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BR-JNJFOC-
CMUH102-R follow up 1. SUICIDAL IDEATION
1. 2014/11/17 (20141112896 IBRUTINIB 2,3 A
EC1-067 2 2. SUICIDAL IDEATION
(2
CA-IJNJFOC
CMUH103-R follow up | DARATUMUMA
2. 2014/11/29 |-2014120218 1. RESPIRATORY FAILURE| 2,3 A
EC1-075 5 B
2(5)
1. EXACERBATION OF
AR-JNJFOC EROSIVE GASTRITIS
CMUH103-R
3. 2014/12/15 |-2014121268| Initial |RIVAROXABAN 2. WORSENING OF 2,3 A
EC1-087
1(2) CHRONIC
DIVERTICULOSIS
DMR101-IRB 2014-0323 bortezomib/
4, 2014/12/16 Initial Bilateral pneumonia 1,2,3] A
1-148 0) dexamethasone
CMUH102-R SM13496
5. 2013/1/17 | 201300527 Initial Femoral Neck Fracture 3 A
EC1-128 (blinded)
CMUH102-R follow up SM13496
6. 2013/1/17 | 201300527 Femoral Neck Fracture 3 A
EC1-128 1 (blinded)
CMUH102-R follow up SM13496
7. 2013/1/17 | 201300527 Femoral Neck Fracture 3 A
EC1-128 2 (blinded)
CMUH102-R follow up
8. 2013/1/17 | 201300527 Placebo Femoral Neck Fracture 3 A
EC1-128 3
CMUH102-R
9. 2013/4/29 | 201305408 Initial SM13496 Nausea 3 A
EC1-129
CMUH102-R follow up
10. 2013/4/29 | 201305408 SM13496 Gastritis erosive 3 A
EC1-129 1
CMUH102-R follow up
11. 2013/4/30 | 201305408 SM13496 Gastritis erosive 3 A
EC1-129 2
CMUH102-R follow up
12. 2013/4/30 | 201305408 SM13496 Gastritis erosive 3 A
EC1-129 3
CMUH102-R follow up
13. 2013/4/30 | 201305408 SM13496 Gastritis erosive 3 A
EC1-129 4
CMUH102-R
14, 2013/8/16 | 201310959 Initial SM13496 Cyanosis 3 A
EC1-129
CMUH102-R follow up
15. 2013/8/16 | 201310959 SM13496 Methemoglobinemia 7 A
EC1-129 1
104 # 02 * 11 p % 21 F ¥ 33 F
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CMUH102-R follow up
16. 2013/8/16 | 201310959 SM13496 Methemoglobinemia 3 A
EC1-129 2
CMUH102-R
17. 2013/10/12 | 201313675 Initial SM13496 Drug eruption 3 A
EC1-129
CMUH102-R follow up
18. 2013/10/12 | 201313675 SM13496 Drug eruption 3 A
EC1-129 1
CMUH102-R follow up
19. 2013/10/12 | 201313675 SM13496 Drug eruption 3 A
EC1-129 2
CMUH102-R follow up
20. 2013/10/12 | 201313675 SM13496 Drug eruption 3 A
EC1-129 3
CMUH102-R
21. 2014/1/6 201400424 Initial SM13496 Diabetes insipidus 3 A
EC1-129
CMUH102-R follow up
22. 2014/1/6 201400424 SM13496 Diabetes insipidus 3 A
EC1-129 1
CMUH102-R follow up
23. 2014/1/6 201400424 SM13496 Central diabetes insipidus 3 A
EC1-129 3
CMUH102-R follow up
24. 2014/1/6 201400424 SM13496 Central diabetes insipidus 3 A
EC1-129 4
CMUH102-R follow up
25. 2014/1/6 201400424 SM13496 Central diabetes insipidus 3 A
EC1-129 5
CMUH102-R follow up
26. 2014/1/6 201400424 SM13496 Blood hyposmosis 1 A
EC1-129 6
CMUH102-R follow up
27. 2014/1/6 201400424 SM13496 Blood hyposmosis 1 A
EC1-129 7
CMUH102-R follow up
28. 2014/1/6 201400424 SM13496 Blood hyposmosis 1 A
EC1-129 8
CMUH102-R follow up
29. 2014/1/6 | 201400424 SM13496 Blood hyposmosis 1 A
EC1-129 9
CMUH102-R follow up
30. 2014/1/6 | 201400424 SM13496 Blood hyposmosis 1 A
EC1-129 10
CMUH102-R follow up
3L 2014/1/6 | 201400424 SM13496 Blood hyposmosis 1 A
EC1-129 11
CMUH102-R follow up
32. 2014/1/6 201400424 SM13496 Blood hyposmosis 1 A
EC1-129 12
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CMUH102-R follow up
33. 2014/1/6 201400424 SM13496 Hyponatraemia 1 A
EC1-129 13
CMUH-103-R 2014SE7303 | Follow-up PULMONARY
34. 2014/9/19 MEDI4736 1 A
EC1-110 7 1 HEMORRHAGE
CMUH-103-R 2014SE7303 | Follow-up PULMONARY
35. 2014/9/19 MEDI4736 1 A
EC1-110 7 2 HEMORRHAGE
brentuximab
vedotin,
DMR101-IRB 2014SGNO01
36. 2014/12/6 FU1 vincristine, Sudden death 1 A
1-284 641
Cyclophosphamid
e, Doxorubicin
brentuximab
vedotin,
DMR101-IRB 2014SGNO01
37. 2014/12/6 FU2 vincristine, Cardiac arrest 1 A
1-284 641
Cyclophosphamid
e, Doxorubicin
brentuximab
vedotin,
DMR101-IRB 2015SGNO00 Medically Significant, Bowel
38. 2014/12/31 initial vincristine, 2 A
1-284 003 perforation
Cyclophosphamid
e, Doxorubicin
brentuximab
vedotin,
DMR101-IRB 2015SGNO00 Medically Significant, Bowel
39. 2014/12/31 FU1 vincristine, 2 A
1-284 003 perforation
Cyclophosphamid
e, Doxorubicin
brentuximab
vedotin, Cardiorespiratory
DMR101-IRB 2014SGNO01
40. 2014/11/12 FU3 vincristine, insufficiency, Febrile 1 A
1-284 506
Cyclophosphamid neutropenia
e, Doxorubicin
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brentuximab
vedotin, Cardiorespiratory
DMR101-IRB 2014SGNO01
41. 2014/11/12 FU4 vincristine, insufficiency, Febrile 1 A
1-284 506
Cyclophosphamid neutropenia
e, Doxorubicin
CMUH102-R EC-2014-001 SORAFENIB
42. 2014/11/13 FU Circulatory failure 1 A
EC1-053 688 TOSILATE
CMUH102-R EC-2014-001 SORAFENIB
43. 2014/10/23 FU Blood bilirubin increased 1,3 A
EC1-053 254 TOSILATE
CMUH102-R EC-2014-001 SORAFENIB
44, 2014/11/13 FU Circulatory failure 1 A
EC1-053 688 TOSILATE
CMUH102-R EC-2014-002 SORAFENIB | Obstructive jaundice, Hepatic
45, 2014/12/22 | 2,3 A
EC1-053 716 TOSILATE failure, Renal failure
1. EXACERBATION OF
AR-IJNJFOC EROSIVE GASTRITIS
CMUH103-R follow up
46. 2014/12/15 |-2014121268 RIVAROXABAN 2. WORSENING OF 2,3 A
EC1-087 3
1(3) CHRONIC
DIVERTICULOSIS
CMUH102-R 2014SA0635|Follow-up| C.diff Toxoid
47. 2014/11/28 Exacerbation of asthma 3 A
EC1-061 28 #5 Vaccine
CMUH102-R 2014SA0722 | Follow-up| C.diff Toxoid
48. 2014/12/22 Absence seizure 3 A
EC1-061 74 #5 Vaccine
CMUH102-R 2014SA0722 C.diff Toxoid
49, 2014/12/23 Follow-up Absence seizure 3 A
EC1-061 74 Vaccine
#6
CMUH103-R 14P-076-131| Follow up
50. 2014/12/10 ABT-199 Sepsis 2,3 A
EC1-034 9802-00 1
CMUH103-R 14P-163-131 Neutropenia, Hyperkalaemia,
51. 2014/11/24 Initial ABT-199 2,3 A
EC1-034 6954-00 Febrile neutropenia
CMUH102-R PH20140168 Acute pancreatitis, Splenic
52. 2014/10/31 F1 Belimumab 2 A
EC1-016 45 abscess
CMUH102-R PL20140168
53. 2014/11/2 F2 Belimumab Urosepsis 2,3 A
EC1-016 46
CMUH102-R 2014EU0125 Enzalutamide vs. | Blunt Force Trauma Due to
54. 2014/9/8 FUl 1 A
EC1-068 31 Bicalutamide Motor Vehicle Accident
104 #02* 11 p % 24 7 % 33
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CMUH102-R 2014EU0127
55. 2014/9/4 FUl Enzalutamide SUDDEN DEATH 1 A
EC1-068 21
CMUH102-R 2012US0096
56. 2012/9/9 FU4 Enzalutamide Pancytopenia with anemia 1 A
EC1-068 60
CMUH102-R 014EU00397
57. 2014/3/23 FU2 Enzalutamide Retinal vascular disorder 7 A
EC1-068 1
CMUH102-R 2012US0096
58. 2012/9/9 FU5 Enzalutamide Pancytopenia with anemia 1 A
EC1-068 60
CMUH102-R 2014US0115
59. 2014/8/23 FU2 Enzalutamide Allergic reaction 3 A
EC1-068 76
CMUH102-R 2014EU0127
60. 2014/9/4 FU2 Enzalutamide Sudden death 1 A
EC1-068 21
CMUH102-R
61. 2014/10/23 | 2014101691 | Initial Enzalutamide Manic episode 3 A
EC1-068
CMUH102-R 2013US0055 Basosquamous cell
62. 2013/4/9 FU7 Enzalutamide 7 A
EC1-068 41 carcinoma, left cheek
CMUH102-R 2014JP00992
63. 2014/5/24 Initial Enzalutamide Hyponatraemia 1 A
EC1-068 3
CMUH102-R 2014US0170
64. 2014/11/2 Initial Enzalutamide Chest pain - cardiac 3 A
EC1-068 37
CMUH102-R 2014EU0039
65. 2014/3/23 FU3 Enzalutamide Retinal vascular disorder 7 A
EC1-068 71
CMUH102-R 2014EU0125 Blunt Force Trauma Due to
66. 2014/9/8 FU2 Enzalutamide 1 A
EC1-068 31 Motor Vehicle Accident
CMUH102-R 2014110008
67. 2014/11/10 Initial Enzalutamide Hypovolaemic shock 3 A
EC1-068 9
CMUH102-R 2014US0175
68. 2014/10/30 Initial Enzalutamide Death 1 A
EC1-068 33
CMUH102-R 2013US0055 Basosquamous cell
69. 2013/4/9 FU8 Enzalutamide 7 A
EC1-068 41 carcinoma, left cheek
CMUH102-R 2014US0175
70. 2014/10/30 FUl Enzalutamide SUDDEN DEATH 1 A
EC1-068 33
CMUH102-R 2014110008
71. 2014/11/5 Initial Enzalutamide Prostate cancer progression 1 A
EC1-068 1
104 #02* 11 p % 25 | 0 & 3
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CMUH102-R 2014Us0188
72. 2014/11/7 Initial Enzalutamide Dysarthria 3 A
EC1-068 47
CMUH102-R 2014EU0139
73. 2014/10/23 FUl Enzalutamide Mania 3 A
EC1-068 49
CMUH102-R 2014110008
74. 2014/11/5 FU1l Enzalutamide Prostate cancer progression 1 A
EC1-068 1
CMUH102-R 2014110008
75. 2014/11/10 FU1 Enzalutamide Hypovolaemic shock 3 A
EC1-068 9
CMUH102-R 2014US0175
76. 2014/10/30 FU2 Enzalutamide Prostate cancer progression 1 A
EC1-068 33
CMUH102-R 2014040006
77. 2014/3/23 FU4 Enzalutamide Retinal vascular disorder 7 A
EC1-068 1
CMUH102-R 2014110008
78. 2014/11/10 FU2 Enzalutamide Hypovolaemic shock 3 A
EC1-068 9
CMUH102-R 2014EU0139
79. 2014/10/23 FU2 Enzalutamide Mania 3 A
EC1-068 49
CMUH102-R 2014120030
80. 2014/12/9 Initial Enzalutamide Hyperkalemia 3 A
EC1-068 9
CMUH102-R 2014US0147
81. 2014/9/20 Initial Enzalutamide Acute bronchitis 3 A
EC1-068 84
CMUH103-R follow up
82. 2014/12/15 | KR-000011 Bosutinib Hematuria 7 A
EC1-080 1
451504
CMUH103-R
83. 2015/1/18 |/TWN/15/01 F1 Paclitaxel acute renal failure 13 A
EC1-135
09
451504
CMUH103-R
84. 2015/1/19 |/TWN/15/01 F1 Paclitaxel jaundice 13 A
EC1-135
09
451504
CMUH103-R
85. 2015/1/18 [/TWN/15/01( Initial Paclitaxel Sepsis 1 A
EC1-135
09
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1. PNEUMONIA
2. SEPTIC SHOCK
3. RESPIRATORY FAILURE
TR-JNJFOC- 4. ACUTE RENAL FAILURE
CMUH102-R follow up 1,2,3,
86. CoL067 2014/11/10 | 2014100565 , IBRUTINIB 5. LYMPHOPENIA ) A
9(7) 6. TYPHLITIS
7. LEUKOPENIA
8. FEBRILE
NEUTROPENIA
VARENICLINE;B
CMUH102-R UPROPION;NIC
87. 2014/10/17 |2014290835 | Initial Patient died 1| A
EC1-076 OTINE;PLACEB
o}
SEPTICEMIA(SEPTICEMIA
CA-INJFOC , SEPSIS)
DMR94-IRB- EPREX®
88. 2015/1/7 |-2015010497| Initial PATIENT 1| A
055 (Epoetin Alfa)
6.0 COLLAPSED(FAINT,
SYNCOPE)
(k] F 2124 -
K FEEwEARER
B 5 * i 2 o
" £ Bl 34 FaAPF
CEEE D
*ix 4 @ Edition Number 12
1. | DMR101-IRB1-281 e~ | *p Hp 12014 & 10 7 29 p
(2]
NE LA FF A SR e Version 3, 29-Oct-2014
[R5t u 4]
2. | CMUH102-REC1-023 | e+ | = % 4% £ 2 (Clinical Study Report, release date
24-Dec-2014)
[{Arass2p]
3. | CMUH102-REC1-099 | £ L 7 | *5< 4 : 3.0
*p g 1103 F 117 19 p
4. | DMR097-IRB-240 #1 7 | [DSMB /4% )
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1. Line Listing of SUSARs (4 February 2014 to 3
August 2014)
2. Development Safety Update Report No. 4 (Period
Covered: 4 August 2013 to 3 August 2014)
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