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#1) MK-7902
(lenvatinib
CMUH110- 2205CHNO |Followup mesylate) Abdominal pain
1. 2022/4/30 ) ) ) 23 [ A
REC2-034 01230 24 #2) Gastrointestinal perforation
PEMBROLIZU
MAB
CMUH107- ITA-20210 » ) 11,23,
2. 2021/1/29 Initial Luspatercept | Acute myeloid leukemia A
REC2-138 200012 (0) 4
CMUH107- ITA-20210 | _ _
3. 2021/2/23 Initial Luspatercept Worsening cytopenia 1 A
REC2-138 300815 (0)
CMUH107- ITA-20210 | Follow _ _ _
4. 2021/2/23 Epoetin alpha Worsening cytopenia 1 A
REC2-138 300815 (1) | wupl
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B XM (FELEH
R A TR : i GEE 3 (i
B 2 S5 )
Anemia and leucocytosis
CMUH107- PCN-20210 » (anemia)
5. 2021/1/20 Initial Luspatercept ) 123 A
REC2-138 200475 (0) Anemia and leucocytosis
(leucocytosis)
Anemia and leucocytosis
CMUH107- PCN-20210( Follow (anemia)
6. 2021/1/20 Luspatercept ) 123 A
REC2-138 200475(1)| upl Anemia and leucocytosis
(leucocytosis)
CMUH107- PCN-20210| Follow ) ]
7. 2021/1/20 Luspatercept Anemia, leucocytosis 2,3 A
REC2-138 200475 (3)| up3
Coatal fractures DX (five
ribs)
SWE-2021
CMUH107- . Clavicular fracture DX
8. 2021/9/26 | 1000017 Initial Luspatercept ) 131 A
REC2-138 0 (clavicle fracture)
Multiple organ failure
Aspiration pneumonia
CMUH107- 2022-15933
9. 2022/12/25 Initial Luspatercept Sudden death 1,7 A
REC2-138 7 (0)
CMUH107- 2022-15933| Follow )
10. 2022/12/23 Luspatercept | Influenza-like symptoms 1 A
REC2-138 7(1) up 1
Asthenia
#1) MK-7339 ) ]
CMUH108- 2011UKRO |Followup Febrile neutropenia
11. 2020/10/29 Study (Code not 1231 A
REC2-060 00809 2 Pulmonary haemorrhage
broken) ]
Thrombocytopenia
Asthenia
#1) MK-7339 ) )
CMUH108- 2011UKRO |Followup Febrile neutropenia
12. 2020/10/29 Study (Code not 1,23 A
REC2-060 00809 3 Pulmonary haemorrhage
broken) )
Thrombocytopenia
#1) MK-7902
Encephalitis
CMUH109- 2206 TURO |Followup #2) ]
13. 2022/5/25 generalized myopathy [1,2,3| A
REC2-158 05307 39 PEMBROLIZU ]
Hypertension
MAB
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14.

CMUH109-
REC2-158

2022/3/10

2203ARGO
04371

Followup

19

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

pulmonary

thromboembolism

COVID-19 infection

1,23

15.

CMUH109-
REC2-158

2022/9/22

2209CHNO
09917

Followup

18

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
CAPECITABIN
E

Death from unknown cause

fever

1,3

16.

CMUH109-
REC2-158

2022/3/11

2203CHLO
05218

Followup

27

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

pulmonary embolism

Liver failure

1,3

17.

CMUH109-
REC2-158

2022/11/16

2211CHNO
05987

Followup

4

#1) MK-7902
#2)
PEMBROLIZU
MAB

Intracranial hemorrhage

2,3

18.

CMUH109-
REC2-158

2022/12/14

23011TAQ0O
4357

Initial

#1)
PEMBROLIZU
MAB
#2') MK-7902

unknown cause of death
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19.

CMUH109-
REC2-158

2022/9/22

2209CHNO
09917

Followup

19

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
CAPECITABIN
E

Death from unknown cause

fever

1,3

20.

CMUH109-
REC2-158

2022/9/22

2209CHNO
09917

Followup

20

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
CAPECITABIN
E

Death from unknown cause

fever

1,3

21,

CMUH109-
REC2-158

2022/11/16

2211CHNO
05987

Followup

5

#1) MK-7902
#2)
PEMBROLIZU
MAB

Intracranial hemorrhage

Death NOS(Unexplained

death)

1,23

22,

CMUH109-
REC2-158

202217129

2208CHNO
03039

Followup

8

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

gastric perforation

ascites

1,3
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23.

CMUH109-
REC2-158

2021/9/14

2111FRAQ0
8897

Followup

22

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Cardiac insufficiency

dyspnea on effort

2,3

24,

CMUH109-
REC2-158

2022/11/16

2211CHNO
05987

Followup

6

#1) MK-7902
#2)
PEMBROLIZU
MAB

Intracranial hemorrhage

Death NOS(Unexplained

death)

1,23

25.

CMUH109-
REC2-158

2021/9/14

2111FRAOQ0
8897

Followup

23

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Cardiac insufficiency

dyspnea on effort

2,3

26.

CMUH109-
REC2-158

2022/11/24

2211ARGO
08422

Followup

8

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

Acute kidney injury

Digestive tract bleeding

1,3
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#1)
OXALIPLATIN
#2) N
CMUH109- 2211ARGO |Followup Acute kidney injury
27. 2022/11/24 LEUCOVORIN o ] 13 ] A
REC2-158 08422 9 43) Digestive tract bleeding
5-FLUOROUR
ACIL
#1)
OXALIPLATIN
#2)
CMUH109- 2211ARGO |Followup Acute kidney injury
28. 2022/11/24 LEUCOVORIN o ] 131 A
REC2-158 08422 10 i) Digestive tract bleeding
5-FLUOROUR
ACIL
Enzalutamide
CMUH104- PV2022001| ) )
29. 2022/11/19 initial [ (ENZALUTAM | Patient died: 2022/11/19 1 A
REC2-150 10145
IDE) Capsule
Enzalutamide
CMUH104- PV2022001|follow up ) )
30. 2022/11/19 (ENZALUTAM | Patient died: 2022/11/19 1 A
REC2-150 10145 1
IDE) Capsule
1,2,
4!
SUSPECTED 7:lmp
CMUH110- 2022A3480 Blinded for
31. 2022/10/11 Initial PNEUMONITIS/PNEUM |ortant| A
REC2-073 03 Investigator
ONIA (Pneumonitis)  [medic
al
event
CMUH110- 2022A3505 . Blinded for ]
32. 2022/10/16 Initial ] Renal failure 1,3 A
REC2-073 43 Investigator
CMUH110- 2022A2860 [follow up| Blinded for
33. 2022/8/11 Hypokalaemia 2,31 A
REC2-073 16 2 Investigator

112 # 02 * 15 p
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B XM (FELEH
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2,3,
7:lmp
CMUH110- 2022A3495 . Blinded for 1.Acute kidney injury  [ortant

34. 2022/10/15 Initial A

REC2-073 11 Investigator 2.ANEMIA (Anaemia) |medic
al
event
2,3,
7:Imp
CMUH110- 2022A3495follow up| Blinded for 1.Acute kidney injury |ortant

35. 2022/10/15 ) ) A

REC2-073 11 1 Investigator 2.ANEMIA (Anaemia) [medic
al
event
2,3,
o [Timp
) 1.Acute kidney injury
CMUH110- 2022A3495follow up| Blinded for ortant
36. 2022/10/15 2.ANEMIA (Anaemia) A
REC2-073 1 2 Investigator ] medic
3.Haematuria
al
event
CMUH110- 2022A3536 » Blinded for ] 1,2,

37. 2022/10/21 Initial ) Hepatic encephalopathy A
REC2-073 57 Investigator 3
CMUH110- 2022A2141 [follow up| Blinded for

38. 2022/6/5 ) Febrile neutropenia 2,3 A
REC2-073 03 1 Investigator

) CLOSTRIDIOIDES
CMUH110- 2022A2860 [follow up| Blinded for o
39. 2022/8/11 DIFFICILE (Clostridium | 2,3 | A
REC2-073 16 3 Investigator
difficile infection)
2,3,
7:1mp
GRADE 4
CMUH110- 2022A3076 [follow up| Blinded for ortant
40. 2022/9/2 ) NEUTROPENIA A
REC2-073 90 2 Investigator ) medic
(Neutropenia)
al
event
112 # 02 % 15 % 30 F > x M4 F
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B XM (FELEH
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B 2 S5 &
1.ACUTE KIDNEY ) 3
FAILURE (Acute kidney |
o 7:Imp
. injury)
CMUH110- 2022A3495 [follow up| Blinded for ortant
41. 2022/10/15 ) 2.ANEMIA (Anaemia) A
REC2-073 11 3 Investigator medic
3.HEMATURIA |
a
(Haematuria)
event
4.Pneumonia
CMUH110- 2022A3536 [follow up| Blinded for ) 1,2,

42. 2022/10/21 ) Hepatic encephalopath A
REC2-073 57 1 Investigator 3
CMUH110- 2022A3536 [follow up| Blinded for ) 1,2,

43. 2022/10/21 ) Hepatic encephalopath A
REC2-073 57 2 Investigator 3

CMUH110- 2022A2353(follow up| Blinded for
44, 2022/6/23 Diarrhoea 2,3 A
REC2-073 62 1 Investigator
CMUH110- 2022A2805[follow up| Blinded for )
45, 2022/8/3 ] Myelosuppression 2,3 | A
REC2-073 88 1 Investigator
CMUH110- 2022A3741 Blinded for BREATHING 1,2,
46. 2022/11/11 Initial ) A
REC2-073 93 Investigator | DIFFICULTY (Dyspnoea) | 3
2,3,
7:1Imp
GRADE 4
CMUH110- 2022A3076 [follow up| Blinded for ortant
47, 2022/9/2 ] NEUTROPENIA A
REC2-073 90 3 Investigator ) medic
(Neutropenia)
al
event
1.Acute kidney injury 1,2,
2.ANEMIA (Anaemia) | 3,4,
) 3.HEMATURIA 7:Imp
CMUH110- 2022A3495[follow up| Blinded for )
48. 2022/10/15 (Haematuria) ortant| A
REC2-073 11 6 Investigator )
4.INTRAHOSPITAL  [medic
PNEUMONIA al
(Pneumonia) event
CMUH110- 2022A3878 Blinded for
49. 2022/11/23 Initial ] Neutropenia 2 A
REC2-073 31 Investigator
112 # 02 % 15 p % 31 F > x M4 F
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2,3,
7:lmp
CMUH110- 2022A3858 - Blinded for HEMATEMESIS ortant
50. 2022/11/21 Initial A
REC2-073 72 Investigator (Haematemesis) medic
al
event
2,3,
7:Imp
CMUH110- 2022A3858[follow up| Blinded for HEMATEMESIS ortant
51. 2022/11/21 _ _ A
REC2-073 72 1 Investigator (Haematemesis) medic
al
event
1.Acute kidney injury 1,2,
2.HEMATURIA 3,4,
] (Haematuria) 7:1mp
CMUH110- 2022A3495 [follow up| Blinded for
52. 2022/9/7 3.INTRAHOSPITAL (ortant|] A
REC2-073 11 7 Investigator
PNEUMONIA medic
(Pneumonia) al
4. ANEMIA (Anaemia) |event
1.Acute kidney injury
2.HEMATURIA 1,2,
(Haematuria) 3,4,
) 3.INTRAHOSPITAL |7:Imp
CMUH110- 2022A3495 [follow up| Blinded for
53. 2022/9/7 PNEUMONIA ortant[ A
REC2-073 1 8 Investigator . _
(Pneumonia) medic
4. ANEMIA (Anaemia) al
5.Metabolic acidosis event
6.Hyperglycaemia
CMUH110- 2022A2353|follow up| Blinded for )
54. 2022/6/23 ) DIARRHOEA (Diarrhoea) | 2,3 | A
REC2-073 62 2 Investigator

112 # 02 * 15 p




Y RFFA 5“%&?F THRELREF-FALR 4
-F-Lt-ERS ‘K%Eﬁﬁ*ﬁé&r(‘*ﬁi)
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1.Acute kidney injury
2.HEMATURIA 1,2,
(Haematuria) 3,4,
) 3.INTRAHOSPITAL |7:Imp
CMUH110- 2022A3495 [follow up| Blinded for
55. 2022/917 ) PNEUMONIA ortant| A
REC2-073 11 9 Investigator . ]
(Pneumonia) medic
4. ANEMIA (Anaemia) al
5.Metabolic acidosis  [event
6.Hyperglycaemia
2,3,
7:1mp
CMUH110- 2021A6532[follow up| Blinded for . ortant
56. 2021/7/29 ) Neutropenia A
REC2-073 98 7 Investigator medic
al
event
1.ACUTE KIDNEY
FAILURE(Acute kidney
injury)
2.HEMATURIADUE TO Lo
TUBE PLACEMENT 3’ 4’
TRAUMA (Haematuria) , | ’
:Imp
CMUH110- 2022A3495[follow up| Blinded for 3.INTRAHOSPITAL
57. 2022/917 ) ortant| A
REC2-073 11 10 Investigator PNEUMONIA ]
) medic
(Pneumonia) |
a
4. ANEMIA (Anaemia)
event
5.Metabolic acidosis
6.WORSENING OF
HYPERGLYCEMIA
(Hyperglycaemia)
CMUH110- 2022A3878| folow up | Blinded for )
58. 2022/11/23 ] Neutropenia 2 A
REC2-073 31 1 Investigator

112 # 02 * 15 p
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B XM (FELEH
S A TN g j vRES 7 ag e B[R
B 2 S5 &
2,3,
7:lmp
CMUH110- 2022A4100 - Blinded for GRADE 4 SEPSIS ortant
59. 2022/12/12 Initial ) ) A
REC2-073 38 Investigator SHOCK (Septic shock) |medic
al
event
CMUH110- 2022A4109 Blinded for
60. 2022/12/16 Initial ) Pericardial effusion 2,3 A
REC2-073 72 Investigator
1,2,
4!
SUSPECTED 7:Imp
CMUH110- 2022A3480(follow up| Blinded for
61. 2022/10/12 ) PNEUMONITIS/PNEUM |ortant| A
REC2-073 03 1 Investigator . ]
ONIA (Pneumonitis)  |medic
al
event
1.Acute Kidney injury 1)
2. HEMATURIA DUE TO 3’ 4’
TUBE PLACEMENT | | ’
:Imp
CMUH110- 2022A3495[follow up| Blinded for TRAUMA (Haematuria
62. 2022/917 ) . ortant| A
REC2-073 11 11 Investigator traumatic) ]
medic
3.INTRAHOSPITAL |
a
PNEUMONIA
) event
(Pneumonia)
2! 3!
7:1mp
CMUH110- 2022A4067 [follow up| Blinded for ortant
63. 2022/12/12 ) Neutropenia | A
REC2-073 84 1 Investigator medic
al
event
CMUH110- 2022A4100(follow up| Blinded for .
64. 2022/12/13 Pulmonary embolism 2,31 A
REC2-073 48 1 Investigator
CMUH110- 2022A2684 [follow up| Blinded for
65. 2022/7/26 Febrile neutropenia 2,31 A
REC2-073 44 2 Investigator
CMUH110- 2022A3878|[follow up| Blinded for )
66. 2022/11/23 ] Neutropenia 2 A
REC2-073 31 2 Investigator

112 # 02 * 15 p
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UPPER
GASTROINTESTINAL
CMUH110- 2023A0024 Blinded for
67. 2023/1/2 Initial ) HEMORRHAGE (Upper | 2 A
REC2-073 95 Investigator
gastrointestinal
haemorrhage)
CMUH110- 2023A0051 Blinded for | UNEXPLAINED DEATH
68. 2022/12/24 Initial ) 1 A
REC2-073 81 Investigator (Death)
1.BREATHING
CMUH110- 2022A3741 [follow up| Blinded for 1,2,
69. 2022/11/11 ) DIFFICULTY (Dyspnoea) A
REC2-073 93 1 Investigator ) 3
2.Hyperglycaemia
CMUH110- 2023A0051 [follow up| Blinded for
70. 2022/12/24 Cachexia 1 A
REC2-073 81 1 Investigator
1.BREATHING
CMUH110- 2022A3741[follow up| Blinded for [ DIFFICULTY (Dyspnoea) | 1, 2,
71. 2022/11/11 ) ) A
REC2-073 93 2 Investigator 2.Hyperglycaemia 3
3.Thrombocytopenia
CMUH110- 2023A0139 Blinded for UNEXPLAINED DEATH
72. 2023/1/14 Initial ) L2 A
REC2-073 00 Investigator (Death)
1,2,
31
) 7:lmp
CMUH110- 2022A1420(follow up| Blinded for ) ]
73. 2022/4/4 ) Febrile neutropenia ortant| A
REC2-073 14 5 Investigator ]
medic
al
event
CMUH110- 2023A0024 follow up| Blinded for Upper gastrointestinal
74. 2023/1/2 ) 2 A
REC2-073 95 1 Investigator haemorrhage
CMUH110- 2022A4100(follow up| Blinded for )
75. 2022/12/13 ) Pulmonary embolism) 2,31 A
REC2-073 48 2 Investigator
112 # 02 * 15 p % 35 F & 44 F
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1,2,
4,
) SUSPECTED 7:Imp
CMUH110- 2022A3480 (follow up| Blinded for
76. 2022/10/12 ) PNEUMONITIS ortant[ A
REC2-073 03 2 Investigator
(Pneumonitis) medic
al
event
CMUH110- 2022A4100(follow up| Blinded for GRADE 4 SEPSIS
77. 2022/12/12 ) ) 2,3 A
REC2-073 38 1 Investigator SHOCK (Septic shock)
CMUH110- 2023A0024 follow up| Blinded for Upper gastrointestinal
78. 2023/1/2 ) 2,3 A
REC2-073 95 2 Investigator haemorrhage
CYCLOPHOSP LISTERIA
CMUH110- 2022A2906 [follow up| HAMIDE/ MONOCYTOGENES
79. 2022/8/16 1,3 A
REC2-210 63 2 DOXORUBICI [MENINGOENCEPHALIT
N IS (Listeria encephalitis)
CYCLOPHOSP LISTERIA
CMUH110- 2022A2906 [follow up HAMIDE/ MONOCYTOGENES
80. 2022/8/16 1,3 A
REC2-210 63 3 DOXORUBICI [MENINGOENCEPHALIT
N IS (Listeria encephalitis)
LISTERIA
CYCLOPHOSP
MONOCYTOGENES
CMUH110- 2022A2906 [follow up| HAMIDE/ 1,2,
81. 2022/8/16 MENINGOENCEPHALIT A
REC2-210 63 4 DOXORUBICI ) » 3
\ IS (Meningoencephalitis
bacterial)
2,3,
ACUTE CORONARY [7:Imp
TRASTUZUM
CMUH110- 2022A4108 INSUFFICIENCY ortant
82. 2022/12/16 Initial AB/ A
REC2-210 69 (Coronary artery medic
PACLITAXEL ] o
insufficiency) al
event

112 # 02 * 15 p
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S -t ERFIAREERESC BK)
B XM (FELEH
e | FAp Y g j T RER dAE % |k
B 2 S5 )
2,3,
ACUTE CORONARY [7:Imp
TRASTUZUM
CMUH110- 2022A4108 INSUFFICIENCY ortant
83. 2022/12/16 FUl AB/ A
REC2-210 69 (Coronary artery medic
PACLITAXEL ] o
insufficiency) al
event
2,3,
ACUTE CORONARY [7:Imp
TRASTUZUM
CMUH110- 2022A4108 INSUFFICIENCY ortant
84. 2022/12/16 FU2 AB/ A
REC2-210 69 (Coronary artery medic
PACLITAXEL o
insufficiency) al
event
CMUH110- 2022A3088 [follow up| Blinded for ]
85. 2022/8/31 ) Neutrophil count decreased| 2 A
REC2-208 52 2 Investigator
CMUH110- 2022A3764 Blinded for | SUICIDAL THOUGHTS
86. 2022/1117 Initial ) o ) 2 A
REC2-208 70 Investigator (Suicidal behaviour)
1.BONE MARROW
SUPPRESSION
CMUH110- 2022A2945 [follow up| Blinded for (Myelosuppression) 1,2,
87. 2022/8/20 A
REC2-208 79 4 Investigator 2.POTENTIAL HY'S 3,4
LAW (Drug-induced liver
injury)
CMUH110- 2022A2630 (follow up| Blinded for
88. 2022/7/18 Vomiting 2,3 A
REC2-208 28 1 Investigator
CMUH110- 2022A2630 (follow up| Blinded for
89. 2022/7/18 Vomiting 2,3 A
REC2-208 28 2 Investigator
2,3,
4
1.CREATININE
7:lmp
CMUH110- 2022A3928[follow up| Blinded for INCREASE (Blood
90. 2022/11/25 ) S ortant[ A
REC2-208 25 1 Investigator creatinine increased) )
medic
2.Vomiting
al
event

112 # 02 * 15 p
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2,3,
1.CEREBRAL OEDEMA | 4
) (Brain oedema) 7:Imp
CMUH110- 2022A4076 Blinded for
91. 2022/12/2 Initial ) 2.RIGHT SIDED ortant| A
REC2-208 59 Investigator
MUSCLE WEAKNESS [medic
(Hemiparesis) al
event
CMUH110- 2022A4095 Blinded for
92. 2022/12/10 Initial ) Septic shock 2,3 A
REC2-208 41 Investigator
1.CREATININE
INCREASE (Blood 1)
creatinine increased) o
.. 31 41
2.Vomiting
) 7:lmp
CMUH110- 2022A3928 [follow up| Blinded for | 3.CEREBRAL OEDEMA
93. 2022/9/29 ) ) ortant| A
REC2-208 25 2 Investigator (Brain oedema) ]
_ medic
4.Seizure |
a
5.RIGHT SIDED
event
MUSCLE WEAKNESS
(Hemiparesis)
1.CREATININE
INCREASE (Blood 1)
creatinine increased) "
.. 31 41
2.\Vomiting
) 7:lmp
CMUH110- 2022A3928follow up| Blinded for | 3.CEREBRAL OEDEMA
94. 2022/9/29 ) ) ortant| A
REC2-208 25 3 Investigator (Brain oedema) ]
_ medic
4.Seizure |
a
5.RIGHT SIDED
event
MUSCLE WEAKNESS
(Hemiparesis)

112 # 02 * 15 p
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2,3,
1.CEREBRAL OEDEMA | 4,
) (Brain oedema) 7:Imp
CMUH110- 2022A4076 [follow up| Blinded for
95. 2022/12/2 ) 2.RIGHT SIDED ortant[ A
REC2-208 59 1 Investigator
MUSCLE WEAKNESS [medic
(Hemiparesis) al
event
BILLATERAL
CMUH110- 2022A4141 Blinded for PNEUMONIA
96. 2022/9/10 Initial ) 12,3 A
REC2-208 92 Investigator BACTERIA (Pneumonia
bacterial)
2,3,
7:1mp
CMUH110- 2022A4142 Blinded for ortant
97. 2022/8/22 Initial ANEMIA (Anaemia) A
REC2-208 06 Investigator medic
al
event
CMUH110- 2022A3764 [follow up| Blinded for | SUICIDAL THOUGHTS
98. 2022/11/7 ) S 2 A
REC2-208 70 1 Investigator (Suicidal ideation)
1.Acute kidney injury 5 3
2.Vomiting 4 '
3.Seizure '
7:1mp
CMUH110- 2022A3928(follow up| Blinded for | 4.CEREBRAL OEDEMA
99. 2022/11/25 ] ] ortant[ A
REC2-208 25 4 Investigator (Brain oedema) )
medic
5.RIGHT SIDED I
a
MUSCLE WEAKNESS
] ] event
(Hemiparesis)
CMUH110- 2022A2397 [follow up| Blinded for 2,3,
100. 2022/6/29 ] Neutropenia A
REC2-208 64 3 Investigator 4
112 # 02 % 15 p % 39 F % 44T
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1.Acute kidney injury 5 3
2.\Vomiting 4 '
3.Seizure '
7:1Imp
CMUH110- 2022A3928(follow up| Blinded for | 4.CEREBRAL OEDEMA
101. 2022/11/25 ortant| A
REC2-208 25 5 Investigator (Brain oedema) ]
medic
5.RIGHT SIDED |
a
MUSCLE WEAKNESS
] ] event
(Hemiparesis)
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA ]
Lower Respiratory
B VEDOTIN
CMUH111- 2207GRCO |Followup Infection [Lower
102. 2022/6/24 (3475 . . . 23 [ A
REC2-084 03409 13 respiratory tract infection]
SOLUTION
Pneumonitis [Pneumonitis]
FOR
INJECTION
STUDY)
(enfortumab
vedotin)
Injection;
#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION Immune mediated
CMUH111- 2202RUSO - -
103. 2022/2/10 Initial FOR glomerulonephritis 23| A
REC2-084 03642 N
INJECTION [Glomerulonephritis]
STUDY)
(enfortumab
vedotin)
Injection;

112 # 02 * 15 p
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA )
Lower Respiratory
B VEDOTIN )
CMUH111- 2207GRCO |Followup Infection [Lower
104. 2022/6/24 (3475 ) ) ) 23 [ A
REC2-084 03409 14 respiratory tract infection]
SOLUTION
Pneumonitis [Pneumonitis]
FOR
INJECTION
STUDY)
(enfortumab
vedotin)
Injection;
Other Serious Criteria:
Medically Significant
#2) )
MOF syndrome [Multiple
ENFORTUMA )
organ dysfunction
B VEDOTIN
syndrome]
(3475 _
leukocytopenia
SOLUTION )
CMUH111- 2201UKRO |Followup [Leukopenia]
105. 2022/1/26 FOR L3771 A
REC2-084 08643 16 Erythroderma [Dermatitis
INJECTION
exfoliative generalised]
STUDY)
Bullous dermatitis
(enfortumab .
) [Dermatitis bullous]
vedotin) ] ]
o Urinary tract obstruction
Injection; )
(on the left) [Urinary tract
obstruction]

112 # 02 * 15 p
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#2)
ENFORTUMA
B VEDOTIN
(3475 » y
Pneumonitis [Pneumonitis]
SOLUTION )
CMUH111- 2207GRCO |Followup Lower Respiratory
106. 2022/6/24 FOR ) 23| A
REC2-084 03409 15 Infection - COVID19
INJECTION ) )
infection [COVID-19]
STUDY)
(enfortumab
vedotin)
Injection;
Other Serious Criteria:
Medically Significant
#2) )
MOF syndrome [Multiple
ENFORTUMA )
organ dysfunction
B VEDOTIN
syndrome]
(3475 _
leukocytopenia
SOLUTION )
CMUH111- 2201UKROQ |Followup [Leukopenia]
107. 2022/1/26 FOR 1137 A
REC2-084 08643 17 Erythroderma [Dermatitis
INJECTION o _
exfoliative generalised]
STUDY)
Bullous dermatitis
(enfortumab .
) [Dermatitis bullous]
vedotin) ] ]
o Urinary tract obstruction
Injection; )
(on the left) [Urinary tract
obstruction]

112 # 02 * 15 p




S AP s fel

REF-F8LR ¢

ﬂ‘wm

-F-L-EZRY ?M&uﬁﬁ)
B £ MR | REH
o | FERT(FLANL ;F vRES 3 A R
)53 v W /199
#2)
ENFORTUMA
B VEDOTIN
(3475 " .
Pneumonitis [Pneumonitis]
SOLUTION ]
108 CMUH111- 2022/6/24 2207GRCO |Followup FOR Lower Respiratory 23l a
| REC2-084 03409 16 Infection - COVID19 ’
INJECTION | =
infection [COVID-19]
STUDY)
(enfortumab
vedotin)
Injection;
[R) Fai2d o
o FRIFARZ
# i
L33 S ES Ny FHEP B
[z 2142 ]
*E o ¥4 L« Tiragolumab
1. CMUH109-REC2-195 BN *E PPAFLYE 12022 F 47 22p 3 2022#10% 21 p
*W% ¥ L4 Atezolizumab
X XML HF 2022 & 57 18p 1 2022 # 11 % 17 P
[z 214p2 ]
*E o ¥4 L4 ¢ Tiragolumab
2. CMUH109-REC2-119 8 A8k *H PMIFLYF 2022 E 40 22p 3 2022# 100 21 p
*W% ¥ L4 Atezolizumab
*E XML HF 2022 & 57 18p 1 2022 # 11 % 17 P
[z 214p2 ]
IR EE e %% : PRM-151/RO7490677
. . *E rMHARLYREF 12021 067 18p 1 2021 & 12 % 17 p
- - TE 2
3. | CMUH110-REC2-027 1 [ % 2 pdns ]
*IR ke % # * PRM-151/RO7490677
*E rMHARLYEF 12021 & 127 18 p 1 2022 & 06 ¢ 17 p
[RaFr ]
4. CMUH104-REC2-150 4k 2 3 p B 12022 % 10 7 20 p
[ %FL5 4]
5. CMUH110-REC2-242 MuFes | %34t Version0.1
*pHp 12022 # 122 20 p
[z 2432 ]
6. CMUH110-REC2-208 ER-N *:2% &4 ¢4 Datopotamab deruxtecan (DS-1062a)
FE AMELHF 11 E05 2 17p 2 111 #1107 16
[z 214p2 ]
*E5% ¥4 ¢4 1 Enzalutamide
- - T 47 4
7. CMUH104-REC2-150 s *E pMHARLYRE 120212087 31p 1 2022 & 02% 28 p
[ 2442 ]
112 # 02 * 15 p % 43 F o ¥ 44 F
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S F-t-ERY- KB A EHRES(C RR)
2L
pn|  rpuww | PYIY
*R% & ¢4 Enzalutamide
* pMIFLYF 2022037 01 p 1 2022+ 08 % 30 F
[z#= 242 ]
8. | CMUH110-REC2-171 F AT | *RE% ¥ 4L Darolutamide
*E rMFELHF L1 E06 7 29p T 111 # 12 31 p
[z 21452]
9. CMUH109-REC2-017 9 AR | *H%REP LA MBG453
* pMIFLYF 2022047 01 p % 2022+ 09 % 30 F
[z 2BFL ] BN BREH
10. | CMUH103-REC2-029 L *:p5% ¥4 L4 Enzalutamide
* rMAFL YT 2020 082 31 p 1 2022 # 127 31§
[5°¢ wilsez a3 ] *¥E 4 : CC-220-NHL-001_Enroliment Pause
11. | CMUH110-REC2-147 #£4 % | Memo_Final_03NOV2022
*Faopdpr2022& 117 03P
[Tegpz2rigEt]
SUSAR Line Listing
12. | CMUH110-REC2-048 FAA | TRHRES L
BRI1-835 (VIR-2218) % BRII-179 (VBI-2601)
*E rMELHF L1 E07 P 01p X 111# 12 31 p
[z 21452]
13. | CMUH111-REC2-049 FLh | *@E%ER L4 VAYT36

*E rMAFA YR 12022 £ 040 01p 3 202209 % 30p

[LR])] FRAH -

FR-REPEFALR (%)

Bid o WEER (F)

# - #cg (20100 4)

iR

§
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