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5. 2017/1/26 |59276-00(7 ABT494 MRSA wound infection | 3,6 | A
REC3-013 up 1
.0)
17P-163-19
CMUH105-
6. 2017/4/16 |48077-00(1| Initial ABT494 Diverticulitis 3 A
REC3-013
.0)
16P-118-17 _ _
CMUH105- . Viral upper respiratory
7. 2016/8/28 |25084-00(8| Initial ABT494 ) ] 3 A
REC3-013 0 tract infection
16P-163-17
CMUH105-
8. 2016/10/14 |161207-00(0| Initial ABT494 Diverticulitis 3 A
REC3-013
.0)
16P-163-17
CMUH105- - o )
9. 2016/10/13 | 64873-00(0( Initial ABT494 Organizing pneumonia 3 A
REC3-013
.0)
16P-163-17
CMUH105- Follow
10. 2016/10/14 161207-00(1 ABT494 Diverticulitis 3 A
REC3-013 up 1
.0)
16P-163-17
CMUH105- Follow o )
11. 2016/10/13 |64873-00(1 ABT494 Organizing pneumonia 3 A
REC3-013 up 1
.0)
16P-163-17
CMUH105- Follow o ]
12. 2016/10/13 |164873-00(2 ABT494 Organizing pneumonia 3 A
REC3-013 0 up 2
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16P-163-17
CMUH105- Follow o ]
13. 2016/10/13 |164873-00(3 ABT494 Organizing pneumonia 3 A
REC3-013 up 3
.0)
16P-163-18
CMUH105- . "Pneumonia
14. 2016/12/18 |24533-00(0] Initial ABT494 36| A
REC3-013 0 Atrial fibrillation"
16P-163-18
CMUH105- Follow-u "Pneumonia
15. 2016/12/18 |124533-00(3 ABT494 36| A
REC3-013 0 pl Atrial fibrillation"
16P-163-17
CMUH105- Follow S
16. 2016/10/19 |161207-00(6 ABT494 Diverticulitis 3 A
REC3-013 up 2
.0)
17P-129-18
CMUH105-
17. 2017/1/29 [57793-00(0| Initial ABT494 Shingles 3 A
REC3-013
.0)
16P-163-18
CMUH105- Follow "Pneumonia
18. 2016/12/18 |24533-00(5 ABT494 S 3,6 A
REC3-013 0 up 2 Atrial fibrillation"”
17P-129-18
CMUH105- Follow ]
19. 2017/1/29 [57793-00(1 ABT494 Erysipelas 3 A
REC3-013 up 1
.0)
16P-163-18
CMUH105- Follow "Pneumonia
20. 2016/12/18 |24533-00(6 ABT494 36| A
REC3-013 0 up 3 Atrial fibrillation"
17P-129-18
CMUH105- Follow )
21. 2017/1/29 |57793-00(3 ABT494 Erysipelas 3 A
REC3-013 up 2
.0)
16P-163-17
CMUH105- Follow o )
22. 2016/10/13 |64873-00(7 ABT494 Organizing pneumonia 3 A
REC3-013 up 4
.0)
17P-251-18
CMUH105- » o ]
23. 2017/2/5 |84579-00(0| Initial ABT494 Enterocolitis infectious 3 A
REC3-013 0
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"Community acquired
16P-163-18
CMUH105- . pneumonia
24. 2016/11/6 |17523-00(3| Initial ABT494 ) 2,3 A
REC3-013 0 Sepsis
' Acute respiratory failure”
16P-163-18
CMUH105- Follow "Pneumonia
25. 2016/12/18 |124533-00(9 ABT494 3,6 | A
REC3-013 0 up 4 Atrial fibrillation"
Fulminant hepatitis
CMUH105- 1703HUNO |follow up [Hepatitis fulminant]
26. 2017/3/7 SUNITINIB 123 A
REC3-093 03913 10 hypertensive crisis
[Hypertensive crisis]
Fulminant hepatitis
CMUH105- 1703HUNO |follow up [Hepatitis fulminant]
27. 2017/317 SUNITINIB 123 A
REC3-093 03913 11 hypertensive crisis
[Hypertensive crisis]
MK-3475
) myocardiopathy
CMUH105- 1705BRAO (follow up [ (pembrolizumab )
28. 2017/5/26 [Cardiomyopathy] 1.23] A
REC3-093 15061 01 ) ) )
arrhythmia [Arrhythmia]
AXITINIB
MK-3475
) myocardiopathy
CMUH105- 1705BRAO (follow up [ (pembrolizumab )
29. 2017/5/26 [Cardiomyopathy] 1.23] A
REC3-093 15061 02 ) ) )
arrhythmia [Arrhythmia]
AXITINIB
MK-3475
CMUH105- 1705USAQ |follow up|(pembrolizumab | stroke [Cerebrovascular
30. 2017/5/7 ] 234 A
REC3-093 05516 02 ) accident]
AXITINIB
MK-3475
CMUH105- 1705USAQ |follow up|(pembrolizumab | stroke [Cerebrovascular
31. 2017/5/7 ) 234 A
REC3-093 05516 03 ) accident]
AXITINIB
MK-3475 )
) myocardiopathy
CMUH105- 1705BRAO (follow up [ (pembrolizumab )
32. 2017/5/26 [Cardiomyopathy] 123 A
REC3-093 15061 03 ) hythmia [Arhythmia]
arrhythmia [Arrhythmia
AXITINIB " "
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CMUH105- 1706USA0 - Cardiac Arrest [Cardiac
33. 2017/6/9 Initial SUNITINIB 1 A
REC3-093 05786 arrest]
Hyperglycemia
MK-3475 YRergy )
) [Hyperglycaemia]
CMUH105- 1705JPNO1 |follow up| (pembrolizumab
34. 2017/5/23 depressed levels of 23| A
REC3-093 2588 05 ) )
consicousness [Depressed
AXITINIB )
level of consciousness]
MK-3475
CMUH105- 1705JPNO1 |follow up|(pembrolizumab Hyperglycemia
35. 2017/5/23 ) 23 | A
REC3-093 2588 06 ) [Hyperglycaemia]
AXITINIB
MK-3475
depressed level of
CMUH105- 1706USA0 . (pembrolizumab ]
36. 2017/4/20 Initial consicousness [Depressed | 2 A
REC3-093 07724 ) )
level of consciousness]
AXITINIB
MK-3475
CMUH105- 1706USAOQ |follow up| (pembrolizumab nephrotoxicity
37. 2017/6/9 ] 1 A
REC3-093 05786 01 ) [Nephropathy toxic]
AXITINIB
MK-3475
CMUH105- 1705BRAO (follow up|(pembrolizumab| Cardiac Arrest [Cardiac
38. 2017/5/26 1.23] A
REC3-093 15061 04 ) arrest]
AXITINIB
MK-3475
CMUH105- 1705JPNO1 |follow up|(pembrolizumab myocardiopathy
39. 2017/5/23 ) 12 | A
REC3-093 2588 07 ) [Cardiomyopathy]
AXITINIB
MK-3475
CMUH105- 1705JPNO1 |follow up|(pembrolizumab| stroke [Cerebrovascular
40. 2017/5/7 1231 A
REC3-093 2588 06 ) accident]
AXITINIB
MK-3475
CMUH105- 1706USAO0 (pembrolizumab| Autoimmune hepatitis
41. 2017/6/7 Initial ) N 2 A
REC3-093 07724 ) [Autoimmune hepatitis]
AXITINIB
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Hyperglycemia
MK-3475 YPergy ]
) [Hyperglycaemia]
CMUH105- 1706USAO |follow up| (pembrolizumab
42. 2017/5/23 depressed level of 23| A
REC3-093 05786 01 ) ]
consicousness [Depressed
AXITINIB )
level of consciousness]
MK-3475
CMUH105- 1705BRAO (follow up [ (pembrolizumab
43. 2017/6/26 dyspnea [Dyspnoea] 13| A
REC3-093 15061 04 )
AXITINIB
MK-3475
CMUH105- 1705JPNO1 |follow up|(pembrolizumab
44, 2017/6/26 dyspnea [Dyspnoea] 1.3 A
REC3-093 2588 07 )
AXITINIB
MK-3475
CMUH105- 1705JPNO1 |follow up|(pembrolizumab Hyperglycemia
45, 2017/5/23 ) 23 [ A
REC3-093 2588 09 ) [Hyperglycaemia]
AXITINIB
MK-3475
) depressed level of
CMUH105- 1705JPNO1 |follow up| (pembrolizumab )
46. 2017/5/23 consicousness [Depressed | 2.3 | A
REC3-093 2588 10 ) ]
level of consciousness]
AXITINIB
MK-3475
CMUH105- 1705BRAO (follow up [ (pembrolizumab Hyperglycemia
47. 2017/5/26 ) 1231 A
REC3-093 15061 05 ) [Hyperglycaemia]
AXITINIB
MK-3475
) depressed level of
CMUH105- 1705BRAO (follow up [ (pembrolizumab )
48. 2017/5/26 consicousness [Depressed [ 1.3 | A
REC3-093 15061 06 ) )
level of consciousness]
AXITINIB
MK-3475
CMUH105- 1706FRAO [follow up|(pembrolizumab Hepatitis cytolisis
49. 2017/5/17 o 23 [ A
REC3-093 04656 05 ) [Hepatitis]
AXITINIB
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Hyperglycemia
MK-3475 YPergy ]
) [Hyperglycaemia]
CMUH105- 1705JPNO1 |follow up| (pembrolizumab
50. 2017/5/23 depressed level of 23 | A
REC3-093 2588 11 ) ]
consicousness [Depressed
AXITINIB )
level of consciousness]
MK-3475
CMUH105- 1705USAO |follow up|(pembrolizumab | stroke [Cerebrovascular
ol. 2017/5/7 ) 1231 A
REC3-093 05516 05 ) accident]
AXITINIB
MK-3475
CMUH105- 1706USAO |follow up|(pembrolizumab nephrotoxicity
52. 2017/4/20 _ 2 | A
REC3-093 07724 01 ) [Nephropathy toxic]
AXITINIB
Hyperglycemia
MK-3475 )
) [Hyperglycaemia]
CMUH105- 1705JPNO1 |follow up| (pembrolizumab
53. 2017/5/23 depressed level of 23| A
REC3-093 2588 12 ) )
consicousness [Depressed
AXITINIB )
level of consciousness]
Fulminant hepatitis
CMUH105- 1703HUNO |follow up [Hepatitis fulminant]
54, 2017/3/7 SUNITINIB ) o 1231 A
REC3-093 03913 12 hypertensive crisis
[Hypertensive crisis]
CMUH105- 1707BRAO [follow up
55. 2017/6/26 SUNITINIB Dyspnoea [Dyspnoea] 12 | A
REC3-093 00452 02
Hyperglycemia
MK-3475 YRErgy )
) [Hyperglycaemia]
CMUH105- 1705JPNO1 |follow up|(pembrolizumab
56. 2017/5/23 depressed level of 23 | A
REC3-093 2588 13 ) )
consicousness [Depressed
AXITINIB )
level of consciousness]
Hyperglycemia
MK-3475 [Hyperglycaemia]
CMUH105- 1705JPNO1 |follow up| (pembrolizumab depressed level of
57. 2017/5/23 ) 23 [ A
REC3-093 2588 14 ) consicousness due to
AXITINIB hypoglycemia
[Hypoglycaemia]
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MK-3475
CMUH105- 1706USAO |follow up|(pembrolizumab nephrotoxicity
58. 2017/4/20 ] 2 A
REC3-093 07724 02 ) [Nephropathy toxic]
AXITINIB
CMUH105- 1707BRAO (follow up Hepatitis cytolisis
59. 2017/6/26 SUNITINIB . 13 A
REC3-093 00452 03 [Hepatitis]
Hyperglycemia
CMUH105- 1705JPNO1 [follow up| MK-3475 )
60. 2017/5/23 depression level of 13 A
REC3-093 2588 15 Axitinib )
conciousness
CMUH105- 1706FRAO (follow up
61. 2017/5/28 SUNITINIB peritonitis [Peritonitis] 23 | A
REC3-093 04683 12
CMUH105- 1706IRLOO |follow up gram negative sepsis
62. 2017/6/9 SUNITINIB ] ) 23 [ A
REC3-093 5255 05 [Bacterial sepsis]
CMUH105- 1705BRAO [follow up| MK-3475 myocardiopathy
63. 2017/6/26 o ) 13 A
REC3-093 15061 08 Axitinib [Cardiomyopathy]
CMUH105- 1708IRL0O0 MK-3475
64. 2017/7/29 Initial ketoacidosis [Ketoacidosis]| 2.3 | A
REC3-093 0777 Axitinib
CMUH105- 1706FRAO |follow up MK-3475 Hepatitis cytolisis
65. 2017/5/17 23 [ A
REC3-093 04656 06 Axitinib [Hepatitis]
MK-3475
CMUH105- 1706FRAO |follow up|(pembrolizumab Hepatitis cytolisis
66. 2017/5/17 12 | A
REC3-093 04656 06 ) [Hepatitis]
AXITINIB
Fulminant hepatitis
CMUH105- 1703HUNO |follow up [Hepatitis fulminant]
67. 2017/3/7 SUNITINIB 123 A
REC3-093 03913 13 hypertensive crisis
[Hypertensive crisis]
MK-3475
CMUH105- 1708IRLOO [follow up|(pembrolizumab o o
68. 2017/7/29 ketoacidosis [Ketoacidosis]| 2.3 [ A
REC3-093 0777 01 )
AXITINIB
MK-3475 Hyperglycemia
CMUH105- 1705JPNO1 |follow up| (pembrolizumab [Hyperglycaemia]
69. 2017/5/23 ) 23 [ A
REC3-093 2588 16 ) hypoglycemia
AXITINIB [Hypoglycaemia]
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CMUH105- 1706IRLOO |follow up gram negative sepsis
70. 2017/6/9 SUNITINIB ] ) 23 [ A
REC3-093 5255 06 [Bacterial sepsis]
CMUH105- 1706USAO |follow up Cardiac Arrest [Cardiac
71. 2017/6/9 SUNITINIB 1 A
REC3-093 05786 02 arrest]
MK-3475
CMUH105- 1706FRAO [follow up|(pembrolizumab Hepatitis cytolisis
72. 2017/5/17 . 23 [ A
REC3-093 04656 07 ) [Hepatitis]
AXITINIB
CMUH105- Follow
73. 2017/212 1889600 Atezolizumab |FATAL TRANSAMINITIS| 1,3 A
REC3-049 up 1
DYSPNEA(follow-up
CMUH105- Follow ) report that no longer meets |1,2,3,
74. 2016/11/28 | 1861640 Atezolizumab | = ) A
REC3-049 up 1 criteria for expedited safety| 4
reporting)
Life threatening COUGH
CMUH105- Paclitaxel
75. 2017/3/10 | 1907403 | Initial and THROAT 2 A
REC3-049 Albumin Bound
DISCOMFORT
Fatal Immune
CMUH105- Follow ] o
76. 2017/5/30 | 1943419 Atezolizumab | reconstitution syndrome | 1,3 A
REC3-049 up 1 ]
and Dehydration.
CMUH105- Follow Paclitaxel )
77. 2017/5/30 | 1943419 _ Fatal Dehydration 13| A
REC3-049 upl |Albumin Bound
IMMUNE
RECONSTITUTION
SYNDROME,
CMUH105- Follow
78. 2017/5/30 | 1943419 Atezolizumab DEHYDRATION 1,341 A
REC3-049 up 2
(follow-up report that no
longer meets criteria for
expedited safety reporting)
FEBRILE
NEUTROPENIA(follow-u
CMUH105- Follow Paclitaxel p report where the event of
79. 2017/5/30 | 1943419 ) 1,341 A
REC3-049 up2 |[Albumin Bound| DEHYDRATION was
changed to FEBRILE
NEUTROPENIA.)
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SEPTIC
) SHOCK((follow-up report
CMUH105- Follow Paclitaxel
80. 2017/5/30 | 1943419 _ where the event of ‘febrile [ 1,3,4| A
REC3-049 up3 [Albumin Bound
neutropenia’ was changed
to ‘septic shock)
FATAL MEDICATION
INDUCED LIVER
CMUH105- Follow FAILURE (follow-up
81. 2017/4/6 | 1906836 Atezolizumab 13| A
REC3-049 up 3 report that no longer meets
criteria for expedited safety
reporting)
FATAL MEDICATION
INDUCED LIVER
CMUH105- Follow Paclitaxel FAILURE(follow-up report
82. 2017/4/6 | 1906836 13| A
REC3-049 up 3 | Albumin Bound that no longer meets
criteria for expedited safety
reporting)
[L&R] FRPH -
x~ HEHLEARFA
%J-i 2. .—l‘.
B * & ¥ o FHRE
1. | CMUH104-REC3-102 1t (57 wigawi o]
' ) ) Xt * 3 p g 0106 # 07 7 12 p
(2]
2. | CMUH106-REC3-079 | v #i& | B %42 £
*ix & ¢ ASLAN001-012 2.0 04Jul 2017
[ 24dp4 ]
*Eok E 5 AL Atezolizumab
| *TrpPEELHFi2016& 110 011 p 3 2017
3. | CMUH106-REC3-010 | 3 "¥ 4% | |
#£05% 10p
|(@ERE=EN e |
pHp:2017 # 52 30 P
| (3% 2482 ]
4. | CMUH106-REC3-054 | =% & = .
77 | *smE s 445 0 MK3475 (Pembrolizumab)
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