg #E oL a;ﬁx;éﬁ g
EY AR FRLE ’*?%i—ﬁ’ﬁﬂi‘ﬁi?’ E R LN
Vi A LE o Aot Ao L—hvé‘ AT R odp MOk R

FEPa TR SRR -

9. CMUH107-REC1-026

(2]
1.*N % © 9B iR # 4% Clinical Study Memo: COVID-19
Mitigation Plan for Clinical Studies in Taiwan, dated
17-Apr-2020
2.%N F & > # X4 Safety Memo: Impact of COVID-

19 Tecentrig(atezolizumab), dated 30-Mar-2020

10. | CMUH108-REC1-160

w )
i

S
=

(57
ol S IR %L#E'F‘%'* D-01-016 ** 26-May-2020 # % & — # 5%
(ES-CMSCO01- A1101)7\ = Fé‘k fr R & & ® 3 26-May-2020
%ﬁwﬁ’w—&%$~Fﬂﬁ%ﬁhﬁ%ﬁmiw%%%
#2 5 & A % (ES-CMSCO01-B1101) % > 4p F © 3% & 47 B¥ —‘ﬁ RLe
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PRFEAETERRFIAALRELAET-FELR ¢
- FRLERFL TR A ERELU #R)

AN T A TTIY

FUR SR F T v 50 AR o0y > 50
27-Jul-2020 #cw 2 ¥t % & enke 3, 15 0 2 27-Jul-2020 & ¥ #
R XRFFRLE P AEERT WG 2RF T Pirwee §l
SRR E o 20A R RY IR KAk E R AR AR
oSl A Y ERPEHORE R X 2 AR
F 2 A WG SRA B i LR AR R o
SRFAEFLHINACTIAUFFTEELAEH S -
(2= 2144 ]

11. DMR101-IRB1-284 EL R | *E%ES 4L Brentuximab vedotin
*g pMARAWEF 12020 12 1p 1 20206 % 30 P
(2= 2144 ]

12. | CMUH107-REC1-128 | & #¢ 4k | *3#% &4 & 4L * Sparsentan
*X rMIRLHEF 12019282 2p 3 2020822 1p
(2]

13. | CMUH109-REC1-040 & # | *M F : Remdesivir-SIMPLE trials GS-US-540-5773 and
GS-US-540-5774 and donation Letter, 20-Jul-2020
[#6]

14. | CMUH109-REC1-039 * %#H | *M % : Remdesivir-SIMPLE trials GS-US-540-5773 and
GS-US-540-5774 and donation Letter, 20-Jul-2020
[2x 2142 ]
*RH%E S 4L PF-06700841

15. | CMUH108-REC1-085 | ¥& % |*%¥ 2424 PR 1201957 6 p 2 2019 # 11 % 5p
(SUSAR LineListing)
2018 # 11 ®* 6 p 1 2019 & 5 # 5 p (SUSAR LineListing)
(2= 24dp4 ]
% E P LA PF-06700841

16. | CMUH108-REC1-085 f i)
*g pMApL @R 2019 & 117 6p 2 202057 5
(SUSAR LineListing)
Ll 2iks]
*R B ¥4 ¢4 Dapagliflozin

17. | CMUH106-REC1-093 | % # & | *% > M4pL HF 12019 # 127 20 p £ 202026 * 19 p
2. Periodic Safety Summary Dapagliflozin_20Dec2019 to
19Jun2020
(2= 2144 ]
*#%EH LA ASPO15K

18. | CMUH107-REC1-094 T HFM

* 43R £ SUSAR Line Listing 26Dec19 to 25Jun20
HREF 2019 F 127 26 p 2 2020 6 % 25

109 = 08 * 19 p




PRFFARTERRFRAIRRELE Y -FAL0 ¢
- FTRLERFL TR A E R G RKR)

*%

By *§ S LA FANF

*% > 3p 2 Development Safety Update Report 26Jun2019 to
25Mar2020
B 2019 # 67 26 p 1 2020 3% 25 p
*CIOMS form:2019US023015 ; 2019US045231 ;
2019US049792 ; 2019US051838 ; 2020US000354 ;
2020US001137 ; 2020US011631 ; 2020US012335 ;
2020US013542 ; 2020US014031

19. | CMUH103-REC1-062 ER-8 [2% =524 % 4]
[DSMB - it 4]
*k ik p g 2020 & 06 7 26 po

20. | CMUH108-REC1-123 LN AiEB 42 DSMB #2020 £ 6 * 25 p 2. €3k, F AW
46 = £ EE 2 X 2T B B E LT HNBFRTEL &
AR ERFERFTES o

21. | CMUH107-REC1-067 | % igs | LDSMB it =]

XA xR pH 2019 & 20 15

(] FRPH -

- REearTE (%)

F8E - WEER (%)

FRF 0 ftg (2125 4)
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