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Study (Code not
broken)
#2)
PEMBROLIZU
MAB

Ileus

2,3

24,

CMUH-108-
REC3-051

2020/2/9

2002KORO0
04462

Followup
3

#1 ) MK-7902
Study (Code not
broken)
#2)
PEMBROLIZU
MAB

Ileus

2,3

25.

CMUH-108-
REC3-051

2020/1/24

2002FRA0
04835

Followup
8

#1 ) MK-7902
Study (Code not
broken)
#2)
PEMBROLIZU
MAB

Malignant neoplasm

progression

26.

CMUH-108-
REC3-051

2020/1/28

2001POLO1
0843

Followup
7

#1 ) MK-7902
Study (Code not
broken)
#2)
PEMBROLIZU
MAB

Haemorrhagic stroke

2,3

217.

CMUH-108-
REC3-051

2020/2/9

2002KORO0
04462

Followup

#1 ) MK-7902
Study (Code not
broken)
#2)
PEMBROLIZU
MAB

Ileus

2,3
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#1 ) MK-7902
Study (Code not
CMUH-108- 2001POLO1|Followup broken)
28. 2020/1/28 Haemorrhagic stroke 23| A
REC3-051 0843 8 #2)
PEMBROLIZU
MAB
#1 ) MK-7339
CMUH108- 2003RUSO [Followup
29. 2020/2/27 Study (Code not| Autoimmune myocarditis | 2.3 | A
REC3-047 01349 2
broken)
#1 ) MK-7339
Study (Code not
Hypotension
broken)
CMUH108- 2002ISR00 Diarrhoea
30. 2020/2/6 Initial [ #2 ) carboplatin 1.3 A
REC3-047 4018 Febrile neutropenia
(carboplatin)
Febrile neutropenia
#3 ) paclitaxel
(paclitaxel)
#1 ) MK-7339
CMUH108- 2003RUSO |Followup
31. 2020/2/27 Study (Code not| Autoimmune myocarditis | 2.3 A
REC3-047 01349 3
broken)
1) MK-7339
Study (Code not
broken) Febrile neutropenia
CMUH108- 2002ISR00 |Followup
32. 2020/2/6 #2 ) carboplatin Diarrhoea 13 A
REC3-047 4018 1
(carboplatin) Febrile neutropenia
#3 ) paclitaxel
(paclitaxel)
#1 ) MK-7339
CMUH108- 2003RUSO |Followup
33. 2020/2/27 Study (Code not| Autoimmune myocarditis | 2.3 | A
REC3-047 01349 4
broken)
109 # 05 * 07 p % 30 F % 53 F
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#1 ) MK-7339
Study (Code not
broken) Febrile neutropenia
CMUH108- 2002ISRO0 |Followup
34. 2020/2/6 #2 ) carboplatin Diarrhoea 131 A
REC3-047 4018 2
(carboplatin) Febrile neutropenia
#3 ) paclitaxel
(paclitaxel)
#1 ) MK-7339
CMUH108- 2003RUSO |Followup
35. 2020/2/27 Study (Code not| Autoimmune myocarditis | 2.3 A
REC3-047 01349 5
broken)
#1 ) MK-7339
CMUH108- 2003RUSO |Followup
36. 2020/2/27 Study (Code not| Autoimmune myocarditis | 2.3 A
REC3-047 01349 6
broken)
#1 ) MK-7339
Study (Code not
broken) Pulmonary embolism
CMUH108- 2002ISR00 |Followup
37. 2020/2/6 #2 ) carboplatin Diarrhoea 1.3 A
REC3-047 4018 3
(carboplatin) Febrile neutropenia
#3 ) paclitaxel
(paclitaxel)
#1 ) MK-7339
CMUH108- 2003RUSO |Followup
38. 2020/2/27 Study (Code not| Autoimmune myocarditis | 2.3 | A
REC3-047 01349 7
broken)
#1 ) MK-7339
Study (Code not
broken)
CMUH108- 2001UKRO |Followup
39. 2019/9/2 #2 ) carboplatin [ Haemoglobin decreased | 2.3 | A
REC3-047 00467 6
(carboplatin)
#3 ) paclitaxel
(paclitaxel)
#1 ) MK-7339
CMUH108- 2003RUSO |Followup
40. 2020/2/27 Study (Code not | Autoimmune myocarditis | 2.3 A
REC3-047 01349 8
broken)
109 # 05 * 07 p % 31 F % 53 F
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#1 ) MK-7339
Study (Code not
broken)
CMUH108- 2001UKRO |Followup
41. 2019/9/2 #2 ) carboplatin | Haemoglobin decreased | 2.3 | A
REC3-047 00467 7
(carboplatin)
#3 ) paclitaxel
(paclitaxel)
CMUH108- Follow | RO7082859
42. 2019/12/17 | 2503987 EXHAUSTION 131 A
REC3-034 up 1 Obinutuzumab
#1 ) MK-3475
autoimmune encephalitis
Study
) [Encephalitis autoimmune]
CMUH107- 2001ISROO0 |Followup stomal bleeding [Stoma
43. 2020/1/12 CARBOPLATI 123 A
REC3-126 4613 8 N site haemorrhage]
vaginal bleeding [Vaginal
#3)
haemorrhage]
PACLITAXEL
#1 ) MK-3475
Study
#2)
VESICOVAGINAL
CARBOPLATI
FISTULA [Urogenital
CMUH107- 1912COLO [Followup N
44, 2019/11/8 fistula] 13 ] A
REC3-126 06365 2 #3)
Hemorrhagic shock [Shock
PACLITAXEL
haemorrhagic]
#4)
BEVACIZUMA
B
109 # 05 * 07 p % 32 F »% B3 F
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Elevated Blood pressure
[Blood pressure increased]
#1 ) MK-3475
malignant neoplasm
Study
) progression [Malignant
2
CMUH107- 1910CANO |Followup neoplasm progression]
45, 2019/10/23 CARBOPLATI 1.3 A
REC3-126 16434 9 atrial fibrillation [Atrial
N
fibrillation]
#3)
urosepsis [Urosepsis]
PACLITAXEL
thrombocytopenia
[Thrombocytopenia]
#1 ) MK-3475 | Elevated Blood pressure
Study [Blood pressure increased]
#2) malignant neoplasm
CARBOPLATI | progression [Malignant
CMUH107- 1910CANO |Followup N neoplasm progression]|
46. 2019/10/23 1.3 A
REC3-126 16434 10 #3) atrial fibrillation [Atrial
PACLITAXEL fibrillation]
#4) urosepsis [Urosepsis]
BEVACIZUMA thrombocytopenia
B [Thrombocytopenia]
#1 ) MK-3475
Study
#2) autoimmune encephalitis
CARBOPLATT |[Encephalitis autoimmune]
CMUH107- 2001ISROO0 |Followup N stomal bleeding [Stoma
47. 2020/1/12 1.23] A
REC3-126 4613 9 #3) site haemorrhage]
PACLITAXEL | vaginal bleeding [Vaginal
#4) haemorrhage]
BEVACIZUMA
B
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#1 ) MK-3475
Study
#2)
panperitonitis [Peritonitis]
CARBOPLATI
Vesicovaginal fistula
CMUH107- 1909KORO |Followup N
48. 2019/9/12 [Urogenital fistula] 23 A
REC3-126 06696 17 #3)
Urinary track infection
PACLITAXEL
[Urinary tract infection]
#4)
BEVACIZUMA
B
#1 ) MK-3475
Study
#2) autoimmune encephalitis
CARBOPLATT |[Encephalitis autoimmune]
CMUH107- 1910CANO |Followup N stomal bleeding [Stoma
49, 2019/10/23 1.23] A
REC3-126 16434 11 #3) site haemorrhage]
PACLITAXEL | vaginal bleeding [ Vaginal
#4) haemorrhage]
BEVACIZUMA
B
#1 ) MK-3475
Study
#2)
CARBOPLATT | Rectal perforation [Rectal
CMUH107- 2001ISROO0 |Followup N perforation]
50. 2020/1/12 23 A
REC3-126 4613 10 #3) Anemia [Anaemia)]
PACLITAXEL Seizure [Seizure]
#4)
BEVACIZUMA
B
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Elevated Blood pressure
[Blood pressure increased]
#1 ) MK-3475
malignant neoplasm
Study
) progression [Malignant
2
CMUH107- 1910CANO |Followup neoplasm progression]
51. 2019/10/23 CARBOPLATI 1.3 A
REC3-126 16434 12 atrial fibrillation [Atrial
N
fibrillation]
#3)
urosepsis [Urosepsis]
PACLITAXEL
thrombocytopenia
[Thrombocytopenia]
#1 ) MK-3475
Study
) diarrhea [Diarrhoea]
CMUH107- 1905COLO [Followup malignant neoplasm
52. 2019/5/16 PACLITAXEL 131 A
REC3-126 11900 27 #) progression [Malignant
neoplasm progression]
CARBOPLATI
N
#1 ) MK-3475
Study
#2)
BEVACIZUMA
CMUH107- 1912ARGO |Followup intestinal perforation
53. 2019/12/22 B 231 A
REC3-126 12084 1 ) [Intestinal perforation]
#3
PACLITAXEL
#4)
CISPLATIN
#1 ) MK-3475
autoimmune encephalitis
Study
) [Encephalitis autoimmune]
CMUH107- 2001ISROO0 [Followup stomal bleeding [Stoma
54, 2020/1/12 CARBOPLATI 1.23] A
REC3-126 4613 11 N site haemorrhage]
vaginal bleeding [Vaginal
#3)
haemorrhage]
PACLITAXEL
109 # 05 * 07 p % 35 F % 53 |
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#1 ) MK-3475
Study
#2)
CARBOPLATI | Rectal perforation [Rectal
CMUH107- 1911TURO [Followup N perforation]
55. 2019/11/12 2.3 A
REC3-126 05945 13 #3) Anemia [Anaemia]
PACLITAXEL Seizure [Seizure]
#4)
BEVACIZUMA
B
#1 ) MK-3475
Study
#2)
CMUH107- 2003USA0
56. 2019/10/15 Initial | CARBOPLATI Anemia [Anaemia] 2 A
REC3-126 04350
N
#3)
PACLITAXEL
#1 ) MK-3475
autoimmune encephalitis
Study
) [Encephalitis autoimmune]
CMUH107- 2001ISRO0 |Followup stomal bleeding [Stoma
57. 2020/1/12 CARBOPLATI 1.23] A
REC3-126 4613 12 N site haemorrhage]
vaginal bleeding [ Vaginal
#3)
haemorrhage]
PACLITAXEL
Elevated Blood pressure
[Blood pressure increased]
#1 ) MK-3475
malignant neoplasm
Study
) progression [Malignant
CMUH107- 1910CANO |Followup neoplasm progression]
58. 2019/10/23 CARBOPLATI 13| A
REC3-126 16434 13 atrial fibrillation [Atrial
N
fibrillation]
#3)
urosepsis [Urosepsis]
PACLITAXEL
thrombocytopenia
[Thrombocytopenia]
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Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia)]
#1 ) MK-3475 |lung infection [Pneumonia]
Study thrombocytopenia
#2) [Thrombocytopenia]
CARBOPLATT |gastric ulcer [Gastric ulcer]
N Perforation in the rectum
CMUH107- 1906CHLO [Followup #3) [Rectal perforation]
59. 2019/4/30 231 A
REC3-126 00360 27 PACLITAXEL | colostomy obstruction
#4) [Gastrointestinal stoma
BEVACIZUMA complication]
B intestinal stoma obstruction
#5 ) tramadol [Gastrointestinal stoma
hydrochloride complication]
small intestinal obstruction
[Small intestinal
obstruction]
#1 ) MK-3475
Study
#2)
VESICOVAGINAL
CARBOPLATI
FISTULA [Urogenital
CMUH107- 1912COLO [Followup N
60. 2020/11/8 fistula] 1.3 A
REC3-126 06365 3 #3)
Hemorrhagic shock [Shock
PACLITAXEL
haemorrhagic]
#4)
BEVACIZUMA
B
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#1 ) MK-3475
Study
#2)
BEVACIZUMA
CMUH107- 1912ARGO |Followup intestinal perforation
61. 2019/12/22 B 231 A
REC3-126 12084 2 i) [Intestinal perforation]
PACLITAXEL
#4)
CISPLATIN
Elevated Blood pressure
[Blood pressure increased]
malignant neoplasm
#1 ) MK-3475 | progression [Malignant
Study neoplasm progression]|
#2) atrial fibrillation [Atrial
CMUH107- 1910CANO |Followup
62. 2019/10/23 CARBOPLATI fibrillation] 13 ] A
REC3-126 16434 14
N urosepsis [Urosepsis]
#3) thrombocytopenia
PACLITAXEL [Thrombocytopenia]
Thrombocytopenia -
Recurrent
[Thrombocytopenia]
Elevated Blood pressure
[Blood pressure increased]
malignant neoplasm
#1 ) MK-3475 | progression [Malignant
Study neoplasm progression]
#2) atrial fibrillation [Atrial
CMUH107- 1910CANO |Followup
63. 2019/10/23 CARBOPLATI fibrillation] 131 A
REC3-126 16434 15
N urosepsis [Urosepsis]
#3) thrombocytopenia
PACLITAXEL [Thrombocytopenia]
Thrombocytopenia -
Recurrent
[Thrombocytopenia]
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Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia)]
lung infection [Pneumonia]
thrombocytopenia
[Thrombocytopenia]
#1) MK-3475
gastric ulcer [Gastric ulcer]
Study
) Perforation in the rectum
#2
CMUH107- 1906CHLO [Followup [Rectal perforation]
64. 2019/4/30 CARBOPLATI 231 A
REC3-126 00360 28 N colostomy obstruction
[Gastrointestinal stoma
#3)
complication]
PACLITAXEL
intestinal stoma obstruction
[Gastrointestinal stoma
complication]
small intestinal obstruction
[Small intestinal
obstruction]
#1 ) MK-3475
Study
#2)
CARBOPLATT | Rectal perforation [Rectal
CMUH107- 1911TURO [Followup N perforation]
65. 2019/11/12 2.3 A
REC3-126 05945 14 #3) Anemia [Anaemia]
PACLITAXEL Seizure [Seizure]
#4)
BEVACIZUMA
B
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Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia)]
lung infection [Pneumonia]
#1 ) MK-3475 thrombocytopenia
Study [Thrombocytopenia]
#2) gastric ulcer [Gastric ulcer]
CARBOPLATI | Perforation in the rectum
CMUH107- 1906CHLO [Followup N [Rectal perforation]
66. 2019/4/30 23| A
REC3-126 00360 29 #3) colostomy obstruction
PACLITAXEL | [Gastrointestinal stoma
#4) complication]
BEVACIZUMA |[intestinal stoma obstruction
B [Gastrointestinal stoma
complication]
small intestinal obstruction
[Small intestinal
obstruction
#1 ) MK-3475
Study
#2)
CARBOPLATI shock (sepsis) [Septic
CMUH107- 1903USAO0 |Followup N shock]
67. 2019/3/20 23| A
REC3-126 11104 14 #3) diabetic keto acidosis
PACLITAXEL | [Diabetic ketoacidosis]
#4)
BEVACIZUMA
B
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Elevated Blood pressure
[Blood pressure increased]
malignant neoplasm
#1 ) MK-3475 | progression [Malignant
Study neoplasm progression]|
#2) atrial fibrillation [Atrial
CMUH107- 1910CANO |Followup
68. 2019/10/23 CARBOPLATI fibrillation] 13 A
REC3-126 16434 16
N urosepsis [Urosepsis]
#3) thrombocytopenia
PACLITAXEL [Thrombocytopenia]
Thrombocytopenia -
Recurrent
[Thrombocytopenia]
#1 ) MK-3475
Study
#2)
BEVACIZUMA
CMUH107- 1912ARGO |Followup intestinal perforation
69. 2019/12/22 B 231 A
REC3-126 12084 3 ) [Intestinal perforation]
PACLITAXEL
#4)
CISPLATIN
#1 ) MK-3475
Study
#2)
panperitonitis [Peritonitis]
CARBOPLATI
Vesicovaginal fistula
CMUH107- 1909KORO |Followup N
70. 2019/9/23 [Urogenital fistula] 23 A
REC3-126 06696 18 #3)
Urinary track infection
PACLITAXEL
[Urinary tract infection]
#4)
BEVACIZUMA
B
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#1 ) MK-3475
Study
#2)
CARBOPLATI | Rectal perforation [Rectal
CMUH107- 1911TURO [Followup N perforation]
71. 2019/11/12 2.3 A
REC3-126 05945 15 #3) Anemia [Anaemia]
PACLITAXEL Seizure [Seizure]
#4)
BEVACIZUMA
B
Filgotinib vs
CMUH107- 2019- PANCREATITIS
72. 2019/4/10 FU1 Placebo (Code 2,3 A
REC3-122 0402911 [Pancreatitis]
not broken)
ACUTE PANCREATITIS
[Acute pancreatitis]
PERITONEAL
CARCINOSIS [Metastases
Filgotinib vs
CMUH107- 2019- to peritoneum]
73. 2019/3/2 FUI Placebo (Code 2,3 A
REC3-122 0395822 ASCITES [Ascites]
not broken)
NON-DIFFERENTIATED
CARCINOMA OF BOTH
OVARIA [Ovarian
carcinoma]
Other Serious Criteria:
Filgotinib vs Medically Significant
CMUH107- 2019-
74. 2017/712 Initial | Placebo (Code | ACUTE MYOCARDIAL | 1 A
REC3-122 0418950
not broken) INFARCTION [Acute
myocardial infarction]
Filgotinib vs ACUTE ISCHEMIC
CMUH107- 2019-
75. 2019/7/14 Initial | Placebo (Code | CARDIOMYOPATHY 2 A
REC3-122 0418997
not broken) |[Ischemic cardiomyopathy]
109 # 05 * 07 p % 42 F > £ 53 |
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ACUTE STRESS-
Filgotinib vs INDUCED
CMUH107- 2019-
76. 2019/7/14 FU2 | Placebo (Code | CARDIOMYOPATHY | 23 | A
REC3-122 0418997
not broken) [stress cardiomyopathy]
[Stress cardiomyopathy]
PRIMARY
Filgotinib vs TUMORATION OF
CMUH107- 2019-
77. 2019/7/6 Initial | Placebo (Code | PANCREATIC HEAD 2 A
REC3-122 0422882
not broken) [Pancreatic neoplasm]
[Pancreatic neoplasm]
CUP
SYNDROME( CANCER
OF UNKNOWN
Filgotinib vs | PRIMARY ) [Carcinoma
CMUH107- 2019-
78. 2019/6/20 FU3 | Placebo (Code of unknown primary] 13 A
REC3-122 0416336
not broken) [Carcinoma of unknown
primary]
HEART FAILURE [Heart
failure]
METASTATIC
SQUAMOUS CELL
Filgotinib vs
CMUH107- 2019- CARCIMONA OF
79. 2019/4/16 FU7 | Placebo (Code 131 A
REC3-122 0403512 ESOPHAGUS
not broken)
[Oesophageal squamous
cell carcinoma metastatic]
Filgotinib vs |Pancreatic adenocarcinoma
CMUH107- 2019-
80. 2019/7/6 FU1 | Placebo (Code [Pancreatic 2 A
REC3-122 0422882
not broken) adenocarcinoma]
Filgotinib vs
CMUH107- 2019- ACUTE MYOCARDIAL
81. 2019/7/12 FU3 Placebo (Code 1,7 A
REC3-122 0418950 INFARCTION [Acute
not broken)
myocardial infarction]
Filgotinib vs |Pancreatic adenocarcinoma
CMUH107- 2019-
82. 2019/7/6 FU2 | Placebo (Code [Pancreatic 2 A
REC3-122 0422882
not broken) adenocarcinoma]
109 # 05 * 07 p % 43 F > £ 53 |
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Filgotinib vs
CMUH107- 2019- ACUTE MYOCARDIAL
83. 2019/7/12 FU4 | Placebo (Code 1,7 A
REC3-122 0418950 INFARCTION [Acute
not broken)
myocardial infarction]
Filgotinib vs |Pancreatic adenocarcinoma
CMUH107- 2019-
84. 2019/7/6 FU3 | Placebo (Code [Pancreatic 2 A
REC3-122 0422882
not broken) adenocarcinoma)]
CELLULITIS OF RIGHT
Filgotinib vs LEG [Cellulitis of leg]
Placebo (Code |KLEBSIELLA URINARY
not broken) TRACT INFECTION
CMUH107- 2019-
85. 2019/2/12 FU6 | METHOTREX | [Urinary tract infection | 1,3 | A
REC3-122 0390644
ATE bacterial]
(METHOTREX | CARDIORESPIRATORY
ATE) FAILURE [Cardio-
respiratory failure]
CELLULITIS OF RIGHT
Filgotinib vs LEG [Cellulitis of leg]
Placebo (Code |KLEBSIELLA URINARY
not broken) TRACT INFECTION
CMUH107- 2019-
86. 2019/2/12 FU7 | METHOTREX | [Urinary tract infection | 1,3 | A
REC3-122 0390644
ATE bacterial]
(METHOTREX | CARDIORESPIRATORY
ATE) FAILURE [Cardio-

respiratory failure]
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PNEUMOCOCCAL
MENINGITIS
[Pneumococcal meningitis]
OTOMASTOIDITIS
Filgotinib vs [Otomastoiditis]
CMUH107- 2019-
87. 2019/8/26 Initial | Placebo (Code | SUBDURAL EMPYEMA | 2,3 A
REC3-122 0425589
not broken) [Subdural empyema]
LOWER RESPIRATORY
TRACT INFECTION
[Lower respiratory tract
infection]
CELLULITIS OF RIGHT
Filgotinib vs LEG [Cellulitis of leg]
Placebo (Code |KLEBSIELLA URINARY
not broken) TRACT INFECTION
CMUH107- 2019-
88. 2019/2/12 FU8 | METHOTREX | [Urinary tract infection | 1,3 | A
REC3-122 0390644
ATE bacterial]
(METHOTREX | CARDIORESPIRATORY
ATE) FAILURE [Cardio-
respiratory failure]
CELLULITIS OF RIGHT
Filgotinib vs LEG [Cellulitis of leg]
Placebo (Code |KLEBSIELLA URINARY
not broken) TRACT INFECTION
CMUH107- 2019-
89. 2019/2/12 FU9 | METHOTREX | [Urinary tract infection | 1,3 | A
REC3-122 0390644
ATE bacterial]
(METHOTREX | CARDIORESPIRATORY
ATE) FAILURE [Cardio-
respiratory failure]
Filgotinib vs
CMUH107- 2019- Pancreatic
90. 2019/7/6 FU4 Placebo (Code 2 A
REC3-122 0422882 adenocarcinoma
not broken)
Filgotinib vs
CMUH107- 2019-
91. 2019/10/25 FU1 Placebo (Code SARCOMA 1,3 A
REC3-122 0434854
not broken)
109 # 05 * 07 p % 45 F > £ 53 |
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92.

CMUH107-
REC3-122

2019/7/6

2018-
0377882

FU5

Filgotinib vs
Placebo (Code

not broken)

METHICILLIN
SENSITIVE STAPH
AUREUS SEPSIS
[methicillin-resistant
staphylococcus aureus
sepsis]
[Methicillin-resistant
Staphylococcus aureus
sepsis]

L3-L5 SPINE
OSTEOMYELITIS [spinal
osteomyelitis] [Spinal
osteomyelitis]
SEVERE INFECTION OF
THE LEFT ELBOW [Arm
infection]

L3-L5 EPIDURAL
ABSCESSES [epidural
abscess] [Epidural abscess]
PARASPINAL MUSCLE
ABSCESS L3-L4
[PARASPINAL
ABSCESS]

1,3

93.

CMUH107-
REC3-122

2019/10/25

2019-
0434854

FU2

Filgotinib vs
Placebo (Code

not broken)

LOW-GRADE
METASTATIC
SARCOMATOID
CARCINOMA OF THE
LEFT KIDNEY
[Metastatic renal cell

carcinoma]

1,3
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94.

CMUH107-
REC3-122

2018-
0377882

2019/7/6

FU6

Filgotinib vs
Placebo (Code

not broken)

METHICILLIN
SENSITIVE STAPH
AUREUS SEPSIS
[methicillin-resistant
staphylococcus aureus
sepsis]
[Methicillin-resistant
Staphylococcus aureus
sepsis]

L3-L5 SPINE
OSTEOMYELITIS [spinal
osteomyelitis] [Spinal
osteomyelitis]
SEVERE INFECTION OF
THE LEFT ELBOW [Arm
infection]

L3-L5 EPIDURAL
ABSCESSES [epidural
abscess] [Epidural abscess]
PARASPINAL MUSCLE
ABSCESS L3-L4
[PARASPINAL
ABSCESS] [Paraspinal

abscess]

1,3

95.

CMUH107-
REC3-122

2019-
0390644

2019/2/12

FUI10

Filgotinib vs
Placebo (Code
not broken)
METHOTREX
ATE
(METHOTREX

ATE)

CELLULITIS OF RIGHT
LEG [Cellulitis of leg]
KLEBSIELLA URINARY
TRACT INFECTION
[Urinary tract infection
bacterial]
CARDIORESPIRATORY
FAILURE [Cardio-

respiratory failure]

1,3

109 # 05 * 07 p
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96.

CMUH107-
REC3-122

2019/10/25

2019-
0434854

FU3

Filgotinib vs
Placebo (Code

not broken)

LOW-GRADE
METASTATIC
SARCOMATOID
CARCINOMA OF THE
LEFT KIDNEY
[Metastatic renal cell

carcinoma]

1,3

97.

CMUH107-
REC3-122

2019/3/2

2019-
0395822

FU2

Filgotinib vs
Placebo (Code

not broken)

ACUTE PANCREATITIS
[Acute pancreatitis]
PERITONEAL
CARCINOSIS [Malignant
peritoneal neoplasm]
ASCITES [Ascites]
NON-DIFFERENTIATED
CARCINOMA OF BOTH
OVARIA [Ovarian

carcinoma]

1,3

109 # 05 * 07 p
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98.

CMUH107-
REC3-122

2019/7/6

2018-
0377882

FU7

Filgotinib vs
Placebo (Code

not broken)

METHICILLIN
SENSITIVE STAPH
AUREUS SEPSIS
[methicillin-resistant
staphylococcus aureus
sepsis] [Methicillin-
resistant Staphylococcus
aureus sepsis]
L3-L5 SPINE
OSTEOMYELITIS [spinal
osteomyelitis] [Spinal
osteomyelitis]
SEVERE INFECTION OF
THE LEFT ELBOW [Arm
infection]

L3-L5 EPIDURAL
ABSCESSES [epidural
abscess] [Epidural abscess]
PARASPINAL MUSCLE
ABSCESS L3-L4
[PARASPINAL
ABSCESS] [Paraspinal

abscess]

1,3

99.

CMUH107-
REC3-122

2019/10/25

2019-
0434854

FU4

Filgotinib vs
Placebo (Code

not broken)

LOW-GRADE
METASTATIC
SARCOMATOID
CARCINOMA OF THE
LEFT KIDNEY
[Metastatic renal cell

carcinoma]

1,3

109 # 05 * 07 p
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CMUH107-
REC3-122

2019/3/2

2019-
0395822

FU3

Filgotinib vs
Placebo (Code

not broken)

ACUTE PANCREATITIS
[Acute pancreatitis]
PERITONEAL
CARCINOSIS [Malignant
peritoneal neoplasm]
ASCITES [Ascites]
NON-DIFFERENTIATED
CARCINOMA OF BOTH
OVARIA [Ovarian

carcinoma]

1,3

101

CMUH107-
2019/7/6
REC3-122

2018-
0377882

FU 8

Filgotinib vs
Placebo (Code

not broken)

METHICILLIN
SENSITIVE STAPH
AUREUS SEPSIS
[methicillin-resistant
staphylococcus aureus
sepsis]
[Methicillin-resistant
Staphylococcus aureus
sepsis]

L3-L5 SPINE
OSTEOMYELITIS [spinal
osteomyelitis] [Spinal
osteomyelitis]
SEVERE INFECTION OF
THE LEFT ELBOW [Joint
infection]

L3-L5 EPIDURAL
ABSCESSES [epidural
abscess] [Epidural abscess]
PARASPINAL MUSCLE
ABSCESS L3-L4
[PARASPINAL
ABSCESS] [Paraspinal

abscess]

1,3

109 # 05 * 07 p
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LOW-GRADE
METASTATIC
Filgotinib vs SARCOMATOID
CMUH107- 2019-
102 2019/10/25 FUS | Placebo (Code | CARCINOMAOFTHE | 1,3 | A
REC3-122 0434854
not broken) LEFT KIDNEY
[Metastatic renal
carcinoma]
CMUH107- RU-PSI- | Follow [EG12014/Herce| Heart attack; Myocardial
103 2019/9/3 1 A
REC3-118 2019-00006( Up ptin infarction
Ipatasertib
CMUH106- Follow | Abiraterone |MULTIORGAN FAILURE
104 2019/7/8 | 2352597 1,3 ] A
REC3-081 up 5 Acetate (DOWNGRADE)
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19 Dear Investigator Letter 19-Mar-2020]

FRERP > LFA LT 2 2 0 4h g 2 B EIRE
%4 % ACE-536-LTFU-001 > 12 * % 4+4+ ACE-536-LTFU-
001 35 2 4 T %45

*ACE-536-LTFU-001 2. 325 kx#s 3+ 4R (site initiations visits)
VM E o IV B EEGS NEE o

*ACE-536-LTFU-001 7 12 s feip 1 8 2 i 2 38K o
MTLEXR?:

«Site initiations visits can continue for the ACE-536-LTFU-001
study. The site initiations visits can be performed remotely if
needed.

*The transfer of subjects from the parent study into the ACE-
536-LTFU-001 study can continue.

5. CMUH108-REC3-034

o
\L
’eT

[DSMB -z i 4]
*A Rk p H 12020 # 037 20 p
Wwi#3#% ¥ P4 R ¢ (Internal Monitoring Committee, IMC) 2
§ Hkiskr(P ¥ 1 20Mar2020), £ f § © FARAD L EH 2 %
PEFREL  dhisku 1T LA
1. @&t Part II1 B3 & B4 3L+ DLBCL & FL Cohort (3] &
10/16 mg){x %

2. B - Part [ D3 3L+ DLBCL Cohort (% £ 2.5/10/30 mg)c
E

7

4 et 2 IMC Outcome Letter: NP30179_IMC Outcome and
next steps 20Mar2020

6. CMUH105-REC3-108

[44]

IR 8 R

7. CMUHI105-REC3-112

[z 2p4p2]
R E P L4 0 LCZ696
kg pMARL WA 108 107 01 p X 109 & 03 % 31 p

8. CMUH107-REC3-122

Ll
[t
Juk

(EEIREIEE R

* 5% ¥ 4 ¢4 Filgotinib

*E pMARLHEF 108 & 01 % OLP I 108 & 06 % 30 P
*H 5% ¥ 4 ¢4 Filgotinib

*E pMARLHEF 108 & 07 Ol I 108 & 12 % 31 p
[DSMB ii-3%:d 4]

AR p 108 & 117 21 P

109 # 05 * 07 p

% 52 B> x 53 |
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9. CMUH108-REC3-058 7R VAL 5 )
*AZEEpH 109 F 04 % 07 p
[d#]
10. |CMUHI107-REC3-112 L) ) . .
*p % © Bristol Myers Squibb Investigator Letter 19Mar2020
[d=]
11. |CMUHI107-REC3-113 LNES 5
*i % Bristol Myers Squibb Investigator Letter 19Mar2020
(2]
12. |CMUH107-REC3-114 L2
¥ % Bristol Myers Squibb Investigator Letter 19Mar2020
[z#p= 244 ]
13. |CMUH107-REC3-090 % ?.\iﬁfﬁ *HE B L4 ALECENSA/ALECTINIB/RO5424802
*E PMARL PR 12019& 7Y 4p 3 2020&F 1% 3p
[zp= 244 ]
B LA T ACZ88S
14. |CMUHI107-REC3-041 2?@?‘5 *E PMARL B 108 F 10 01 p 3 109# 032 31 p

[DSMB i3k )
FA kS p M D 109 03 % 30 B
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