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#1 ) MK-3475
Study (Code not
broken)
#2) Hepatic failure [Hepatic
ENZALUTAMI failure]
CMUH108- 2005ARGO |Followup| DE (3475 SEPTIC SHOCK [Septic A

1. 2020/5/17 1.3
REC3-098 06907 29 SOLUTION shock]

FOR HYPOKALEMIA
INJECTION [Hypokalaemia]
STUDY)
(enzalutamide)

Capsule

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
, CMUH108- 2022/8/18 2208DEUO |Followup DE (3475 undefined organ system A
REC3-098 08773 5 SOLUTION failure [Organ failure]
FOR
INJECTION
STUDY)

(enzalutamide)

Capsule
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CMUH108-
REC3-058

2022/7/27

2208ESP00
0831

Followup

8

#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Docetaxel)
Solution for

injection

Respiratory insufficiency

[Respiratory failure]

23

CMUH108-
REC3-058

2022/7/27

2208ESP00
0831

Followup

9

#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Docetaxel)

Solution for

injection

Respiratory insufficiency

[Respiratory failure]

23
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CMUH108-
REC3-058

2020/3/11

2003USA0
05668

Followup

19

#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Docetaxel)
Solution for

injection

Diverticular perforation

[Diverticular perforation]

23

CMUH108-
REC3-058

2022/7/27

2208ESP00
0831

Followup

10

#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Docetaxel)

Solution for

injection

Respiratory insufficiency

[Respiratory failure]

23
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CMUH110-
REC3-102

2022/10/2

2210ARGO
01018

Fol

lowup

1

OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Respiratory infection
[Respiratory tract

infection]

1.3

CMUH110-
REC3-102

2022/10/28

2211CHNO
00638

Initial

#3)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Diarrhea [Diarrhoea]

23

CMUH110-
REC3-102

2022/10/2

2210ARGO
01018

Followup

2

#3)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Respiratory infection
[Respiratory tract

infection]

1.3
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10.

CMUH110-
REC3-102

2022/10/28

2211CHNO
00638

Followup

1

OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Diarrhea [Diarrhoea]

23

11.

CMUH110-
REC3-102

2022/10/2

2210ARGO
01018

Followup

3

#3)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Respiratory infection

[Respiratory tract

infection]

1.3
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12.

CMUH110-
REC3-102

2022/11/11

2211HUNO
04599

Fol

lowup

3

OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)

Injection

Malignant neoplasm

progression [Malignant

neoplasm progression]|

1.3

13.

CMUH110-
REC3-102

2022/10/27

2211CHNO
00638

Followup

2

#3)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Diarrhea [Diarrhoea]

1.23
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14.

CMUH110-
REC3-102

2022/10/27

2211CHNO
00638

Followup

3

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Diarrhea [Diarrhoea]

1.23

15.

CMUH110-
REC3-102

2022/11/13

2211CHLO
05033

Followup

4

#3)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

pneumonia COVID-19
[COVID-19 pneumonia]

1.3

16.

CMUHI111-
REC3-091

2022/11/12

981519

Initial

Blinded
Semaglutide
(Placebo Tablet)
Tablet, 3, 7, 14

mg

metabolic acidosis

1,7:
Medi
cally
Signif|

icant

112 # 01 * 12 p
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1,3,
Blinded
7:
Semaglutide
CMUHI111- Follow-u Medi
17. 2022/11/12 | 981519 (Placebo Tablet) metabolic acidosis A
REC3-091 pl cally
Tablet, 3, 7, 14
Signif]
mg
icant
Meconium aspiration,
CMUHI110- PH2021192| Follow RSVPreF3 Death neonatal, Neonatal
18. 2021/9/7 1 A
REC3-017 846 up 1 vaccine sepsis, Newborn persistent
pulmonary hypertension
CMUH110- BD2022048| Follow RSVPreF3 Death neonatal
19. 2022/2/24 1 A
REC3-017 726 up 3 vaccine Neonatal sepsis
Biotinidase deficiency,
Hemangioma,
Hyperbilirubinaemia
CMUH110- PH2022072| Follow RSVPreF3 neonatal, Intraventricular
20. 2022/3/11 1 A
REC3-017 018 up 8 vaccine hemorrhage grade I1I,
Neonatal respiratory
distress syndrome,
Premature birth
Biotinidase deficiency,
Hemangioma,
Intraventricular
hemorrhage grade III,
CMUH110- PH2022072| Follow RSVPreF3
21. 2022/3/11 Premature birth, 1 A
REC3-017 018 up 9 vaccine
Hyperbilirubinaemia
neonatal, Neonatal
respiratory distress
syndrome
Congenital pneumonia,
CMUH110- BD2022048| Follow RSVPreF3 Small for gestational age,
22, 2022/1/14 1 A
REC3-017 724 up 4 vaccine Perinatal asphyxia, Death
neonatal
CMUH110- BD2022048| Follow RSVPreF3 Death neonatal
23. 2022/2/24 1 A
REC3-017 726 up 4 vaccine Neonatal sepsis
112 # 01 * 12 p % 37 % B3 |
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Brachial plexus injury,
Death neonatal, Transitory
CMUHI110- PA2021202(| Follow RSVPreF3 tachypnea of newborn,
24, 2021/9/23 1 A
REC3-017 171 up 4 vaccine Neonatal aspiration,
Neonatal hypoglycemia,
Neonatal jaundice
Death neonatal, Premature
CMUH110- BD2022048| Follow RSVPreF3 birth, Birth weight low,
25, 2022/3/7 1 A
REC3-017 751 up 6 vaccine Neonatal sepsis,
Pneumonia
CMUHI110- PA2021233| Follow RSVPreF3 Death neonatal,
26. 2021/11/12 1 A
REC3-017 953 up 2 vaccine Subarachnoid hemorrhage
CMUH110- PA2021233| Follow RSVPreF3 Death neonatal,
27. 2021/11/12 1 A
REC3-017 953 up 3 vaccine Subarachnoid hemorrhage
CMUH110- 2022-06015 Sacituzumab
28. 2022/10/14 Initial Septic Shock 2 A
REC3-217 99 Govitecan
CMUH109- LIFE THREATENING
29. 2022/10/30 | 3210935 | Initial R0O0247506 23| A
REC3-081 PULMONARY SEPSIS
CMUH109- Follow FATALPULMONARY
30. 2022/10/30 | 3210935 R0O0247506 3] A
REC3-081 up 1 SEPSIS
follow
1) amivantamab
CMUH109- 202111560 up
31. 2022/11/17 2) MYOCARDIAL INJURY | 23 A
REC3-168 15(11) [(downgra
LAZERTINIB
de)
1) amivantamab
CMUH109- 202201545 [follow up
32. 2022/1/26 2) CARDIAC ARREST 12 A
REC3-168 73(3) 3
OSIMERTINIB
follow
1) amivantamab 1)RESPIRATORY
CMUH109- 202208650 up
33. 2022/8/19 2) FAILURE 23 A
REC3-168 40(10) |(downgra
LAZERTINIB 2)FATIGUE
de)
follow
1) amivantamab 1)RESPIRATORY
CMUH109- 202208650 up
34. 2022/8/19 2) FAILURE 23 A
REC3-168 40(12) |(downgra
&) LAZERTINIB 2)FATIGUE
e
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1) amivantamab REDUCED LEFT
CMUH109- 202211375 [follow up
35. 2022/11/14 2) VENTRICULAR 2 A
REC3-168 63(1) 1
OSIMERTINIB | EJECTION FRACTION
follow
1) amivantamab
CMUH109- 202111560 up PULMONARY
36. 2021/11/17 2) 23 A
REC3-168 15(13) |(downgra EMBOLISM
LAZERTINIB
de)
#1 Blinded
CMUH109- 202100049 | Follow-u
37. 2021/5/15 Therapy, #2 Unexplained death 1 A
REC3-177 6 p4
Blinded Therapy
#1 Blinded
CMUH109- 202100049 | Follow-u
38. 2021/5/15 Therapy, #2 Unexplained death 1 A
REC3-177 6 p5
Blinded Therapy
#1 Blinded
CMUH109- 202100070
39. 2021/6/28 Initial Therapy, #2 Hypokalemia 2,3 A
REC3-177 3
Blinded Therapy
#1 Blinded
CMUH109- 202100107 [ Follow-u
40. 2021/9/30 Therapy, #2 Dehydration 2,3 A
REC3-177 9 p4
Blinded Therapy
#1 Blinded
CMUH109- 202100107 | Follow-u
41. 2021/9/30 Therapy, #2 Dehydration 2,3 A
REC3-177 9 ps
Blinded Therapy
#1 Blinded
CMUH109- 202100107 [ Follow-u
42. 2021/9/30 Therapy, #2 Dehydration 2,31 A
REC3-177 9 po
Blinded Therapy
#1 Blinded
CMUH109- 202100107 [ Follow-u
43. 2021/9/30 Therapy, #2 Dehydration 2,31 A
REC3-177 9 p7
Blinded Therapy
Sepsis with respirator
#1 Blinded P P Y
CMUH109- 202100114 | Follow-u focus; Pneumonia (left
44, 2021/10/16 Therapy, #2 2,3 A
REC3-177 6 p3 upper lung lobe lingula);
Blinded Therapy
Anterior heart infart
112 # 01 * 12 p % 39 F > x 53 F
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Sepsis with respiratory
#1 Blinded focus; Pneumonia (left
CMUH109- 202100114 [Follow-u
45, 2021/10/16 Therapy, #2 upper lung lobe lingula); | 2,3 [ A
REC3-177 6 p4
Blinded Therapy| Anterior heart infart; Right
vascular brain accident
Sepsis with respiratory
#1 Blinded focus; Pneumonia (left
CMUH109- 202100114 [ Follow-u 1,2,
46. 2021/10/16 Therapy, #2 upper lung lobe lingula); A
REC3-177 6 ps 3
Blinded Therapy| Anterior heart infart; Right
vascular brain accident
Sepsis with respiratory
#1 Blinded focus; Pneumonia (left
CMUH109- 202100114 [ Follow-u
47. 2021/10/16 Therapy, #2 upper lung lobe lingula); | 2,3 [ A
REC3-177 6 po6
Blinded Therapy| Anterior heart infart; Right
vascular brain accident
Sepsis with respiratory
#1 Blinded focus; Pneumonia (left
CMUH109- 202100114 [ Follow-u
48. 2021/10/16 Therapy, #2 upper lung lobe lingula); | 2,3 [ A
REC3-177 6 p7
Blinded Therapy| Anterior heart infart; Right
vascular brain accident
Sepsis with respiratory
#1 Blinded focus; Pneumonia (left
CMUH109- 202100114 | Follow-u
49. 2021/10/16 Therapy, #2 upper lung lobe lingula); | 2,3 [ A
REC3-177 6 p8
Blinded Therapy| Anterior heart infart; Right
vascular brain accident
Sepsis with respiratory
#1 Blinded focus; Pneumonia (left
CMUH109- 202100114 | Follow-u
50. 2021/10/16 Therapy, #2 upper lung lobe lingula); | 2,3 [ A
REC3-177 6 po9
Blinded Therapy| Anterior heart infart; Right
vascular brain accident
#1 Blinded
CMUH109- 202200000
51. 2021/12/31 Initial Therapy, #2 Pneumonia L3] A
REC3-177 2
Blinded Therapy
112 # 01 * 12 p % 40 F > % 53 F
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#1 Blinded
CMUH109- 202200000 [ Follow-u
52. 2021/12/31 Therapy, #2 Pneumonia L3] A
REC3-177 2 pl
Blinded Therapy
#1 Blinded
CMUH109- 202200008 Subacute febrile
53. 2022/1/21 Initial Therapy, #2 2 A
REC3-177 9 respiratory distress
Blinded Therapy
#1 Blinded
CMUH109- 202200008 [ Follow-u Subacute febrile
54. 2022/1/21 Therapy, #2 2 A
REC3-177 9 pl respiratory distress
Blinded Therapy
#1 Blinded
CMUH109- 202200009
55. 2022/1/17 Initial Therapy, #2 Pneumopathy L3] A
REC3-177 1
Blinded Therapy
#1 Blinded
CMUH109- 202200009 | Follow-u Hypoxemic Bilateral
56. 2022/1/17 Therapy, #2 L3 A
REC3-177 1 p3 Pneumopathy
Blinded Therapy
#1 Blinded
CMUH109- 202200009 | Follow-u Hypoxemic Bilateral
57. 2022/1/17 Therapy, #2 L3 A
REC3-177 1 p4 Pneumopathy
Blinded Therapy
#1 Blinded
CMUH109- 202200024 Dysphagia; Massive
58. 2022/2/19 Initial Therapy, #2 L3] A
REC3-177 3 Hemoptysis
Blinded Therapy
#1 Blinded
CMUH109- 202200024 | Follow-u Dysphagia; Massive
59. 2022/2/19 Therapy, #2 L3 A
REC3-177 3 pl Hemoptysis
Blinded Therapy
#1 Blinded
CMUH109- 202200024 | Follow-u Dysphagia; Massive
60. 2022/2/19 Therapy, #2 L3 A
REC3-177 3 p2 Hemoptysis
Blinded Therapy
#1 Blinded
CMUH109- 202200024 [ Follow-u Dysphagia; Massive
61. 2022/2/19 Therapy, #2 L3 ] A
REC3-177 3 p3 Hemoptysis
Blinded Therapy
#1 Blinded
CMUH109- 202200024 | Follow-u Dysphagia; Massive
62. 2022/2/19 Therapy, #2 L3 A
REC3-177 3 p4,5 Hemoptysis
Blinded Therapy
112 # 01 * 12 p % 41 7 > % 53 |
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#1 Blinded
CMUH109- 202200024 | Follow-u Dysphagia; Massive
63. 2022/2/19 Therapy, #2 L3 A
REC3-177 3 po6 Hemoptysis
Blinded Therapy
#1 Blinded
CMUH109- 202200029
64. 2021/10/10 Initial Therapy, #2 Sepsis L3] A
REC3-177 8
Blinded Therapy
#1 Blinded
CMUH109- 202200029 | Follow-u
65. 2021/10/10 Therapy, #2 Sepsis L3] A
REC3-177 8 pl
Blinded Therapy
#1 Blinded | Hypoxic cardiorespirato
CMUH109- 202200037 P prseLy
606. 2022/3/12 Initial Therapy, #2 arrest on active 2,31 A
REC3-177 0
Blinded Therapy| oropharyngeal bleeding
#1 Blinded | Hypoxic cardiorespiratory
CMUH109- 202200037 [ Follow-u
67. 2022/3/12 Therapy, #2 arrest on active 2,31 A
REC3-177 0 pl
Blinded Therapy| oropharyngeal bleeding
#1 Blinded | Hypoxic cardiorespiratory
CMUH109- 202200037 [ Follow-u
68. 2022/3/12 Therapy, #2 arrest on active 2,31 A
REC3-177 0 p2
Blinded Therapy| oropharyngeal bleeding
Hypoxic cardiorespiratory
arrest on active
#1 Blinded
CMUH109- 202200037 [ Follow-u oropharyngeal bleeding;
69. 2022/3/12 Therapy, #2 2,31 A
REC3-177 0 p3.4 Death following
Blinded Therapy
hemorrhagic shock with
cardiorespiratory arrest
#1 Blinded | Hypoxic cardiorespiratory
CMUH109- 202200037 [ Follow-u 1,2,
70. 2022/3/12 Therapy, #2 arrest on active A
REC3-177 0 ps 3
Blinded Therapy| oropharyngeal bleeding
#1 Blinded | Hypoxic cardiorespiratory
CMUH109- 202200037 [ Follow-u
71. 2022/3/12 Therapy, #2 arrest on active 2,31 A
REC3-177 0 po
Blinded Therapy| oropharyngeal bleeding
#1 Blinded
CMUH109- 202200059 Clinical suspicion for
72. 2022/4/10 Initial Therapy, #2 1 A
REC3-177 8 heptic failure
Blinded Therapy
112 # 01 * 12 p % 42 » & 53 F
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#1 Blinded
CMUH109- 202200059 | Follow-u Clinical suspicion for
73. 2022/4/10 Therapy, #2 1 A
REC3-177 8 pl heptic failure
Blinded Therapy
#1 Blinded
CMUH109- 202200059 | Follow-u Clinical suspicion for
74. 2022/4/10 Therapy, #2 1 A
REC3-177 8 p2 heptic failure
Blinded Therapy
#1 Blinded
CMUH109- 202200059 | Follow-u Clinical suspicion for
75. 2022/4/10 Therapy, #2 A
REC3-177 8 p3 heptic failure
Blinded Therapy
#1 Blinded
CMUH109- 202200059 | Follow-u Clinical suspicion for
76. 2022/4/10 Therapy, #2 A
REC3-177 8 p4 heptic failure
Blinded Therapy
#1 Blinded
CMUH109- 202200073
7. 2022/3/20 Initial Therapy, #2 Death 1 A
REC3-177 8
Blinded Therapy
#1 Blinded
CMUH109- 202200073 [ Follow-u
78. 2022/3/20 Therapy, #2 Death 1 A
REC3-177 8 pl
Blinded Therapy
#1 Blinded
CMUH109- 202200081
79. 2022/5/26 Initial Therapy, #2 Death 1 A
REC3-177 8
Blinded Therapy
#1 Blinded
CMUH109- 202200081 [ Follow-u
80. 2022/5/26 Therapy, #2 Death 1 A
REC3-177 8 pl
Blinded Therapy
#1 Blinded
CMUH109- 202200081 [ Follow-u
81. 2022/5/26 Therapy, #2 Death 1 A
REC3-177 8 p2
Blinded Therapy
#1 Blinded
CMUH109- 202200082
82. 2022/5/17 Initial Therapy, #2 Acute ischemic attack 2,31 A
REC3-177 7
Blinded Therapy
#1 Blinded
CMUH109- 202200082 | Follow-u
83. 2022/5/17 Therapy, #2 QT prolongation 2,3 A
REC3-177 7 pl
Blinded Therapy
112 # 01 * 12 p % 43 F > % 53 F
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#1 Blinded
CMUH109- 202200082 [ Follow-u
84. 2022/5/17 Therapy, #2 QT prolongation 2,31 A
REC3-177 7 p2
Blinded Therapy
#1 Blinded
CMUH109- 202200092
85. 2022/5/24 Initial Therapy, #2 Death 1 A
REC3-177 3
Blinded Therapy
#1 Blinded
CMUH109- 202200092 | Follow-u Death due to cancer under
86. 2022/5/24 Therapy, #2 1 A
REC3-177 3 pl study
Blinded Therapy
#1 Blinded
CMUH109- Follow-u Study
87. 2022/11/7 | 9365076 Heart Failure 1 A
REC3-177 p2 Medication, #2
Cisplatin
#1 Blinded
CMUH109- Study 1,2,
88. 2022/12/22 | 9374971 Initial Pulmonary Oedema
REC3-177 Medication, #2 3
Cisplatin
Pneumonia; Sepsis with
#1 Blinded
Respiratory Focus;
CMUH109- Follow-u Study 1,2,
89. 2021/10/10 | 9274836 Anterior Heart Infart;
REC3-177 pll Medication, #2 3
Right Vascular Brain
Cisplatin
Accident
Pneumonia; Sepsis with
#1 Blinded
Respiratory Focus;
CMUH109- Follow-u Study 1,2,
90. 2021/10/10 | 9274836 Anterior Heart Infart;
REC3-177 p13 Medication, #2 3
Right Vascular Brain
Cisplatin
Accident
Pneumonia; Sepsis with
#1 Blinded
Respiratory Focus;
CMUH109- Follow-u Study 1,2,
91. 2021/10/10 | 9274836 Anterior Heart Infart;
REC3-177 pl6 Medication, #2 3
Right Vascular Brain
Cisplatin
Accident
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#1 Blinded
CMUH109- Study
92. 2022/11/7 | 9365076 Initial Heart Failure A
REC3-177 Medication, #2
Cisplatin
#1 Blinded
CMUH109- Follow-u Study
93. 2022/11/7 | 9365076 Heart Failure A
REC3-177 pl Medication, #2
Cisplatin
#1 Blinded
CMUH109- Follow-u Study
94, 2022/11/7 | 9365076 Heart Failure A
REC3-177 p3 Medication, #2
Cisplatin
#1 Blinded
CMUH109- Follow-u Study
95. 2022/11/7 | 9365076 Heart Failure A
REC3-177 p4 Medication, #2
Cisplatin
CMUH109- BMS-2022-|follow up NEW ZEALAND Febrile
96. 2022/10/12 Docetaxel 2 A
REC3-068 120785 6 neutropenia
MEXICO_ Multiple organ
dysfunction syndrome,
Lower gastrointestinal
haemorrhage, Upper
CMUH109- BMS-2021-|follow up gastrointestinal
97. 2021/8/29 Docetaxel A
REC3-068 097909 23 haemorrhage, Scrotal

infection, Gastrointestinal
necrosis, Platelet count
decreased, Gastrointestinal

inflammation
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Mexico Multiple organ
dysfunction syndrome,
Lower gastrointestinal
haemorrhage, Upper
CMUH109- BMS-2021-|follow up gastrointestinal
98. 2021/8/29 Docetaxel 1 A
REC3-068 097909 24 haemorrhage, Scrotal
infection, Gastrointestinal
necrosis, Platelet count
decreased, Gastrointestinal
inflammation
FRANCE_Chemical
CMUH109- BMS-2022-|follow up
99. 2022/5/7 Docetaxel peritonitis_Febrile 2 A
REC3-068 037429 21
neutropenia
United
Kingdom Immune-mediat
CMUH109- BMS-2021-|follow up
100. 2021/2/14 nivolumab ed myocarditis, 1 A
REC3-068 011889 16
Hyperbilirubinaemia,
Thrombocytopenia
CMUH109- BMS-2022-|follow up
101. 2022/7/15 nivolumab Brazil Diverticulitis 1 A
REC3-068 076188 8
CMUH109- BMS-2022-|follow up
102. 2022/11/12 nivolumab SINGAPORE Pneumonia | 1 A
REC3-068 137367 3
CMUH109- BMS-2022-|follow up
103. 2022/11/12 nivolumab SINGAPORE Pneumonia | 1 A
REC3-068 137367 4
CMUH109- BMS-2022-|follow up| Docetaxel/
104. 2022/11/12 Singapore Pneumonia 1 A
REC3-068 137367 5 nivolumab
NEW
CMUH109- BMS-2022-
105. 2022/12/8 initial nivolumab [ZEALAND Sepsis Coron| 2 A
REC3-068 151955
avirus infection
CMUH109- BMS-2022-|follow up| Docetaxel/ FRANCE Diverticulitis,
106. 2022/12/15 1 A
REC3-068 154949 1 nivolumab Acute kidney injury
CMUH109- BMS-2022- Docetaxel/  |ARGENTINA Neutropeni
107. 2022/9/26 initial 2 A
REC3-068 158604 nivolumab a
CMUH111- 2022A2456 |follow up 1~
108. 2022/71 AZDA4573 Cytokine release syndrome A
REC3-010 54 2 3-4
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CMUHL111- 2022A2456 |follow up
109. 2022/6/30 AZD4573  |Cytokine release syndrome| 3 » A
REC3-010 54 3
47
1~
CMUHI111- 2022A2456 |follow up
110. 2022/6/30 AZDA573 Confusional state 3 A
REC3-010 54 4
47
CMUHL111- 2022A2456 |follow up 1~
111. 2022/71 AZDA4573 Confusional state A
REC3-010 54 5 3-4
CMUHL111- 2022A2456 |follow up 1~
112, 2022/71 AZDA4573 Confusional state A
REC3-010 54 6 3-4
CMUH111- 2022A2456 |follow up 1~
113. 2022/71 AZDA4573 Pyrexia A
REC3-010 54 7 3-4
CMUH111- 2022A2456 |follow up 1~
114. 2022/71 AZDA4573 Pyrexia A
REC3-010 54 8 3-4
CMUH111- 2022A2456 |follow up 1~
115. 2022/711 AZDA4573 Pyrexia A
REC3-010 54 9 3-4
CMUHL111- 2022A2456 [follow up 1~
116. 2022/71 AZDA573 Pyrexia A
REC3-010 54 10 3-4
CMUHI111- 2022A2456 |follow up 1~
117. 2022/71 AZDAS5T3 Pyrexia A
REC3-010 54 11 3-4
CMUHI111- 2022A2858
118. 2022/8/12 initial AZDAS5T3 Embolism 231 A
REC3-010 94
CMUH111- 2022A2858| follow
119. 2022/8/12 AZDA4573 Embolism 231 A
REC3-010 94 upl
CMUH111- 2022A3152 |follow up
120. 2022/9/9 AZDA4573 Sepsis 231 A
REC3-010 05 3
CMUH111- 2022A3252 |follow up
121. 2022/9/19 AZDA4573 Febrile neutropenia 2~3] A
REC3-010 93 4
CMUH111- 2022A3252
122. 2022/9/19 initial AZDA4573 Febrile neutropenia 231 A
REC3-010 93
CMUH111- 2022A3252 |follow up
123. 2022/9/19 AZDA4573 Febrile neutropenia 231 A
REC3-010 93 1
CMUH111- 2022A3252 |follow up
124, 2022/9/19 AZDA4573 Febrile neutropenia 231 A
REC3-010 93 2
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CMUHI111- 2022A3252 |follow up
125. 2022/9/19 AZDA4573 Febrile neutropenia 231 A
REC3-010 93 3
CMUH111- 2022A3549
126. 2022/10/23 initial AZDA4573 Septic shock 1~3[ A
REC3-010 86
CMUH111- 2022A3912
127. 2022/11/25 initial AZDA4573 Septic shock 1~2] A
REC3-010 41
#1 ) MK-6482
#2) platelet count decreased
CMUHI111- 2211CHNO |Followup| PEMBROLIZU | [Platelet count decreased]
128. 2022/11/29 23 A
REC3-116 09258 2 MAB Infected [Infection]
(pembrolizumab anemia [Anaemia)]
)
platelet count decreased
#1 ) MK-6482
) [Platelet count decreased]
Infected [Infection]
CMUH111- 2211CHNO |Followup| PEMBROLIZU
129. 2022/11/29 Hemophagocytic syndrome| 2.3 A
REC3-116 09258 3 MAB
[Haemophagocytic
(pembrolizumab
) lymphobhistiocytosis]
anemia [Anaemia]
platelet count decreased
#1 ) MK-6482
) [Platelet count decreased]
Infected [Infection]
CMUH111- 2211CHNO |Followup| PEMBROLIZU
130. 2022/11/29 Hemophagocytic syndrome| 2.3 A
REC3-116 09258 4 MAB
[Haemophagocytic
(pembrolizumab
) lymphobhistiocytosis]
anemia [Anaemia]
platelet count decreased
#1 ) MK-6482
[Platelet count decreased]
#2)
Infected [Infection]
CMUHI111- 2211CHNO |Followup| PEMBROLIZU
131. 2022/11/29 Hemophagocytic syndrome| 2.3 A
REC3-116 09258 5 MAB
[Haemophagocytic
(pembrolizumab
) lymphohistiocytosis]

anemia [Anaemia)]
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platelet count decreased
#1 ) MK-6482
[Platelet count decreased]
#2)
Infected [Infection]
CMUHL111- 2211CHNO |Followup| PEMBROLIZU
132. 2022/11/29 Hemophagocytic syndrome| 2.3 A
REC3-116 09258 7 MAB
[Haemophagocytic
(pembrolizumab
) lymphohistiocytosis]
anemia [Anaemia)]
platelet count decreased
#1 ) MK-6482
[Platelet count decreased]
#2)
Infected [Infection]
CMUHI111- 2211CHNO |Followup | PEMBROLIZU
133. 2022/11/29 Hemophagocytic syndrome| 2.3 A
REC3-116 09258 8 MAB
[Haemophagocytic
(pembrolizumab
) lymphohistiocytosis]
anemia [Anaemia)]
platelet count decreased
#1 ) MK-6482
[Platelet count decreased]
#2)
Infected [Infection]
CMUHI111- 2211CHNO |Followup | PEMBROLIZU
134. 2022/11/29 Hemophagocytic syndrome| 2.3 A
REC3-116 09258 8 MAB
[Haemophagocytic
(pembrolizumab
) lymphohistiocytosis]
anemia [Anaemia)]
(%] PR -
n FRELFAFE
3
@ 7
2 e A FRR G
(##]
*F\ Z; :
lLafeREskk kb gz TR L R ¢ (IDMC) *
2022 # 20 16 p 2 bk B0 A FHRET  RRES
1. CMUH110-REC3-017 LU e
BEZFHEF P IBE B F 0 EAREKI 2022 £ 2
P18 pAC A BALETEE Bl BBk ek (T R EF O
SIS S R SRR A T ) T3 2022 £ 4 0 8 plikE
ARV EEFZRTE 0N 2R R (AHrWELTEE
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pn|  rgen | JE 1IN
FLFET BRTARM) P s e T R w2
% (SUSAR)» A fLit (73 4% -
2. t& ¥ RSVPreF3 vaccine + NaCl (RSV
Maternal), GSK3888550A z_ T #f % > M4 3F 2 » i 3R
% B 5 01May2022 3 310c¢t2022 -
3. 2%z 3TiREE 4 2 - 1B v4 Supplement 1 dated 09
May2022 % £k P4 ¢ w13 6HEIF a0 £
2022 & 7% 8 piLiE o
(CiE: EE R V- |
2. CMUH105-REC3-048 #¥4 T | KA ! Investigator’s Brochure Version 21 Addendum No. 01
*p#p 12022 & 10" 10 P
[z8x 2134 ]
1. SSR_JNJ-67652000 Blinded 23Mar2022-22Sep2022
3. CMUH109-REC3-145 L | *RE%ES LA CINJ-67652000 (niraparib/abiraterone
acetate fixed-dose combination)
*E rMIELHEF Il AE3223p 3 111 #0922 P
[zp= 244 ]
SUSAR DSUR : DSUR3 27May2021 to 26May2022
4. CMUHI107-REC3-134 eS8
*HE E 4 L4 0 Adagloxad simolenin (OBI-822)/OBI-821
*E pMIRLHEF II0E S5 Y 27p 2 1L ES5% 260
(<% 2134 ]
B LA 0 ASP195]
*E AR LR L
2021 # 09 * 27 p 3 2022 & 09 * 26 p (DSUR)
5. CMUHI109-REC3-124 WY >
2022 # 03 * 27 p 3 2022 & 06 * 26 p (SUSAR
LineListing)
2022 & 06 * 27 p 3 2022 & 09 * 26 p (SUSAR
LineListing)
[ #4 % >384 ] MOR208 3 Monthly BLINDED SUSAR
Line Listing_31Jul2022 to 300ct2022
6. CMUH110-REC3-049 ELR | *RE%HES LH MOR208
*E MMARL R 1202207 % 31 p 3 2022 & 10 *
30 p
(<% 2144 ]
7. CMUH108-REC3-034 EFLR | *E%ES L RO4877533/ Tocilizumab/ Actemra

*g PMARLERE 120222040 11 p 2 2022 & 107
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pn|  rgen | JE FERG
10 p
*R % F ¥ L Gazyva®/ Gazyvaro®/Obinutuzumab/
RO5072759
*E rMARLEEF 120222057 01 p % 2022# 10
31 p
(e % 2447 ]
R ELS LA ABBV-154
8. | CMUH111-REC3-043 ¥ iE
*E pMARL PR 1202247 19p 2 2022 & 10 * 18
A
[z8x 2134 ]
*Ro% F ¥ L4 - mRNA-1345
9. | CMUH111-REC3-005 FlAchr | *% 2 ML PR
2022 # 022 19p Z 2022 %08 % 187
2021 #0872 19p Z 2022 %08 * 18 p
[zp= 244 ]
*35% ¥4 ¢4 * Durvalumab
10. | CMUH107-REC3-004 BREY | 2PEEIHEF CILEO0 Y 3p 3 111#077 129
*% ¥4 L4 * Tremelimumab
*g pMAFLEHRF I EO0L Y 13p 3 111 E077 1207
(<% 2134 ]
*HE%® L L4 TRODELVY
11. | CMUH110-REC3-217 L
*g pMARLEPR 12021 & 127 29 p 3 2022 & 06 *
28 F
[##]
12. | CMUH108-REC3-155 e R | *px  { #7% %382 4 CRF Version Final 6.0 Date 26 Aug
2022
(<% 2134 ]
* 5% ¥4 L4 Tislelizumab (BGB-A317)
*g pMARLERE 12021050 21 p 3 2021 & 11 °
20 p (SUSAR 6monthly LineListing)
*g pMARLERE 12021 & 11 21 p 3 2022 & 06 "
13. | CMUH110-REC3-109 EEN

25 p (SUSAR 6monthly LineListing)

*E pMARLHEF 12021 F 05 21 p 3 2021 F 12 %
25 p (DSUR#7)

*:E5% % L 4L Ociperlimab (BGB-A1217)

*E MR L R 2021 £ 07 % 29 p 3 2022 & 01 7
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28 p (SUSAR 6monthly LineListing)

*E rM AL R 12022 #0107 29 p 3 2022 & 07 *

28 p (SUSAR 6monthly LineListing)

*g rMARLHEF 12021 &2 077 29p % 2022 # 09 ¢

12 p (DSUR#3)

14. | CMUH109-REC3-1385

\A%\
i
#

(2% 2P+ ]

*5% ¥ ¢4 ' RELATLIMAB (BMS-986016)

*F pMARA MR DI E 03 13p 1 111 # 09
p

*:2% ¥ 4§ ¢ 4L ° NIVOLUMAB (BMS-936558)

*H RMEAFLZHEF 11 EO0L Y 049 3 111 & 07
p

12

703

15. | CMUH109-REC3-169

A Y

[ =% 2144 ] -SUSARLL
*RB B LA Apraglutide

*g pMARLHEF 110£ 097 10p 3 111 & 03 *

p

g pMAFLHEF L1 EO03 Y 11p I 111 £ 09
p

[##% >14r2 ] -DSUR#5

*RB B AL Apraglutide

kg pMAFLHEF CI10£09 0 11 P 3 111 & 09
p

[ DSMB -3 )

kAR EpH 110 & 117 22 P

kAR EpH 111 E 067 15 P

" 10

710

16. | CMUH106-REC3-078

iR

[z 2]
*Eok ¥ L 4L MK3475
*E rMARLHREF
04-MAR-2022 to 03-SEP-2022

17. | CMUH111-REC3-103

[z 2P 2]

*RE B LA © semaglutide-sc

*E PMARLEPR 120222040 01l p 3 2022 # 09

30 p
* 5% ¥4 4L insulin icodec

*E PMARLEPR 120222040 01l p 3 2022 # 09

30 p
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*REE &L LA ¢ IcoSema (NNCO0148-0287sema)

*E pMERLHRE 12022F 047 01 p 3 2022 & 09 7

30 p

(k] F R pea -
B8 REPERLE)
E#d  REE R0
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