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REC3-116 08711 14 MAB o )
) lymphohistiocytosis]
(pembrolizumab
)
#1) MK-6482
#2)
CMUH111- 2309CHNO |Followup| PEMBROLIZU N »
16. 2023/9/19 myocarditis [Myocarditis] [ 1.2.3| A
REC3-116 08216 8 MAB
(pembrolizumab
)
#1) MK-6482
Diabetic ketoacidosis
#2) o _
[Diabetic ketoacidosis]
CMUH111- 2308CHNO |Followup| PEMBROLIZU
17. 2023/7/24 Fulminant type 1 diabetes | 1.2 [ A
REC3-116 00526 19 MAB ] ]
) [Fulminant type 1 diabetes
(pembrolizumab )
mellitus]
)
septic shock [Septic shock]
#1 ) MK-6482 Pulmonary infection
#2) [Pneumonia]
CMUH111- 2312CHNO |Followup| PEMBROLIZU | acute renal failure [Acute
18. 2023/10/27 ) o 12 | A
REC3-116 04504 4 MAB kidney injury]
(pembrolizumab | cytomegalovirus infection
) [Cytomegalovirus
infection]
#1) MK-6482
#2)
CMUH111- 2310KORO0 |Followup| PEMBROLIZU Hepatitis [Hepatitis]
19. 2023/10/6 ) ) 23 [ A
REC3-116 08039 9 MAB pneumonia [Pneumonia]
(pembrolizumab
)
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#1) MK-6482
#2)
CMUH111- 2312CHNO |Followup| PEMBROLIZU Septic shock [Septic
20. 2023/12/10 1231 A
REC3-116 05280 8 MAB shock]
(pembrolizumab
)
septic shock [Septic shock]
#1) MK-6482 Pulmonary infection
#2) [Pneumonia]
CMUH111- 2312CHNO |Followup| PEMBROLIZU | acute renal failure [Acute
21, 2023/10/27 ) o 23 | A
REC3-116 04504 5 MAB kidney injury]
(pembrolizumab | cytomegalovirus infection
) [Cytomegalovirus
infection]
#1) MK-6482
#2)
CMUH111- 2305ESPOO0 [Followup| PEMBROLIZU | myastheniform syndrome
22. 2023/5/5 ) 23 | A
REC3-116 8405 11 MAB [Myasthenic syndrome]
(pembrolizumab
)
#1) MK-6482
#2)
CMUH111- 2310KORO0 |Followup| PEMBROLIZU Hepatitis [Hepatitis]
23. 2023/10/6 ) ) 23 | A
REC3-116 08039 10 MAB pneumonia [Pneumonia]
(pembrolizumab
)
#1)
IRINOTECAN
(3475 o _
lung infection (bacteria)
SOLUTION ) )
CMUH112- 2307CHNO |Followup [Pneumonia bacterial]
24. 2023/6/30 FOR ) ) 123 A
REC3-002 03637 7 Respiratory failure
INJECTION Respi falure]
espiratory failure
STUDY) Pty

(irinotecan)

Injection
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25,

CMUH110-
REC3-102

2023/12/14

2312GBRO
06843

Initial

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Hospital acquired

Pneumothorax

[Pneumothorax]

pneumonia [Pneumonia]

1.3

26.

CMUH110-
REC3-102

2023/12/14

2312GBRO
06843

Followup
1

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Hospital acquired

Pneumothorax

[Pneumothorax]

pneumonia [Pneumonia]

1.3
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CMUH110- 2312GBRO |Followup CISPLATIN pneumonia [Pneumonia]

2023/12/14 (7902 STUDY)

REC3-102 06843 2 . . Pneumothorax
(Cisplatin)

Hospital acquired

o [Pneumothorax]
Injection

#3)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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28.

CMUH110-

REC3-102

2022/11/20

2212CHLO
03745

Followup
17

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5)
PREDNISONE
(PREDNISONE

)

Respiratory insufficiency
[Respiratory failure]
Pneumonitis [Pneumonitis]
Sepsis [Sepsis]
Nosocomial pneumonia

[Pneumonia]

1.3
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29.

CMUH110-

REC3-102

2022/11/20

2212CHLO
03745

Followup
18

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5)
PREDNISONE
(PREDNISONE

)

Respiratory insufficiency
[Respiratory failure]
Pneumonitis [Pneumonitis]
Sepsis [Sepsis]
Nosocomial pneumonia

[Pneumonia]

1.3
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#1) MK-7902
(lenvatinib
mesylate)
Capsule ) )
hepatic function abnormal
CMUH110- 2311CHNO |Followup #2) ) )
30. 2023/11/15 [Hepatic function 23 | A
REC3-102 08626 6 PEMBROLIZU
abnormal]
MAB
(pembrolizumab
) Solution for
injection
#1) MK-7902
(lenvatinib
mesylate)
Capsule poor oral intake
CMUH110- 2310KORO |Followup #2) [Hypophagia]
31. 2023/10/13 ) ) 13 A
REC3-102 07984 7 PEMBROLIZU | Dysphagia [Dysphagia]
MAB Pneumonia [Pneumonia]
(pembrolizumab
) Solution for
injection
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32.

CMUH110-
REC3-102

2023/12/14

2312GBRO
06843

Followup
3

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Hospital acquired

Pneumothorax

[Pneumothorax]

pneumonia [Pneumonia]

1.3

33.

CMUH110-
REC3-102

2023/12/14

2312GBRO
06843

Followup
4

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Hospital acquired

Pneumothorax

[Pneumothorax]

pneumonia [Pneumonia]

1.3
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#1) MK-7902
(lenvatinib
mesylate)
Capsule Pneumonia [Pneumonia]
” CMUH110- 2023/10/13 2310KORO0 |Followup #2) poor oral intake 3l A
REC3-102 07984 8 PEMBROLIZU [Hypophagia]
MAB Dysphagia [Dysphagia]
(pembrolizumab
) Solution for
injection
#1) MK-7902
(lenvatinib
mesylate)
Capsule Pneumonia [Pneumonia]
- CMUH110- 2023/10/13 2310KORO |Followup #2) poor oral intake 13 A
REC3-102 07984 9 PEMBROLIZU [Hypophagia]
MAB Dysphagia [Dysphagia]
(pembrolizumab
) Solution for
injection
#1) MK-7902
(lenvatinib
mesylate)
Capsule
36. CMURLLO- 2023/12/20 240LIPNOD Initial #) Diarrhea [Diarrhoea] 2.3 A
REC3-102 7621 PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
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37.

CMUH110-
REC3-102

2023/12/14

2401HUNO
06218

Followup
1

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

injection

Fatigue [Fatigue]

1.3

38.

CMUH110-
REC3-102

2023/12/14

2401HUNO
06218

Followup
2

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

injection

Fatigue [Fatigue]

1.3

39.

CMUH110-
REC3-102

2023/12/20

2401JPNOO
7621

Followup
1

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

injection

Colitis [Colitis]

2.3

40.

CMUH108-
REC3-162

2023/10/20

2023A2425
68

follow up
1

ACALABRUTI
NIB
/IRITUXIMAB

1.Sepsis

2.Pneumonia

1,2,
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ACALABRUTI )
CMUH108- 2023A2425follow up 1.Sepsis 1,2,
41. 2023/10/20 NIB ) A
REC3-162 68 2 2.Pneumonia 3
/RITUXIMAB
1,2,
3! 4!
7
CHLORAMBU | POTENTIAL HY'S LAW
CMUH108- 2021A6364 [follow up ] Impor
42. 2021/7/14 CIL (Suspected drug-induced A
REC3-162 12 7 tant
/IRITUXIMAB) liver injury) ]
medic
al
event
2,3,
5 7.
ACALABRUTI
1.Leukocytosis Impor
CMUH108- 2021A3253follow up NIB ]
43. 2021/4/12 2.Thrombocytopenia tant | A
REC3-162 67 7 /STUDY
3.Anaemia medic
PROCEDURE
al
event
2,3,
4, 7.
CHLORAMBU PROGRESSIVE Impor
CMUH108- 2021A6333|follow up
44, 2021/7/14 CIL PNEUMONIA tant | A
REC3-162 49 5 ) )
/RITUXIMAB) (Pneumonia) medic
al
event
ll 2l
3! 4l
7.
RITUXIMAB
CMUH108- 2021A6364 [follow up ACUTE LIVER INJURY |Impor
45, 2021/7/14 /CHLORAMBU A
REC3-162 12 8 CIL (Liver injury) tant
medic
al
event
113 203 * 07 p % 41 F > % 61 |
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2,3,
4,7:
RITUXIMAB Impor
CMUH108- 2021A6364 [follow up ACUTE LIVER INJURY
46. 2021/7/14 /CHLORAMBU S tant [ A
REC3-162 12 9 (Liver injury)
CIL medic
al
event
2,3,
1.THROMBOCYTOPENI | 5, 7:
RITUXIMAB A (Thrombocytopenia) |Impor
CMUH108- 2021A3253follow up )
47, 2021/4/12 /CHLORAMBU| 2.ANAEMIA (Anaemia) | tant | A
REC3-162 67 8
CIL 3.LEUKOCYTOSIS [medic
(Leukocytosis) al
event
2,3,
4,7:
RITUXIMAB PROGRESSIVE Impor
CMUH108- 2021A6333|follow up
48. 2021/7/14 /CHLORAMBU PNEUMONIA tant | A
REC3-162 49 6 ) )
CIL (Pneumonia) medic
al
event
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49.

CMUH110-
REC3-049

2022/8/20

2022-MOR
002217-CA

Follow

up 6

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Clostridial sepsis
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50.

CMUH110-

REC3-049

2023/1/13

2023-MOR
002929-TR

Follow

up 5

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de

PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI

N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Pneumonia,Febrile
(CYCLOPHOS [neutropenia,

Neutropenia

2,3
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51.

CMUH110-
REC3-049

2022/3/17

2022-MOR
001681-TH

Follow

up 9

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Pneumonia, Febrile

neutropenia

1,3
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52.

CMUH110-

REC3-049

2023/3/18

2023-MOR
003250-JP

Follow

up 3

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Interstitial lung disease

1,3
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53.

CMUH110-
REC3-049

2023/2/2

2023-MOR
003091-IT

Follow

up 3

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Dysarthria, Encephalitis,
Acute kidney injury

1,3
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54,

CMUH110-

REC3-049

2023/3/18

2023-MOR
003250-JP

Follow

up 4

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Interstitial lung disease

1,3
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#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab) ) )
4) Acute respiratory distress
_| syndrome, Pneumocystis
cyclophosphami § B ]
jirovecii pneumonia,
CMUH110- 2023-MOR| Follow de _ _
55. 2023/1/10 Sepsis, Intestinal 2,3 A
REC3-049 002915-PH| up5 | (CYCLOPHOS )
obstruction,
PHAMIDE)
Intra-abdominal
#4 ) doxorubicin
haematoma
(DOXORUBICI
N)
#5) vincristine
(VINCRISTINE
)
#6)

Prednisolone

(Prednisolone)
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#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
CMUH110- 2023-MOR| Follow de
56. 2023/2/17 Neutropenia 2,3 A
REC3-049 003124-US| up8 |(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)
#5) vincristine
(VINCRISTINE
)
#6)
Prednisolone
(Prednisolone)
CMUH111- 2023A2622 Blinded for LUNG INFECTION
57. 2023/11/16 Initial 2 A
REC3-077 51 Investigator (Pneumonia)
CMUH111- 2023A2290(follow up| Blinded for ]
58. 2023/9/29 ) Thrombocytopenia 2,3 A
REC3-077 74 3 Investigator
CMUH111- 2023A2622 [follow up| Blinded for LUNG INFECTION
59. 2023/11/16 ) ) 2 A
REC3-077 51 1 Investigator (Pneumonia)
2,3,
7:1mp
) RANSIENT ISCHEMIC
CMUH111- 2023A1772|follow up| Blinded for ) ortant
60. 2023/8/1 ATTACK (Transient A
REC3-077 14 4 Investigator ) ) medic
ischaemic attack) |
a
event

113 # 03 * 07 p
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_ LIVER DYSFUNCTION
CMUH111- 2023A1484|follow up| Blinded for ) )
61. 2023/6/25 ) (Hepatic function 2,3 A
REC3-077 90 2 Investigator
abnormal)
CMUH111- 2023A2622 [follow up| Blinded for LUNG INFECTION
62. 2023/11/16 ) ) 2 A
REC3-077 51 2 Investigator (Pneumonia)
SYMPTOMATIC
CMUH111- 2023A2222 [follow up| Blinded for
63. 2023/9/19 HYPONATREMIA 2,3 A
REC3-077 99 1 Investigator )
(Hyponatraemia)
CMUH111- 2024A0024 [follow up| Blinded for MYOCARDITIS
64. 2023/12/22 ) N 1,3 A
REC3-077 35 1 Investigator (Myocarditis)
CMUH111- 2024A0024 [follow up| Blinded for MYOCARDITIS
65. 2023/12/22 ) N 1,3 A
REC3-077 35 2 Investigator (Myocarditis)
CMUH111- 2023A1123|follow up| Blinded for . 1,2,
66. 2023/5/7 COLITIS (Colitis) A
REC3-077 78 6 Investigator 3
CMUH107- 2024A0187 Blinded for PNEUMONITIS
67. 2024/1/15 Initial ) N 2,3 A
REC3-175 55 Investigator (Pneumonitis)
CMUH107- 2024A0187 [follow up| Blinded for PNEUMONITIS
68. 2024/1/15 ) N 2,3 A
REC3-175 55 1 Investigator (Pneumonitis)
CMUH109- 2022A2956 [follow up| Blinded for )
69. 2022/8/22 Neutropenia 2,3 A
REC3-160 00 5 Investigator
CMUH109- 2022A0895 [follow up| Blinded for [ESOPHAGEAL FISTULA
70. 2022/2/8 ) ) 1,3 A
REC3-160 03 7 Investigator (Oesophageal fistula)
CMUH109- 2023A2290(follow up| Blinded for
71. 2023/9/30 Pneumonia 1,31 A
REC3-160 77 2 Investigator
TRACHEOESOPHAGEA
CMUH109- 2022A1531 [follow up| Blinded for L FISTULA (Acquired
72. 2022/2/22 ] 2,3 A
REC3-160 20 10 Investigator tracheo-oesophageal
fistula)
CMUH109- 2023A1962 Blinded for
73. 2023/8/23 Initial ] Cardiac arrest 1 A
REC3-160 89 Investigator
CMUH109- 2022A0114 |follow up| Blinded for | UNEXPLAINED DEATH
74. 2022/1/2 ) 1 A
REC3-160 08 3 Investigator (Death)
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1,3,
7:
) INTERSTITIAL Impor
CMUH109- | 2023/9/UN |2023A2059 |follow up| Blinded for
75. ) PNEUMONIA (Interstitial | tant | A
REC3-160 K 55 3 Investigator . ]
lung disease) medic
al
event
MYELODYSPLASIA
CMUH109- 2022A3260(follow up| Blinded for )
76. 2022/9/13 (Myelodysplastic L3 A
REC3-160 47 1 Investigator
syndrome)
1.ESOPHAGOPLEURAL
FISTULA
CMUH109- 2023A1538|follow up| Blinded for )
77. 2023/7/3 ] (Oesophagopleural fistula) [ 2,3 | A
REC3-160 08 5 Investigator
2.HYPOTENSION
(Hypotension)
CMUH109- 2024A0034 Blinded for | UNEXPLAINED DEATH
78. 2023/9/9 Initial ) 1 A
REC3-160 08 Investigator (Death)
CMUH109- 2023A2029(follow up| Blinded for [ESOPHAGEAL FISTULA
79. 2023/8/10 ] ) 2,3 A
REC3-160 62 2 Investigator (Oesophageal fistula)
PERFORATION OF
UPPER ESOPHAGEAL
MASS WITH
) EXTENSION TO SOFT
CMUH109- 2021A7702(follow up| Blinded for
80. 2021/10/10 TISSUESTOWARDS | 2,3 A
REC3-160 85 6 Investigator
THE RIGHT ANTERIOR
AND LEFT POSTERIOR
CERVICAL REGION.
(OCesophageal perforation)
1,3,
I
) Impor
CMUH109- 2021A8826 [follow up| Blinded for PNEUMONITIS
81. 2021/12/11 ) - tant | A
REC3-160 86 5 Investigator (Pneumonitis) ]
medic
al
event
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CMUH109- 2022A0895[follow up| Blinded for |ESOPHAGEAL FISTULA
82. 2022/2/1 ) ) 1,3 A
REC3-160 03 8 Investigator (Oesophageal fistula)
1.ESOPHAGEAL
FISTULA (Oesophageal
CMUH109- 2023A1387 follow up| Blinded for .
83. 2023/6/12 fistula) 1,3 A
REC3-160 26 1 Investigator
2.UNEXPLAINED
DEATH (Death)
CMUH109- 2024A0148 Blinded for | UNEXPLAINED DEATH
84. 2024/117 Initial ) 1 A
REC3-160 39 Investigator (Death)
1.RADIATION
OESOPHAGITIS
(Radiation oesophagitis)
2.NEUTROPENIA
CMUH109- 2022A2127|follow up| Blinded for )
85. 2022/5/30 ] (Neutropenia) 2,3 | A
REC3-160 89 8 Investigator
3.LYMPHOCYTE
COUNT DECREASED
(Lymphocyte count
decreased)
1.RADIATION
OESOPHAGITIS
(Radiation oesophagitis)
) 2.NEUTROPENIA
CMUH109- 2022A2127 |follow up| Blinded for )
86. 2022/5/30 ) (Neutropenia) 2,3 A
REC3-160 89 9 Investigator
3.LYMPHOCYTE
COUNT DECREASED
(Lymphocyte count
decreased)
DEUCRAVACI
CMUH110- BMS-2021- Diverticulitis intestinal
87. 2021/10/1 follow up TINIB; 2.3 A
REC3-163 107007 perforated; Peritonitis
APREMILAST
DEUCRAVACI
CMUH110- BMS-2021- Diverticulitis intestinal
88. 2021/10/1 follow up TINIB; 2.3 A
REC3-163 107007 perforated; Peritonitis
APREMILAST
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1,2,
1.TYPE 2 DIABETES 3,
) (Type 2 diabetes mellitus) |7:Imp
CMUH109- 2023A1940 (follow up| Blinded for
89. 2023/5/24 ) 2.VASCULAR ULCER [ortant| A
REC3-104 78 2 Investigator
WITH INFECTIOUS  |medic
PROCESS (Skin ulcer) al
event
1,2,
1.VASCULAR ULCER 3,
WITH INFECTIOUS  [7:Imp
CMUH109- 2023A1940|follow up| Blinded for .
90. 2023/5/24 ] PROCESS (Skin ulcer) |ortant| A
REC3-104 78 3 Investigator )
2.TYPE 2 DIABETES [medic
(Type 2 diabetes mellitus) | al
event
2,3,
1.VASCULAR ULCER
7:1mp
) WITH INFECTIOUS
CMUH109- 2023A1940(follow up| Blinded for ] ortant
91. 2023/5/24 ) PROCESS (Skin ulcer) A
REC3-104 78 4 Investigator medic
2.TYPE 2 DIABETES I
a
(Type 2 diabetes mellitus)
event
1.ACUTE KIDNEY
FAILURE BLOOD
CULTURE RESULTS
WERE KLEBSIELLA | 1,2,
PNEUMONIAE AND 3,
) ENTEROCOCCUS 7:Imp
CMUH109- 2023A0735(follow up| Blinded for )
92. 2023/3/22 ) FAECALIS (Acute kidney |ortant| A
REC3-104 57 6 Investigator o )
injury) medic
2.UROSEPSIS (THE al
PATIENT WAS NOT  [event
TREATED
FOR THIS AE)
(Urosepsis)

113 # 03 * 07 p




Hﬁl?% ?“'ﬁ&?f’d—%»ﬁ LR S EES EES N
-F- ERFZXBAEBEE(C 2R
)3 X >R | RE A
AE L | L P T RE R PAEE 5| R
B 2 s &
1.UROSEPSIS (THE
PATIENT WAS NOT
TREATED FOR THIS AE)
THE PATIENT WAS NOT Lo
TREATED DUE TO THIS 3 ’
AE (Urosepsis) '
7:1Imp
CMUH109- 2023A0735(follow up| Blinded for 2.ACUTE KIDNEY
93. 2023/3/22 ortant| A
REC3-104 57 7 Investigator FAILURE BLOOD i
medic
CULTURE RESULTS I
a
WERE KLEBSIELLA
event
PNEUMONIAE AND
ENTEROCOCCUS
FAECALIS (Acute kidney
injury)
1.Hyperglycaemia
CMUH109- 2023A0180(follow up| Blinded for
94, 2023/1/19 2.Drug eruption L3 A
REC3-104 34 7 Investigator ]
3.Sepsis
CMUH109- 2023A2582 [follow up| Blinded for [ UNEXPLAINED DEATH
95. 2023/11/13 ) 1 A
REC3-104 87 1 Investigator (Death)
1,2,
31
: : . 7:lmp
CMUH109- 2023A0735(follow up| Blinded for 1.Acute kidney injury
96. 2023/3/22 ) ) ortant| A
REC3-104 57 8 Investigator 2.Urosepsis )
medic
al
event
CMUH109- 2023A2753 - Blinded for Acute myocardial
97. 2023/12/3 Initial 1 A
REC3-104 47 Investigator infarction
CMUH109- 2023A2753follow up| Blinded for
98. 2023/11/30 Myocardial infarction 1 A
REC3-104 47 1 Investigator
CMUH109- 2023A2753follow up| Blinded for
99. 2023/11/30 Myocardial infarction 1 A
REC3-104 47 2 Investigator
CMUH109- 2023A2753follow up| Blinded for o ]
100. 2023/11/30 ] Myocardial infarction 1 A
REC3-104 47 3 Investigator
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1,2,
3,4,
) ] 7:Imp
CMUH109- 2021A7318|follow up| Blinded for 1.Septic shock
101. 2021/9/16 ) ) ortant| A
REC3-104 78 5 Investigator 2. Hyperglycaemia ]
medic
al
event
CMUH109- 2024A0124 Blinded for KETOACIDOSIS
102. 2024/1/13 Initial ) o 2,31 A
REC3-104 60 Investigator (Ketoacidosis)
1. MULTIPLE
OCCURRENCES OF
WHITE BLOOD
ACP-196/Placeb| CELL DECREASED
CMUH106- 2023A0859| Follow 0, 2. NEUTROPHIL COUNT
103. 2023/4/10 ) 23| A
REC3-039 04 Up 4 | Bendamustine, DECREASED
Rituximab 3. MULTIPLE
OCCURRENCES OF
PLATELET COUNT
DECREASED
CMUH106- 2023A2652
104. 2023/11/18 Initial N/A Death 1 A
REC3-039 06
1. MULTIPLE
OCCURRENCES OF
AGRANULOCYTOSIS
WITH INFECTION
ACP-196/Placeb
2. MULTIPLE
CMUH106- 2021A8212( Follow 0,
105. 2023/11/19 ) OCCURRENCESOF ]123| A
REC3-039 52 Up6 Bendamustine,
o RESPIRATORY
Rituximab
FAILURE
3. MULTIPLE
OCCURRENCES OF
BRONCHIAL ASTHMA
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ACP-196/Placeb
CMUH106- 2022A1929( Follow 0,
106. 2022/4/1 SEPSIS 1 A
REC3-039 01 Up 2 Bendamustine,
Rituximab
CMUH106- 2019SE909| Follow
107. 2019/6/20 N/A SEPTIC SHOCK 23| A
REC3-039 25 Upl
1. ACUTE KIDNEY
FAILURE/WORSENING
ACUTE
KIDNEY FAILURE
CMUH106- 2022A2145| Follow 2. MULTIPLE
108. 2022/6/6 N/A 131 A
REC3-039 51 Up9 OCCURENCES OF
COVID19
PNEUMONIA/WORSENI
NG OF COVID19
PNEUMONIA
CMUH106- 2023A2652| Follow 1. DEATH
109. 2023/10/28 N/A 131 A
REC3-039 06 Upl 2. COVID-19 INFECTION
1. ACUTE KIDNEY
FAILURE/WORSENING
ACUTE
KIDNEY FAILURE
CMUH106- 2022A2145( Follow 2.COVID19
110. 2022/6/6 N/A 131 A
REC3-039 51 Up 10 PNEUMONIA
3.ACUTE
RESPIRATORY
SYNDROME DUE TO
COVID-19
1. COVID-19 INFECTION
CMUH106- 2020SE933| Follow 2. LUNG
111. 2020/7/21 N/A 131 A
REC3-039 05 Up 2 INSUFFICIENCY BY
COVID-19
CMUH106- 2020SF015| Follow
112. 2020/7/30 N/A COVID-19 PNEUMONIA| 1,3 | A
REC3-039 63 Up5
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2020/7/27

2020SF015

63

Follow
Up6

N/A COVID-19 PNEUMONIA| 2,3
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CMUH110-REC3-034

g
|~

7

[ < 2H4F2 ]

*E%kE 5 LA Imetelstat
*% pMIFL MR 2022 £ 050 11 p
p
HpiE v #
-DSUR 12_11May2022 to 10May2023
-Imetelstat 6 Monthly SUSAR Line Listing Repotr
11-Nov-2022 to 10-May-2023
-Imetelstat 6 Monthly SUSAR Line Listing Repotr
11-May-2023 to 10-Nov-2023

32023 & 11 * 10

CMUH111-REC3-118

-
~
9

St

[ 28 % >pHp2]
*Eo% ¥4 L AL - ChAdOXx1-HBV
DHELHEF 11 E122 09p 3 112 & 12 08

p

CMUH110-REC3-163

M iE R

(EEIIEYE 2D

*:Rk% ¥ L4 1 BMS-986165 (Deucravacitinib)

*F rPFLHPF 1122037 23p 3 112 % 09 7 22
P

CMUH112-REC3-011

o
\\H\-

&

(% 21482]
*Eo%k ¥4 LA 0 GSK3228836
1. INDSR CN2023157415 Follow-up GSK3228836
(Bepirovirsen) 05 Dec 2023
2. INDSR CN2023157415 Follow-up GSK3228836
(Bepirovirsen) 18 Dec 2023

CMUH111-REC3-213

[z 2p42]
#E ® 4 ARV-471 (PF-07850327)
F MR AHRY2023 & 06 ¢ 07 p-2023 & 12 % 06 p

CMUH107-REC3-112 L} 2

[ 2idp4 ]
Féﬁé%é'ﬂn % # + Ozanimod
MR AHHF 2023252 20p 1 2023 # 11 ° 19
P (Investigator Semi-Annual, Suspected, Unexpected, Serious
Adverse Reaction Report (6-month SUSAR Line Listing))
[ DSMB -3 )
*AkGEp 112 £ 120 6P

CMUH107-REC3-113 L}

[ % 2142 ]

*E 5% ¥4 LA 1 Ozanimod
*F rMAFLHEF 202357 20p 3 2023 & 11 7 19
P (Investigator Semi-Annual, Suspected, Unexpected, Serious
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Adverse Reaction Report (6-month SUSAR Line Listing))
[DSMB -2 i ]
*AxipEpd t112E 127 6

CMUH107-REC3-114

(2% 2P+ ]
*ES%E A LA - Ozanimod
*F rMAFLHEF 202357 20p 3 2023 & 11 7 19
p (Investigator Semi-Annual, Suspected, Unexpected, Serious
Adverse Reaction Report (6-month SUSAR Line Listing))
[DSMB -3 4]
*AREEp ) t112& 122 6P

CMUH109-REC3-013

T
|~
I

[z =% 2142 ]

*R B E ¥ LA ¢ Venetoclax

*E rMEARL MR 1122052 29p 3 112 & 11 % 28
2

10.

CMUH109-REC3-123

LS
i~
ok

[z =% 2442 ]

*ush B 4 AL AINAST

*E pMEARL MR 12023 £ 047 01p 3 2023 & 09 *
30 p

11.

CMUH110-REC3-025

CEEEE |
*:x5% H 4 4 4L © SAR440340(Itepekimab)
X RPEELHEF
2021 & 07 » 18 p
2022 & 07 ¥ 18 p
2021 & 07 » 18 p
2022 & 01 7 18 p
2022 & 07 ¥ 18 p
2023 & 01 7 18 p
2023 & 07 ¥ 18 p

2022 & 07 * 17
2023 # 07 * 17
2022 = 01 * 17
2022 & 07 * 17
2023 # 01 * 17
2023 # 07 * 17
2024 # 01 * 17

(DSUR 6th)
(DSUR 7th)
(SASR 8th)

(SASR 9th)

(SASR 10th)
(SASR 11th)
(SASR 12th)

2 S~ S n S A n B An B A R A |

[ S S S O S =

12.

CMUH109-REC3-160

MGl

[ 2142 ]

*:&% % ¢ 4L : Durvalumab (MEDI4736)

*F rPELHPF 1122057 01p 2 112 # 107 31
P

13.

CMUH112-REC3-129

[ =% 2444 ]

RS E P LAE T A425
*E rMIEL W 12023 & 017 10 p
09 p (6 i * SUSAR Line-Listing)

[ 8% 2432 ]

R E P LAE T A425
*g IR HR 12022 & 07 % 10p
09 p (DSUR)

[z 2444 ]
*Eok ¥ LA LBL-007
*E pMAFL W 2023 F 022 13 p 3 2023 F 08
12 p (6  * SUSAR Line-Listing)
(2% 2pdp4 ]
*Eo%k ¥ LA 0 LBL-007
*% pMHIFL MR 2022 08 13 p
12 p (DSUR)

(2% 2pdp4 ]
R EY L ALY

2024 &= 01 *

ey

2023 & 07 *

ey

2023 & 08 *

|
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R * ¢ i";i #EPF

L rMARLWYEF 2022F 122 26 p 3 2023 F 127
25 p (6 1 * SUSAR Line-Listing)

(G IEIEIEE S |

R ELS L ALY

L rMIRLWYF 2022F 127 26 p 3 2023 F 127
25 p (DSUR)

[ % 2142 ]
*#E% E LA ¢ Blinatumomab

DHIFLWHF 2023 F 072 01 p 2 2023 & 12 % 31
P

14. | CMUH110-REC3-237

g
|-
I

(2% 21404 ]
Féﬁé%%#ﬂ . # : Osimertinib (AZD9291)
TMIFLPHPEF Ll E 112 13p 2 112# 050 12

B

[z % 21k 2]

*E ok ¥4 LA - Osimertinib (AZD9291)
*E rMEIFLPHPRF 122050 13p 2 112# 110 12
2

15. | CMUH107-REC3-103 LAt

(=% 244r4 ]
16. | CMUH111-REC3-065 0 ARR | *ESkF 4 4L Bemarituzumab
*E APFLYPEF 2023277 1p 32023127 31p

[ =% 2444 ]
*Eok 5 LA INJ-61186372 (amivantamab)
* rMHAFL MR 2023 5% 21 p 3 2023 & 11 % 20
p

[z#= 2142 ]

*Eok F4 LAL  INJ-73841937 (lazertinib, YH25448)

THAFLWYE 202357 21 p & 2023 & 11 % 20

p

17. | CMUH109-REC3-168 A

(e % 2PBF2]

DSUR #7 with 1B_15Jun2023

*E% & LA H3B-8800

*H rMFLHF L1 E047 29p % 112 %047 28
2

(e % 2B 2]

SUSAR Line Listing_29Apr2023_280ct2023

*E ok ¥4 LA - H3B-8800

*H rMFLHF 1122042 29p 3 112+ 10 " 28
2

[ # # ] H3B-8800-G000-101_Insurance
Certificate_Taiwan_exp31Jul2024

RF LR ReEP

e 111+ 102 01 pae£ 3 1132072 31 p

18. | CMUH111-REC3-218

g
|~
I

(k] B L1 4 -
FR-RFPEATR (%)

E8E - WEER (%)
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