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1. PERFORATED
DE-INJFO
CMUH102- follow up| CNTO136 DIVERTICULITIS
1. 2015/12/28 | C-2015122 23| A
REC1-087 8 (sirukumab) 2. DIVERTICULUM
5059(8)
SURGERY
1. SEPSIS
2. AORTIC DISSECTION
ES-INJFO 3. BILATERAL
CMUH102- follow up| CNTO136
2. 2015/2/3 | C-2015020 ) PLEURAL EFFUSION [1,23| A
REC1-087 10 (sirukumab)
3042(10) 4. RIGHT PNEUMONIA
5. CEREBRAL
HEMORRHAGE
1. PANCYTOPENIA
US-INJFO
CMUH102- follow up| CNTO136 2. BONE MARROW
3. 2015/8/11 |C-2015080 23| A
REC1-087 6 (sirukumab) APLASIA
8693(6)
3. ISCHEMIC COLITIS
US-JNJFO
CMUH102- CNTO136 1. SEPSIS
4, 2016/2/25 |C-2016031| initial 13| A
REC1-087 (sirukumab) 2. PNEUMONIA
7470(0)
% 30 F > £ 50 |
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1. ACUTE
RS-JNJFO PNEUMOCOCCAL
CMUH102- follow up[ CNTO136 1,2,3,
5. 2016/2/19 |[C-2016022 ) MENINGITIS A
REC1-087 7 (sirukumab) 4
3713(7) 2.
BRONCHOPNEUMONIA
UA-IJNJFO
CMUH102- follow up[ CNTO136 1. SPINAL EPIDURAL
6. 2015/9/18 | C-2015091 ] 23 [ A
REC1-087 8 (sirukumab) ABSCESS
7828(8)
US-JNJFO
CMUH102- follow up[ CNTO136 1. SEPSIS 1,2,3,
7. 2016/2/25 |C-2016031 A
REC1-087 1 (sirukumab) 2. PNEUMONIA 4
7470(1)
US-JNJFO
CMUH102- follow up[ CNTO136 1. SEPSIS 1,2,3,
8. 2016/2/25 |C-2016031 A
REC1-087 2 (sirukumab) 2. PNEUMONIA 4
7470(2)
PT-JNJFOC
CMUH102- - CNTO136 1. DIFFUSE B-CELL
9. 2016/3/7 initial 2 A
REC1-087 201603271 (sirukumab) LYMPHOMA
74(0)
PT-JNJFOC
CMUH102- - follow up CNTO136 1.DIFFUSE B-CELL
10. 2016/3/7 2 A
REC1-087 201603271 1 (sirukumab) LYMPHOMA
74(1)
PT-JNJFOC
CMUH102- - follow up CNTO136 1. DIFFUSE B-CELL
11. 2016/3/7 2 A
REC1-087 201603271 2 (sirukumab) LYMPHOMA
74(2)
PT-JNJFOC
CMUH102- - follow up[ CNTO136 1. DIFFUSE B-CELL
12. 2016/3/7 ) 2 A
REC1-087 201603271 3 (sirukumab) LYMPHOMA
74(3)
PT-JNJFOC
CMUH102- - follow up[ CNTO136 1. DIFFUSE B-CELL
13. 2016/3/7 ) 2 A
REC1-087 201603271 4 (sirukumab) LYMPHOMA
74(4)
105 # 06 * 08 p % 31 F % 50 F




2. S )
ﬂm?# CEEMRFRELRELREF-FEARS
FTRIERF X2 4 € REH( #R)
B X AR AR E
AEHE|FL P Y TRES LE RS
g | © 6 25 | wl T
US-JNJFO
CMUH102- followup[ CNTO136 1. SEPSIS
14, 2016/2/25 |C-2016031 ) 1234 A
REC1-087 3 (sirukumab) 2. PNEUMONIA
7470(3)
PT-JNJFOC
CMUH102- follow up[ CNTO136 1. DIFFUSE B-CELL
15. 2016/3/7 ]-201603271 2 A
REC1-087 5 (sirukumab) LYMPHOMA
74(5)
PT-JNJFOC
CMUH102- follow up[ CNTO136 1. DIFFUSE B-CELL
16. 2016/3/7 ]-201603271 2 A
REC1-087 6 (sirukumab) LYMPHOMA
74(6)
UA-INJFO
CMUH102- follow up CNTO136 1. SPINAL EPIDURAL
17. 2015/9/18 |C-2015091 ] 23 A
REC1-087 10 (sirukumab) ABSCESS
7828(10)
US-JNJFO
CMUH102- follow up[ CNTO136 1. SEPSIS
18. 2016/2/25 |C-2016031 ) 1234 A
REC1-087 4 (sirukumab) 2. PNEUMONIA
7470(4)
US-JNJFO
CMUH102- follow up[ CNTO136 1. SEPSIS
19. 2016/2/25 |C-2016031 ) 13 A
REC1-087 5 (sirukumab) 2. PNEUMONIA
7470(5)
Heart failure [Cardiac
failure]
MK-3475
CMUH103- 1511ARGO [follow up Pleural effusion [Pleural
20. 2015/10/28 (pembrolizumab 23 | A
REC1-123 00499 11 effusion]
) L
total bilirubin increase
[Blood bilirubin increased]
dyspnea [Dyspnoea]
MK-3475
CMUH103- 1603THAO |follow up ) Fracture of C2 due to
21. 2016/3/17 (pembrolizumab ) ) 13| A
REC1-123 10418 3 | accidental fell [Cervical
vertebral fracture]
MK-3475 Severe respiratory
CMUH103- 1605CHLO - ) ) o )
22. 2016/4/28 Initial |[(pembrolizumab| insufficiency [Respiratory [ 2.3 | A
REC1-123 02147 )
) failure]
MK-3475 intestinal perforation
CMUH103- 1603PEROO(follow up ) o
23. 2016/3/2 (pembrolizumab | secundary to diverticulum | 1.2.3| A
REC1-123 4463 3 o )
) [Diverticular perforation]
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Severe respiratory
MK-3475 ] o )
CMUH103- 1605CHLO |follow up ) insufficiency [Respiratory
24, 2016/4/28 (pembrolizumab 23| A
REC1-123 02147 1 | failure]
Neumonitis [Pneumonitis]
injury to carotid artery
MK-3475 S
CMUH104- 1604USAO |follow up ) [Arterial injury]
25. 2016/3/30 (pembrolizumab 23 | A
REC1-039 01131 2 ) Oropharyngeal hemorrhage
[Pharyngeal haemorrhage]
16P-217-15 ABT-888
CMUH103- Follow ) )
26. 2016/2/16 [63711-00(1. Carboplatin Neutropenia 2,3 A
REC1-155 up 1
0) Paclitaxel
16P-161-15 ABT-888
CMUH103- - ) Pericardial effusion
27. 2016/2/2 |52790-00(6| Initial Carboplatin 3 A
REC1-155 Lymphadenitis cervical
.0) Paclitaxel
16P-251-15 ABT-888 Multiple organ failure 1,2,
CMUH103- Follow ) ] _
28. 2016/1/16 [42536-00(3 Carboplatin Intestinal obstruction 3,4, A
REC1-155 up 2 _ _
.0) Paclitaxel Thrombosis venous 6
Upper respiratory tract
16P-167-15 ABT-888 infection
CMUH103- Follow ) )
29. 2016/1/19 [42807-00(6 Carboplatin COPD exacerbation 1,3 A
REC1-155 up 2 _ )
.0) Paclitaxel Upper respiratory tract
infection
16P-161-15 ABT-888 Pericardial effusion
CMUH103- Follow ) N )
30. 2016/1/29 [52790-00(8 Carboplatin Lymphadenitis cervical 3 A
REC1-155 up 1
.0) Paclitaxel Anemia
16P-217-15 ABT-888
CMUH103- Follow ) ]
31. 2016/2/14 [61500-00(2 Carboplatin Hypotension 3 A
REC1-155 up 1
.0) Paclitaxel
16P-167-15 ABT-888 _
CMUH103- . . Swelling of legs
32. 2016/2/3 |53617-00(2| Initial Carboplatin 3 A
REC1-155 Anemia
.0) Paclitaxel
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Supracentricular
tachycardia
Hypotension
16P-163-15 P
CMUH103- Follow Hypoxemia
33. 2016/2/12 |61044-00(3 ABT-888 _ 1,3 A
REC1-155 0 up 1 Hypovolemia
' Acute respiratory failure
Adenocarcinoma of lung
Septic shock
15P-076-15 ABT-888
CMUH103- Follow ) )
34, 2015/11/30 |10718-00(2 Carboplatin Dehydration 3 A
REC1-155 up 1
.0) Pemetrexed
Hypotension postural
16P-163-15 ABT-888
CMUH103- Follow ) aggravated
35. 2016/2/10 [59539-00(1 Carboplatin _ 3 A
REC1-155 up 1l Hypotension postural
.0) Pemetrexed
aggravated
16P-167-15 ABT-888
CMUH103- Follow ) Swelling of legs
36. 2016/2/3 |53617-00(4 Carboplatin 3 A
REC1-155 up 1 Anemia
.0) Paclitaxel
16P-163-15 ABT-888
CMUH103- » )
37. 2016/3/4 |79085-00(0| Initial Carboplatin Syncope 3 A
REC1-155
.0) Pemetrexed
16P-251-15 ABT-888 Multiple organ failure
CMUH103- Follow ) ) ] 1,2,3,
38. 2016/1/16 [42536-00(6 Carboplatin Intestinal obstruction A
REC1-155 up 3 ) ) 4,6
.0) Paclitaxel Thrombosis venous
15P-163-14 ABT-888 Pain legs
CMUH103- Follow ) )
39. 2015/7/4 |22351-00(9 Carboplatin | Thoracic vertebral fracture | 3 A
REC1-155 up 2
.0) Paclitaxel T2
16P-161-15 .
CMUH103- follow up ABT-888 Unspecified
40. 2016/1/12 (39437-00(4 ) ) 3 A
REC1-155 0 2 Carboplatin cerebrovascular disease
follow up
16P-251-15
CMUH103- 1 Carboplatin [ Pseudomembranous colitis |1,2,3,
41. 2016/1/12 [42536-00(1 ) - A
REC1-155 0 (downgra| Paclitaxel Pseudomembranous colitis| 4,6
' ded)
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16P-144-15 ABT-888
CMUH103- » ]
42. 2016/1/24 |48067-00(0| Initial Carboplatin Sudden death 1 A
REC1-155
.0) Paclitaxel
16P-161-15 Unspecified
CMUH103- follow up ABT-888 )
43. 2016/1/12 (39437-00(5 ) cerebrovascular disease | 3 | A
REC1-155 3 Carboplatin )
.0) Cerebral bleeding
Unsteady gait
15P-167-14 ) )
CMUH103- | 2015/10/1 Follow | Carboplatin Chest pain
44, 86463-00(9 36 A
REC1-155 9 0 up 4 Paclitaxel Muscle weakness
' Nausea
16P-144-15 ABT-888
CMUH103- Follow
45, 2016/1/24 (48067-00(1 Carboplatin Sudden death 1 A
REC1-155 up 1
.0) Paclitaxel
Dyspnea
16P-167-15 Y p
CMUH103- . Upper respiratory tract
46. 2016/1/19 (42807-00(4| Initial NA 13| A
REC1-155 infection
.0)
Death
16P-163-15
CMUH103- . Hypotension postural
47. 2016/2/10(59539-00(0| Initial Pemetrxed 3 A
REC1-155 0 aggravated
16P-217-15
CMUH103- . Carboplatin )
48. 2016/2/16 (63711-00(0.| Initial Neutropenia 23| A
REC1-155 Paclitaxel
0)
Death
16P-167-15
CMUH103- Follow Dyspnea
49. 2016/1/19 [42807-00(5 NA ) 1,3 A
REC1-155 0 up 1l Upper respiratory tract
' infection
Supracentricular
16P-163-15 tachycardia
CMUH103-
50. 2016/2/12|61044-00(0| Initial ABT-888 Hypotension 3 A
REC1-155
.0) Hypoxemia
Hypovolemia
16P-217-15
CMUH103- Aphasia
51. 2016/2/14 [61500-00(0| Initial ABT-888 3 A
REC1-155 0 Weakness
105 # 06 * 08 p ¥ 35 F » % 50 F




2. S )
ﬂm?# CEEMRFRELRELREF-FEARS
FTRIERSAZ2 4 EREG(U #IR)
)3 X >MIF|FEL A
E L | AP Vit Ex I ANt F2E s
3 g o |% 2 B 3 5 5] FE K v = e
Other Serious Criteria:
Medically Significant
MK-3475 chronic respiratory failure
CMUH103- 1604BRA0 ) ) ] 1.2.3.
52. 2016/4/4 F3  |(pembrolizumab| [Chronic respiratory A
REC1-123 02350 ] 4
) failure]
encephalopathy
[Encephalopathy]
Sepsis [Sepsis]
MK-3475 Respiratory failure
CMUH103- | 2015/10/1 | 1510BRAO ) ) )
53. F12 |(pembrolizumab| [Respiratory failure] 1.23] A
REC1-123 0 07228
) Pneumonitis [Pneumonitis]
Pneumonia [Pneumonia]
ES-JNJFO
CMUH103- follow up| DARATUMUM
54. 2016/3/17 | C-2015031 1. SEPTIC SHOCK 1,23 A
REC1-075 5 AB
4273(5)
MK-3475
1605ISR00
55. | CMUH103- [2016/5/10 5139 INITIAL [(pembrolizumab [ unknown [Adverse event] | 1 A
REC1-135 )
MK-3475 hemorrhage
1507RUSO (follow up|(pembrolizumab [Haemorrhage]
56. | CMUH104- | 2015/7/10 _ . L3 A
06951 13 ) febrile neutropenia [Febrile
REC1-039
CISPLATIN neutropenia]
Multiple organ dysfunction
[Multiple organ
dysfunction syndrome]
MK-3475 Platelet count decreased
1602BRAO [follow up|(pembrolizumab | [Platelet count decreased]
57. | CMUH104- [2016/2/10 _ _ 13| A
06458 4 ) Anemia [Anaemia]
REC1-039
CISPLATIN | Acute renal failure [Acute
kidney injury]
Acute renal failure [Acute
kidney injury]
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MK-3475
(pembrolizumab )
1605USA0| supraglottic edema
58. | CMUH104- | 2016/5/4 initial ) 23 | A
05123 [Laryngeal oedema]
REC1-039 5-FLUOROUR
ACIL
septic shock [Septic shock]
acute renal failure [Acute
kidney injury]
MK-3475
) hypokalemia
2015/12/1 [ 1602BRAO [follow up|(pembrolizumab _
59. | CMUH104- [Hypokalaemia] 1,23 A
6 06046 9 ) _ :
REC1-039 neutropenia [Neutropenia]
CISPLATIN
platelet count decreased
[Platelet count decreased]
diarrhea [Diarrhoea]
Aspiration Pneumonia
[Pneumonia aspiration]
MK-3475
1603USA0| = ) acute upper airway
60. [ CMUH104- | 2016/3/5 initial | (pembrolizumab ) ) 1,3 A
12681 obstruction [Upper airway
REC1-039 ) :
obstruction]
Peritonitis [Peritonitis]
CMUH104- 2016-1686- »
61. 2016/4/10 Initial CO-1686 sudden death 1 A
REC1-009 0122/v0(0)
Other Serious Criteria:
MK-3475
CMUH103- 1604BRAO [follow up Medically Significant
62. 2016/4/4 (pembrolizumab 123 A
REC1-123 02350 4 ) encephalopathy
[Encephalopathy]
Massive pericardial
effusion [Pericardial
MK-3475 effusion]
CMUH103- | 2015/10/1 [1510MY S0 [follow up _ _ )
63. (pembrolizumab| hypoxic brain damage [1.2.3| A
REC1-123 9 09577 14
) [Brain injury]
worsening trachea stenosis
[Tracheal stenosis]
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) STEVENS-JOHNSON
Atezolizumab(A
CMUH103- follow up SYNDROME
64. 2016/4/8 | 1742370 TEZOLIZUMA 13| A
REC1-126 1 (Stevens-Johnson
B),1147222
syndrome)
Atezolizumab(A
CMUH103- » o
65. 2016/4/29| 1752958 | Initial | TEZOLIZUMA| EPISTAXIS (Epistaxis) | 2,3 | A
REC1-126
B),1148353
PULMONARY
Atezolizumab(A| EMBOLISM (Pulmonary
CMUH103- . TEZOLIZUMA embolism)
66. 2016/4/28| 1741168 | Initial ) _ 23| A
REC1-126 B)(Infusion),114 ANEMIA (Anemia)
8353 PAIN IN RIGHT
BUTTOCK (Buttock pain)
67 CMUH104- |2015/Aug/| 2015AD00 | follow | Pulmaquin /or Acute chronic type 2 ,
| REC1-029 22 0095 up-2 Placebo respiratory failure A
a8 CMUH104- [2015/Aug/| 2015AD00 | follow | Pulmaquin /or Acute chronic type 2 )
" | REC1-029 22 0095 up-3 Placebo respiratory failure A
MK-3475
(pembrolizumab )
CMUH104- 1605USAO |follow up supraglottic edema (grade
69. 2016/5/4 ) 23| A
REC1-039 05123 1 4) [Laryngeal oedema]
5-FLUOROUR
ACIL
MK-3475
(pembrolizumab [septic shock [Septic shock]
CMUH104- 1605BRAO0 [follow up - -
70. 2016/5/6 ) vomiting [Vomiting] 13| A
REC1-039 05313 1 ] )
5-FLUOROUR diarrhea [Diarrhoea]
ACIL
severe respiratory failure
MK-3475
CMUH104- 1605ESPO0O| ) secondary to pulmonary
71. 2016/5/7 initial | (pembrolizumab ) ) 1|1 A
REC1-118 8027 ) progression [Respiratory
failure]
MK-3475 ) )
CMUH103- 1509KORO [follow up ) Progressive Disease
72. 2015/9/1 (pembrolizumab _ ) 13| A
REC1-135 11928 9 ) [Disease progression]
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MK-3475 ) )
CMUH103- 1502ISR01 [follow up ) respiratory failure
73. 2015/2/4 (pembrolizumab _ _ 13| A
REC1-135 1534 17 | [Respiratory failure]
1. RESPIRATORY
TR-JNJFO
CMUH102- | 2014/11/1 follow up FAILURE 1,2,3,
74. C-2014100 IBRUTINIB A
REC1-067 0 12 2. LYMPHOPENIA 4
5659(12)
3. PNEUMONIA
Other Serious Criteria:
Medically Significant
Stroke [Cerebrovascular
accident]
Hepatic liver function
Enzalutamide
abnormality [Hepatic
CMUH102- 2015JP005 | Follow Blinded )
75. 2015/3/12 ) function abnormal] 1,23 A
REC1-068 839 Up 7 | (Enzalutamide) ) )
Acute respiratory failure
Capsule ) )
with ventilator support
[Acute respiratory failure]
Bisphosphonate-related
osteonecrosis of jaw
[Osteonecrosis of jaw]
Other Serious Criteria:
Medically Significant
Suspect carcinoma of left
Enzalutamide breast [Breast cancer]
CMUH102- 2015US037( Follow )
76. 2015/10/7 (ENZALUTAM Generalized 12 | A
REC1-068 047 Up 4
IDE) Capsule lymphadenopathy
[Lymphadenopathy]
Hypercalcaemy
[Hypercalcaemia]
Enzalutamide
(ENZALUTAM
CMUH102- 2016US012 Encephalopathy
77. 2016/3/30 initial IDE) 13| A
REC1-068 997 [Encephalopathy]
Formulation
unknown
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Other Serious Criteria:
Medically Significant
Suspect carcinoma of left
Enzalutamide breast [Breast cancer]
CMUH102- 2015US037 [follow up _
78. 2015/10/7 (ENZALUTAM Generalized 12| A
REC1-068 047 5
IDE) Capsule lymphadenopathy
[Lymphadenopathy]
Hypercalcaemy
[Hypercalcaemia]
Enzalutamide
CMUH102- 2016JP006 | Blinded )
79. 2016/4/18 initial ~|Unexplained death [Death]| 1 A
REC1-068 937 (Enzalutamide)
Capsule
Heart failure [Cardiac
failure]
MK-3475
CMUH103- | 2015/10/2 [ 1511ARGO |follow up _ Pleural effusion [Pleural
80. (pembrolizumab _ 23| A
REC1-123 8 00499 12 effusion]
) L
total bilirubin increase
[Blood bilirubin increased]
Two esophageal fistula
MK-3475
CMUH103- | 2015/10/1 | 1510RUSO |follow up _ [Oesophageal fistula]
81. (pembrolizumab ] 13| A
REC1-123 0 14659 12 | acute heart failure [Cardiac
failure acute]
MK-3475  |septic shock [Septic shock]
(pembrolizumab|  vomiting [Vomiting]
CMUH104- 1605BRAO0 |follow up ]
82. 2016/5/6 ) Renal Failure [Renal 13| A
REC1-039 05313 2 )
5-FLUOROUR failure]
ACIL diarrhea [Diarrhoea]
CMUH104- 2016-1686- |follow up
83. 2016/4/10 CO-1686 Death 1 A
REC1-009 0122/v1(1) 1
CMUH104- 2016-1686- |follow up Abdominal pain, Chest
84. 2016/4/10 CO-1686 ) 1 A
REC1-009 0122/v3(2) 2 pain
CMUH104- 2016-1686- N N
85. 2016/4/24 Initial CO-1686 Pancreatitis 1 A
REC1-009 0146/v0(0)
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CMUH104- 2016-1686- |follow up »
86. 2016/4/24 CO-1686 Pancreatitis 1 A
REC1-009 0146/v2(1) 1
death;
MALIGNANT
CMUH104- 33.2016SE life
87. 2016/1/15 FU MEDI4736 LEPTOMENINGEAL A
REC1-075 05688 threat
DISEASE )
ening
hospit
alizati
MEDI4736; on
CMUH104- 34.2016SE
88. 2016/3/22 Initial | TREMELIMU | Autoimmune hepatitis [initial| A
REC1-075 33071
MAB or
prolo
nged
hospit
alizati
on
CMUH104- 35.2016SE
89. 2016/1/18 FU MEDI4736 | Drug-induced liver injury |initial| A
REC1-075 07804
or
prolo
nged
hospit
alizati
on
CMUH104- 36.2016SE GEMCITABIN Pneumothorax; o
90. 2016/2/22 FU o initial| A
REC1-075 21494 E Bronchial fistula
or
prolo
nged
hospit
alizati
STUDY on
CMUH104- 37.2016SE| - o
91. 2016/3/4 Initial | PROCEDURE; Colitis initial| A
REC1-075 34363
VINORELBINE or
prolo
nged
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hospit
alizati
STUDY
on
CMUH104- 38.2016SE PROCEDURE; Gastrointestinal
92. 2016/3/21 Initial initial| A
REC1-075 35691 TREMELIMU haemorrhage
or
MAB
prolo
nged
hospit
alizati
on
CMUH104- 39.2016SE - ) o
93. 2016/3/17 Initial MEDI4736 Fatigue initial| A
REC1-075 31667
or
prolo
nged
STUDY
CMUH104- 41.2016SE PROCEDURE; Gastrointestinal
94, 2016/3/21 FU death| A
REC1-075 35691 TREMELIMU haemorrhage
MAB
hospit
alizati
MEDI4736; on
CMUH104- 42.2016SE _ L
95. 2016/3/22 FU TREMELIMU | Autoimmune hepatitis  |initial| A
REC1-075 33071
MAB or
prolo
nged
hospit
alizati
MEDI4736; on
CMUH104- 43.2016SE
96. 2016/3/17 Initial | TREMELIMU Pancreatitis initial| A
REC1-075 36949
MAB or
prolo
nged
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hospit
alizati
MEDI4736; o B on
CMUH104- 44.2016SE Pneumocystis jirovecii
97. 2016/3/31 Initial | PREDNISOLO ) initial| A
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