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up 1 Azacitidine
REC3-094 .0)
17P-163-21
- Venetoclax )
5. | CMUH106- | 2017/10/23 |42758-00(0| Initial o Pancytopenia 2,3 A
Azacitidine
REC3-094 .0)
17P-163-21
Follow | Venetoclax ]
6. [ CMUH106- | 2017/10/23 [42758-00(3 o Pancytopenia 2,3 A
up 2 Azacitidine
REC3-094 .0)
17P-129-21
Follow | Venetoclax _
7. | CMUH106- | 2017/10/18 |35327-00(6 o Urosepsis 2,3 A
up 3 Azacitidine
REC3-094 .0)
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17P-163-21
Follow Venetoclax ]
8. | CMUH106- | 2017/10/23 (42758-00(5 o Pancytopenia 2,3 A
up 3 Azacitidine
REC3-094 .0)
17P-163-21
Follow Venetoclax
9. | CMUH106- | 2017/10/23 (42758-00(6 Pancytopenia 2,3 A
up 4 Azacitidine
REC3-094 .0)
17P-062-22
Follow Venetoclax Febrile neutropenia;
10. | CMUH106- | 2017/12/25 [05604-00(2 o ] ) 1,3 A
up 2 Azacitidine Candida sepsis
REC3-094 .0)
18P-056-22
Follow Venetoclax 1,2,
11. | CMUH106- | 2018/1/3 |12109-00(1 Respiratory distress A
up 1 Azacitidine 3,7
REC3-094 .0)
17P-163-21
follow up|[ Venetoclax .
12. | CMUH106- | 2017/10/23 [42758-00(8 o Pancytopenia 2,3 A
5 Azacitidine
REC3-094 .0)
17P-163-21
follow up|[ Venetoclax .
13. | CMUH106- | 2017/9/28 [15637-00(5 o Neutropenic fever 1,3 A
5 Azacitidine
REC3-094 .0)
follow up
18P-056-22 ) ]
1 Venetoclax Acute respiratory distress | 1, 2,
14. | CMUH106- | 2018/1/3 [12109-00(2 o A
(downgra| Azacitidine syndrome 3,7
REC3-094 .0)
de)
17P-129-21 ] )
follow up| Venetoclax Klebsiella sepsis
15. | CMUH106- | 2017/11/23 [ 75096-00(6 . 2,3 A
6 Azacitidine Neutropenia
REC3-094 .0)
17P-062-22 ) ]
follow up| Venetoclax Febrile neutropenia 1,2,
16. | CMUH106- | 2017/12/24 |05604-00(4 o ] ) A
1 Azacitidine Candida sepsis 3
REC3-094 .0)
17P-062-22 ] )
follow up| Venetoclax Candida sepsis 1,2,
17. | CMUH106- | 2017/12/24 [05604-00(5 o ) ) A
2 Azacitidine Febrile neutropenia 3
REC3-094 .0)
18P-129-22
. Venetoclax ] 2,3,
18. | CMUH106- | 2018/1/27 [39566-00(0| Initial o Sepsis A
Azacitidine 7
REC3-094 .0)
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18P-129-22
follow up| Venetoclax ) 2,3,
19. | CMUH106- | 2018/1/27 [39566-00(1 o Sepsis A
1 Azacitidine 7
REC3-094 .0)
17P-062-22 ] ]
follow up| Venetoclax Candida sepsis 1,2,
20. [ CMUH106- | 2017/12/24 |05604-00(6 A
3 Azacitidine Febrile neutropenia 3
REC3-094 .0)
Incarcerated hernia
Intra-abdominal fluid
18P-163-22 collection
follow up[ Venetoclax - 2,3,
21. [ CMUH106- [ 2018/1/5 [13896-00(6 Cellulitis A
6 Azacitidine 4.7
REC3-094 .0) Infection MRSA
Abdominal pain
Acute kidney injury
18P-129-22
follow up[ Venetoclax ) 2,3,
22. [ CMUH106- | 2018/1/27 [39566-00(6 Sepsis A
2 Azacitidine 7
REC3-094 .0)
18P-056-22
follow up|[ Venetoclax ] )
23. | CMUH106- | 2018/2/20 (63904-00(1 o Respiratory distress 1,71 A
1 Azacitidine
REC3-094 .0)
Renal failure
Incarcerated hernia
18P-163-22 Intra-abdominal fluid 1,2,
follow up|[ Venetoclax )
24. | CMUH106- | 2018/1/5 (13896-00(9 o collection 3, A
9 Azacitidine .
REC3-094 .0) Cellulitis 4.7
Infection MRSA
Abdominal pain
18P-056-22
follow up| Venetoclax Influenza
25. | CMUH106- | 2018/2/18 (62365-00(1 o 1,3 A
1 Azacitidine Pneumopathy
REC3-094 .0)
18P-056-22
follow up| Venetoclax Influenza;
26. [ CMUH106- | 2018/2/18 [62365-00(2 o 1,3 A
2 Azacitidine Pneumopathy
REC3-094 .0)
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Renal failure;
Incarcerated hernia;
18P-163-22 Intra-abdominal fluid 1,2,
follow up| Venetoclax ]
27. | CMUH106- | 2018/1/5 (13896-00(1 collection; 3, A
10 Azacitidine
REC3-094 0.0) Cellulitis; 4.7
Infection MRSA;
Abdominal pain
18P-150-22
- Venetoclax )
28. [ CMUH106- | 2018/3/4 |79674-00(0| Initial Rectal bleeding 2,3 A
Azacitidine
REC3-094 .0)
18P-122-22
- Venetoclax o o
29. | CMUH106- | 2018/2/22 (78109-00(0| Initial Septicemia escherichia | 2,3 [ A
Azacitidine
REC3-094 .0)
18P-122-22
follow up[ Venetoclax o o
30. | CMUH106- | 2018/2/22 |78109-00(1 Septicemia escherichia | 2,3 | A
1 Azacitidine
REC3-094 .0)
18P-150-22
follow up|[ Venetoclax .
31. [ CMUH106- | 2018/3/4 |79674-00(1 Rectal bleeding 2,3 A
1 Azacitidine
REC3-094 .0)
18P-251-22 ) )
follow up| Venetoclax Cardio-respiratory arrest
32. [ CMUH106- | 2018/3/11 |86485-00(1 ) ) 1,2 A
1 Azacitidine Cardio-respiratory arrest
REC3-094 .0)
18P-150-22
. Venetoclax )
33. | CMUH106- | 2018/3/13 [87356-00(0| Initial Rectal bleeding 2,3 A
Azacitidine
REC3-094 .0)
18P-150-22
follow up| Venetoclax )
34. [ CMUH106- | 2018/3/13 [87356-00(1 Rectal bleeding 2,3 A
1 Azacitidine
REC3-094 .0)
18P-150-22
follow up| Venetoclax ]
35. [ CMUH106- | 2018/3/4 |[79674-00(4 Rectal bleeding 2,3 A
2 Azacitidine
REC3-094 .0)
18P-122-22
follow up[ Venetoclax o o
36. | CMUH106- | 2018/2/22 (78109-00(4 Septicemia escherichia | 2,3 | A
2 Azacitidine
REC3-094 .0)

107 = 08 * 02 p




9 ] ) ) D ‘ A -
ﬂm%%«%“%a%ﬁpz WRLIREF=FLLA 4
TR-ERFAZBAEREE(L RiR)
B X 2 PAR (R L
R R AL SRR VR E 5 S P =4
5L § 2 ML 5|
septic shock due to
#1) MK-3475 | ] ]
infection [Septic shock]
Study (Code not
chemotherapy toxicity
broken) o ]
[Toxicity to various agents]
CMUH106- 1806 TURO |Followup #2)
37. 2018/6/13 urinary tract infection [1.2.3| A
REC3-078 07280 4 CISPLATIN
[Urinary tract infection]
#3) is [Sepsis]
sepsis [Sepsis
5-FLUOROUR P P
intracranial infectious
ACIL ]
[Infection]
septic shock due to
#1) MK-3475
infection [Septic shock]
Study (Code not o
chemotherapy toxicity
broken) o ]
[Toxicity to various agents]
CMUH106- 1806 TURO |Followup #2) ) ) )
38. 2018/6/13 urinary tract infection |1.2.3| A
REC3-078 07280 5 CISPLATIN
[Urinary tract infection]
#3)
sepsis [Sepsis]
5-FLUOROUR
intracranial infectious
ACIL
[Infection]
#1) MK-3475
Study (Code not
broken)
CMUH106- 1806GTMO |Followup #2) ) ]
39. 2018/6/8 pneumonia [Pneumonia] | 2.3 | A
REC3-078 06010 4 CISPLATIN
#3)
5-FLUOROUR
ACIL
septic shock due to
#1) MK-3475
infection [Septic shock]
Study (Code not ) ) )
urinary tract infection
broken) ) ) )
[Urinary tract infection]
CMUH106- 1806 TURO |Followup #2) o
40. 2018/6/13 chemotherapy toxicity |1.2.3| A
REC3-078 07280 6 CISPLATIN
[Toxicity to various agents]
#3)
sepsis [Sepsis]
5-FLUOROUR
intracranial infarction
ACIL
[Cerebral infarction]
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#1) MK-3475 Infection (C.Diff)
CMUH105- 1806USAO |follow up
41. 2018/6/8 #2) [Clostridium difficile 23 | A
REC3-093 05409 2
AXITINIB infection]
#1) MK-3475 . .
CMUH105- 1806USAO |follow up pneumonitis [Pneumonitis]
42. 2018/6/20 #2) ] ] 23 | A
REC3-093 10794 1 hypoxia [Hypoxia]
AXITINIB
#1) MK-3475 . .
CMUH105- 1806USAO |follow up pneumonitis [Pneumonitis]
43. 2018/6/20 #2) ) ] 1.23| A
REC3-093 10794 2 hypoxia [Hypoxia]
AXITINIB
Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome]
heart failure [Cardiac
#1) MK-3475 failure]
CMUH105- 1712JPNOO |follow up ] .
44, 2017/12/16 #2) Drug-induced myocarditis | 2.3 A
REC3-093 9077 34 -
AXITINIB [Myocarditis]
Paroxysmal
supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kidney disease
[Chronic kidney disease]
18P-056-22
CMUH106- Follow Venetoclax; 1.Influenza
45, 2018/2/18 [62365-00(4 o 1,3 A
REC3-094 0 up 4 Azacitidine 2.Pneumopathy
18P-150-22
CMUH106- Follow | Venetoclax; )
46. 2018/3/13 |87356-00(2 o 1.Rectal bleeding 2,31 A
REC3-094 0 up 2 Azacitidine
18P-163-22
CMUH106- Follow Venetoclax; 1.Thrombocytopenia
47, 2018/3/16 |[84811-00(3. o ) 2,71 A
REC3-094 0 up 3 Azacitidine 2.Neutropenia
107 # 08 * 02 p % 20 F > x 25 F




PRFFCTEMRFRELARLA 4N FEARE
TR-ERFAXTEERES( %)
B X AR AR E
AEHE|FL P Y TRES LE BE =R
g |~ Y 25 | wl T
18P-056-22 1.Respiratory distress
CMUH106- Follow | Venetoclax; 1,2,
48. 2018/2/18 |62365-00(5 o 2. Influenza A
REC3-094 up 5 Azacitidine 3
.0) 3.Pneumopathy
18P-122-22
CMUH106- Follow | Venetoclax; o o
49, 2018/2/22 |78109-00(6 1.Septicemia escherichia | 2,3 | A
REC3-094 0 up 6 Azacitidine
18P-163-23
CMUH106- . Venetoclax; ) 1,2,
50. 2018/4/8 ]19195-00(0( Initial o 1.Pneumonia A
REC3-094 0 Azacitidine 3
18P-163-22 ]
CMUH106- Follow | Venetoclax; 1.Thrombocytopenia
51. 2018/3/16 |84811-00(4. o . 2,71 A
REC3-094 0 up 4 Azacitidine 2.Neutropenia
18P-163-23
CMUH106- Follow | Venetoclax; ] 1,2,
52. 2018/4/8 119195-00(1 o 1.Pneumonia A
REC3-094 0 up 1 Azacitidine 3
18P-163-23 1.Supraventricular
CMUH106- Follow | Venetoclax; )
53. 2018/4/7 |17922-00(2 o tachycardia 2,3 A
REC3-094 up 2 Azacitidine
.0) 2.Pneumonia
18P-122-22
CMUH106- Follow | Venetoclax; o o
54. 2018/2/22 |78109-00(8 o 1.Septicemia escherichia | 2,3 | A
REC3-094 0 up 8 Azacitidine
18P-163-23 1.Supraventricular
CMUH106- Follow | Venetoclax; )
55. 2018/4/7 |17922-00(3 o tachycardia 2,3 A
REC3-094 up 3 Azacitidine )
.0) 2.Pneumonia
18P-163-23
CMUH106- - Venetoclax; o
56. 2018/4/26 (38848-00(0| Initial 1.Troponin increased 2,3 | A
REC3-094 0 Azacitidine
18P-044-23 1.Bleeding
CMUH106- Follow | Venetoclax; o 1,2,
57. 2018/4/18 [29188-00(1 2.Labored respiration A
REC3-094 up 1 Azacitidine 7
.0) 3.Uremia
18P-163-23
CMUH106- Follow | Venetoclax; o
58. 2018/4/26 |38848-00(1 o 1.Troponin increased 2,31 A
REC3-094 0 up 1 Azacitidine
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18P-122-22
CMUH106- Follow | Venetoclax; o o
59. 2018/2/22 |78109-00(9 o 1. Septicemia escherichia | 2,3 [ A
REC3-094 0 up 9 Azacitidine
18P-028-23 1.Pulmonary edema
CMUH106- Follow | Venetoclax; o ) 2,3,
60. 2018/4/23 (34118-00(1. 2.Escherichia coli A
REC3-094 up 1 Azacitidine ) 7
0) bacteremia
18P-008-23
CMUH106- Follow | Venetoclax; ) )
61. 2018/4/30 [44363-00(1 o 1. Acute respiratory failure| 1,3 [ A
REC3-094 0 up 1 Azacitidine
18P-028-23 1.Escherichia coli
CMUH106- Follow | Venetoclax; ) 2,3,
62. 2018/4/23 [34118-00(3. o bacteremia A
REC3-094 up 3 Azacitidine 7
0) 2.Pulmonary edema
18P-143-23
CMUH106- . Venetoclax; . .
63. 2018/5/2 156658-00(0| Initial 1.Neutropenic sepsis 1,3 A
REC3-094 0 Azacitidine
18P-163-23 1.Supraventricular
CMUH106- Follow | Venetoclax; )
64. 2018/4/7 117922-00(4 o tachycardia 2,3 A
REC3-094 up 4 Azacitidine
.0) 2.Pneumonia
18P-008-23
CMUH106- Follow | Venetoclax; ] )
65. 2018/4/30 |44363-00(2 o 1. Acute respiratory failure| 1,3 | A
REC3-094 0 up 2 Azacitidine
18P-163-23
CMUH106- Follow Venetoclax; 1,2,
66. 2018/4/8 119195-00(3 o 1.Lung infection A
REC3-094 0 up 3 Azacitidine 3
18P-163-23
CMUH106- Follow | Venetoclax; )
67. 2018/4/26 |38848-00(3 o 1.Myocardial edema 2,3 A
REC3-094 0 up 3 Azacitidine
18P-008-23
CMUH106- Follow | Venetoclax; ) )
68. 2018/4/30 [44363-00(3 o 1. Acute respiratory failure| 1,3 | A
REC3-094 0 up 3 Azacitidine
18P-143-23
CMUH106- Follow | Venetoclax; ) )
69. 2018/5/2 |56658-00(1 o 1.Neutropenic sepsis 1,3 A
REC3-094 0 up 1 Azacitidine
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18P-028-23 1.Congestive heart failure
CMUH106- Follow | Venetoclax; o ] 2,3,
70. 2018/4/23 [34118-00(5. o 2. Escherichia coli A
REC3-094 up 5 Azacitidine ] 7
0) bacteremia
18P-008-23
CMUH106- Follow | Venetoclax; ) )
71. 2018/4/30 [44363-00(4 1. Acute respiratory failure| 1,3 | A
REC3-094 0 up 4 Azacitidine
18P-082-23
CMUH106- Follow | Venetoclax; ) 2,3,
72. 2018/6/4 |79503-00(1 1. Tumor lysis syndrome A
REC3-094 0 up 1 Azacitidine 7
18P-163-23
CMUH106- Venetoclax;
73. 2018/6/6 |84093-00(0| Initial 1.Death NOS 1 A
REC3-094 0 Azacitidine
18P-056-23
CMUH106- Follow | Venetoclax; ]
74. 2018/5/16 |61019-00(4 o 1.Sepsis 2,3 A
REC3-094 0 up 4 Azacitidine
1.Fungal sepsis
18P-163-23
CMUH106- Follow Venetoclax; 2.Nausea
75. 2018/6/17 [93524-00(1 o ] 1,3 A
REC3-094 0 up 1 Azacitidine 3.Fatigue
' 4.Fungal sepsis
18P-028-23 1.Consciousness
CMUH106- Follow | Venetoclax; ) 2,3,
76. 2018/6/14 [92050-00(1 o fluctuating A
REC3-094 up 1 Azacitidine ) ) 4,7
.0) 2.Febrile neutropenia
18P-028-23 1.Congestive heart failure
CMUH106- Follow | Venetoclax; o ) 2,3,
7. 2018/4/23 |34118-00(9. o 2. Escherichia coli A
REC3-094 up 9 Azacitidine ) 7
0) bacteremia
18P-044-23
CMUH106- Follow Venetoclax; 1,2,
78. 2018/6/14 (92073-00(1 1.Cerebral disorder A
REC3-094 0 up 1 Azacitidine 3,4
(k] FRPHE -
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T % > M4F 2 (Periodic Safety Report) :
1. FILGOTINIB (GS-6034, GLPG0634) BLINDED
7. | CMUH106-REC3-041 | /5 & % | SIX-MONTHLY LINE LISTING,
PERIOD COVERED: 01JULY 2017-
31DECEMBER 2017
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