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. Chronic obestructive pulmonary disease with acute exacerbation
#
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- A Bae | dFE | e 1T FERARER LTS
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' p gy P | HEN | P 2 FEM | %
T Hp
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PR S (FREA D)
A. 7 fé?g PHEETB TR REC TR F R AR LT D e
7 ,/é 2
F‘?‘ < B 1
" MEEL | F AP | F 2AFL R | LN v RES 3 AE % | 3
DMR100-IR| 2014/2/1 |E7389-04982-SPO-J| follow up 1 HALAVEN Pulmonary embolism,
1. 1,3 A
B-182 P Interstitial pneumonia
DMR100-IR| 2012/1/6 |E7389-01929-CLI-F| follow up DOCETAXEL Febrile neutropenia,
B-182 R (downgrade) Mucositis oral, General
2. 1,37 A
physical health
deterioration
DMR100-IR| 2012/9/21 |E7389-04122-CLI-E| follow up 1 | GEMCITABINE | General physical health
3. 1,3 A
B-182 S deterioration
DMR100-IR| 2014/3/18 |E7389-04981-SPO-J| follow up 1 HALAVEN
4, Gallbladder hemorrhage| 2 A
B-182 P
DMR100-IR| 2013/9/24 |E7389-04279-SPO-J| follow up 1 HALAVEN Interstitial pneumonia,
5. 2,3 A
B-182 P Febrile neutropenia
37 F

103 # 07 * 16 p



R %“%ﬁ?%Pi’
FR=ER%- %34

* ¢ S

w4 p

S X S

2 AN

=i
*ﬂ

spo
v‘::r"p

DMR99-IR
B-285

2011/12/29

JP-2012-00001

follow up 4

ACUTE HEPATIC
DECOMPENSATION
(ACUTE ON
CHRONIC LIVER
FAILURE) (Acute on
chronic hepatic failure
(10068752), Acute
hepatic failure

(10000804))

1/2/3

DMR99-IR
B-285

2013/1/5

JP-2013-00001

follow up 3

TSU-68

ACUTE
MYOCARDIAL
INFARCTION GRADE

5 (Acute myocardial
infarction (10000891),
Acute myocardial
infarction (10000891)) -

fatal

DMR99-IR
B-285

2012/5/11

JP-2012-00077

follow up 4

TSU-68

- RESPIRATORY
FAILURE (GRADE 4)
(Respiratory failure
(10038695), Respiratory
failure (10038695))
- RESPIRATORY,

THORACIC AND
MEDIASTINAL
DISORDERS-OTHER
(PNEUMONIA)
(GRADE 3)
(Pneumonitis
(10035742),
Pneumonitis

(10035742))

2/3

DMR97-IR
B-217

2010/4/4

DKLU1043701(5)

follow up

(downgrade)

Lu AE03329

Cardiac arrest,

Respiratory failure
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5 MEEL | F AP | F 2AFL R | FE Y ViR E S EI v F | TR
e
DMR100-IR| 2014/5/13 121012 Initial EPRATUZUMAB
10. Sepsis 2,3 A
B-175
DMR100-IR| 2014/5/13 121012 follow up 1 |EPRATUZUMAB
11. Sepsis 1,2,3| A
B-175
DMR100-IR| 2014/5/13 121012 follow up 2 |EPRATUZUMAB Sepsis, Bilateral
12. 1,2,3| A
B-175 pneumonia
DMR101-IR |05 Feb 2014 | US201402007868 Initial H9B-MC-BCDX Retroperitoneal
B2-076 hemorrhage
{Retroperitoneal
haemorrhage }/ Acute
renal failure
{ Renal failure acute}
/Anemia,
iron-deficiency and
secondary to blood-loss
13. 2&3| A
{ Iron deficiency
anaemia} / Anemia,
iron-deficiency and
secondary to blood-loss
{ Haemorrhagic
anaemia}/ Acute
hypoxemic respiratory
failure { Acute
respiratory failure }
DMR100-IR| 2014/3/29 20623328 follow up 1 Carboplatin,
B-082 paclitaxel, death, Dyspnoea,
14, 1.3 A
Ipilimumab, Haemoptysis
Placebo
DMR100-IR| 2014/1/13 20028676 follow up 3 Carboplatin, Death, Platelet count
B-082 paclitaxel, decreased, Pneumonia,
15. 123 A
Ipilimumab, Sepsis, Dermatitis,
Placebo Fatigue
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—FRZERF-FAERES(L RR)
; e | FA P | X 2L G | B2 A FRER AE k| =
e
DMR100-IR| 2014/5/27 20867008 Initial Carboplatin,
B-082 paclitaxel, Cardiac Failure,
16. 13 A
Ipilimumab, Diarrhoea
Placebo
DMR100-IR| 2013/8/18 |E7389-04324-SPO-J FU1l HALAVEN
17. Lung infection 2,3 A
B-182 P
DMR100-IR| 2013/11/1 |E7389-04566-SPO-J FUl HALAVEN Malignant neoplasm
18 B-182 P progression, Leukopenia . A
DMR100-IR| 2014/1/21 |E7389-04679-SPO-J Int HALAVEN
19. Interstitial pneumonia 3 A
B-182 P
DMR100-IR| 2013/11/14 |E7389-04479-SPO-J FU3 HALAVEN Pruritic rash, Vomiting,
20. B-182 P Pyrexia, Queasy, 3 A
Myalgia
DMR100-IR| 2013/11/14 |E7389-04479-SPO-J FU4 HALAVEN Pruritic rash, Vomiting,
21. B-182 P Pyrexia, Queasy, 3 A
Myalgia
DMR100-IR| 2013/11/5 |E7389-04404-SPO-J FU2 HALAVEN Acute conjunctivitis,
i B-182 P Stomatitis A
DMR100-IR| 2013/10/7 |E7389-04512-SOL- FU HALAVEN Pneumonitis,
B-182 GB Neutropenic sepsis,
23. 3,5 A
Shortness of breath,
Fatigue, Weakness
DMR100-IR| 2013/12/6 |E7389-04510-SPO-J FU2 HALAVEN Weakness of limbs,
24, B-182 P Peripheral nerve 3 A
disorder NOS, Dizziness
DMR100-IR| 2014/1/21 |E7389-04679-SPO-J FU1l HALAVEN
25. Interstitial pneumonia | 1,3 A
B-182 P
DMR100-IR| 2014/1/29 |E7389-04756-SPO-J Int HALAVEN Cardiac failure,
2 B-182 p Swelling A
DMR100-IR| 2012/6/3 | E7389-02549-CLlI- FU2 Eribulin General physical health
o B-182 DE deterioration : A
DMR100-IR| 2014/1/16 |E7389-04640-SPO- FU1l HALAVEN Loss of consciousness,
28. B-182 RU Neutropenia, Asthenia ! A
103 # 07 * 16 p % 27T % 37T |
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5 MEEL | F AP | F 2AFL R | FE Y Vst E FAFE w5 | TR
o
DMR100-IR| 2014/1/15 |E7389-04741-SPO- Int HALAVEN Leukocytosis, Skin
B-182 RU metastases, Malignant
29. 7 A
neoplasm progression,
Temperature elevation
DMR100-IR| 2014/2/14 |E7389-04773-SPO-J Int HALAVEN
30. Pulmonary embolism 3 A
B-182 P
DMR100-IR| 2012/6/3 | E7389-02549-CLI- FU Eribulin General physical health
31. 3 A
B-182 DE deterioration
DMR100-IR| 2013/11/19 |E7389-04448-SPO-J FUl HALAVEN Cardiac failure,
32. 3 A
B-182 P Neutropenia
DMR100-IR| 2014/2/13 | E7389-04777-SPO- Int HALAVEN
33. Atrial fibrillation 7 A
B-182 us
DMR100-IR| 2013/8/21 |E7389-04148-SPO-J FU2 HALAVEN Oxygen saturation
34. 3 A
B-182 P decreased
DMR100-IR| unknown |E7389-04477-SPO-J FU1 HALAVEN Hepatic steatosis, Not
35. B-182 P Hepatic function Seriou| A
disorder S
DMR100-IR| 2014/1/16 | E7389-04640-SPO- Int HALAVEN Loss of consciousness,
36. 7 A
B-182 RU Neutropenia, Asthenia
DMR100-IR| unknown |E7389-04685-SPO- Int HALAVEN
37. Death 1 A
B-182 RU
DMR100-IR| 2014/1/22 | E7389-04700-SPO- Int HALAVEN Intracranial hematoma,
B-182 FR Kidney failure,
Confusion, Gait
38. 3 A
stumbling, Platelets
decreased, Throat
infection
DMR100-IR| unknown |E7389-04788-SPO- Int HALAVEN Pleural effusion, Lung
B-182 DK infiltration, Central
nervous system
39. disorder, Bone 7 A

metastases, Disease
progression, Liver

metastases
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DMR100-IR| 2014/2/8 |E7389-04805-SPO-J Int HALAVEN
40. Sepsis 1 A
B-182 P
DMR100-IR| 2013/8/14 |E7389-04538-SPO-J FUl HALAVEN Cataract, Visual
41. 7 A
B-182 P impairment
DMR100-IR |Unk-May-11| E7389-04797-SPO- Int Eribulin Hepatic steatosis,
42. 7 A
B-182 DK Disease progression
DMR100-IR| 2014/1/21 |E7389-04825-SPO-J Int HALAVEN Pulmonary embolism,
43. 3,7 A
B-182 P Pneumonia
DMR100-IR| 2014/1/19 |E7389-04750-SOL- Int HALAVEN
44. Ascites, Vomiting 3 A
B-182 GB
DMR100-IR| 2012/6/3 | E7389-02549-CLI- FU Eribulin General physical health
45, 3 A
B-182 DE deterioration
DMR100-IR| 2014/1/19 |E7389-04750-SOL- FU2 HALAVEN Ascites, Vomiting,
46. 3 A
B-182 GB Fatigue
DMR100-IR| 2013/10/12 |E7389-04325-SPO-J FU2 HALAVEN
47. Asthma, Pyrexia 3 A
B-182 P
DMR100-IR| 2012/6/15 | E7389-02692-CLI- FUl E7389 (BOLD)
48. Pneumonia 3 A
B-182 DE
DMR100-IR UNK E7389-04272-SPO-I FU2 HALAVEN Optic nerve disorder,
B-182 L Mucositis oral,
49. 3,570 A
Progression of
pre-existing cancer
DMR100-IR| 2014/2/14 |E7389-04773-SPO-J FUl HALAVEN
50. Pulmonary embolism | 1,3 A
B-182 P
DMR100-IR |Unk-May-11| E7389-04797-SPO- FU1 Eribulin Hepatic steatosis,
51. 7 A
B-182 DK Disease progression
DMR100-IR| 2013/12/29 | E7389-04596-SOL- FU2 HALAVEN Sepsis, Temperature
B-182 GB elevation, Pain in
52. extremity, Sciatica, 3 A
Urinary retention,
Constipation
DMR100-IR| UNKNOW |E7389-04901-SPO-J Int HALAVEN Diabetes mellitus,
53. 7 A
B-182 N P Hepatic steatosis
DMR100-IR| 2012/7/24 | E7389-02777-CLlI- FUl DOCETAXEL | General physical health
54, 3 A
B-182 DE deterioration
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DMR100-IR| 2013/10/7 |E7389-04512-SOL- FUl HALAVEN Pneumonitis,
B-182 GB Neutropenic sepsis,
55. 3,5 A
Shortness of breath,
Fatigue, Weakness
DMR100-IR| 2013/12/29 | E7389-04596-SOL- FU3 HALAVEN High temperature,
B-182 GB Urinary retention, Pain
56. 3 A
in extremity, Sciatica,
Constipation
DMR100-IR| 2013/9/12 |E7389-04675-SPO-J Int HALAVEN
57. Intestinal bleeding 7 A
B-182 P
DMR100-IR| 2014/1/30 |E7389-04756-SPO-J FUl HALAVEN
58. Cardiac failure 3 A
B-182 P
DMR100-IR| 2012/4/10 | E7389-02303-CLI- FU4 E7389 (BOLD) Malignant neoplasm
59. 3 A
B-182 DE progression
DMR100-IR| 2012/5/3 | E7389-02657-CLI- FU1l Eribulin General physical health
60. 3 A
B-182 DE deterioration
DMR100-IR| 2013/4/8 | E7389-03737-CLI- FU3 Eribulin Acute lymphoblastic
61. 1,7 A
B-182 AU leukaemia
DMR100-IR| 2012/8/21 |E7389-02922-SPO-J FU7 HALAVEN Respiratory failure,
B-182 P Toxic epidermal
62. 1,2,3] A
necrolysis, Malaise,
Stomatitis, Anorexia
DMR100-IR| 2012/7/4 | E7389-02677-CLlI- FU2 E7389 (BOLD) | General physical health
63. 3 A
B-182 DE deterioration
DMR100-IR| 2012/9/18 |E7389-03038-CLI-S FU Eribulin
64. Pneumonitis 7 A
B-182 G
DMR100-IR| 2012/11/9 | E7389-03247-CLlI- FU Eribulin
65. Thromboembolic event | 3 A
B-182 us
DMR100-IR| 2012/11/26 | E7389-03290-CLI- FU7 Eribulin Pseudomembranous
66. B-182 GB colitis, Ischemic heart | 1,3 A
disease
DMR100-IR| 2012/9/21 |E7389-04122-CLI-E FU GEMCITABINE | General physical health
67. 3 A
B-182 S deterioration
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DMR100-IR UNK E7389-04957-SPO- Int HALAVEN Diabetes
B-182 GB steroid-induced,
68. ) _ 7 A
Leucopenia, Anemia,
Alopecia, Neutropenia
DMR100-IR UNK E7389-04964-SPO- Int HALAVEN Tooth abscess, Hand
B-182 GB and foot syndrome,
Oedema, Stomatitis,
69. Neutropenia, 3 A
Leucopenia, Anemia,
Asthenia, Alopecia,
Nausea
DMR100-IR| 2014/3/14 | E7389-04900-SPO- Int HALAVEN Angioedema, Localised
o B-182 GB rash e
DMR100-IR| 2014/3/27 |E7389-04970-SOL- Int HALAVEN Diabetes mellitus poor
B-182 DK control, Fever,
71. Sleeplessness, Anorexia,| 3 A
Vomiting, Fatigue,
Nausea
DMR100-IR UNK E7389-04981-SPO-J Int HALAVEN
72. Gallbladder hemorrhage| 2 A
B-182 P
DMR100-IR| 2012/7/24 | E7389-02745-CLI- Int DOCETAXEL Hypotension, Febrile
73. B-182 AU neutropenia, Neutrophil | 3 A
count decreased
DMR100-IR| 2014/2/1 |E7389-04982-SPO-J Int HALAVEN Pulmonary embolism,
[hs B-182 P Interstitial pneumonia o A
DMR100-IR| 2012/7/24 | E7389-02745-CLI- FUG DOCETAXEL Hypotension, Febrile
75. B-182 AU neutropenia, Neutrophil | 3 A
count decreased
DMR100-IR| 2013/12/13 | E7389-04999-SPO- Int HALAVEN Heart failure, Left
B-182 FR ventricular ejection
76. 3 A
fraction decreased,
Neutropenia
DMR100-IR| 2012/3/15 |E7389-04995-SPO-J Int HALAVEN
77. DiC 3 A
B-182 P
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DMR100-IR| 2014/2/1 |E7389-04982-SPO-J FUl HALAVEN Pulmonary embolism,
78. 1,3 A
B-182 P Interstitial pneumonia
DMR100-IR| 2013/8/14 |E7389-04538-SPO-J FU2 HALAVEN Cataract, Visual
79. 7 A
B-182 P impairment
DMR100-IR| 2014/3/27 |E7389-04970-SOL- FUl HALAVEN Diabetes mellitus poor
B-182 DK control, Febrile
neutropenia, Spinal cord
80. compression, 3 A
Sleeplessness, Anorexia,
Vomiting, Fatigue,
Nausea
DMR100-IR| 2012/5/3 | E7389-02657-CLlI- FU2 Eribulin General physical health
81. 3 A
B-182 DE deterioration
DMR100-IR| 2012/10/6 | E7389-03115-CLlI- FU2 PEMETREXED
82. Lung infection 3 A
B-182 DE
DMR100-IR| 2014/3/27 |E7389-04970-SOL- FU2 HALAVEN Diabetes mellitus poor
B-182 DK control, Febrile
neutropenia, Spinal cord
83. compression, 3 A
Sleeplessness, Anorexia,
\Vomiting, Fatigue,
Nausea
DMR100-IR | 2012/10/16 | E7389-03153-CLI-J FU4 PEMETREXED
84. Herpes zoster 3 A
B-182 P
DMR100-IR| 2012/11/9 | E7389-03247-CLI- FU Eribulin
85. Jugular vein thrombosis | 3 A
B-182 us
DMR100-IR| 2012/11/9 | E7389-03247-CLI- FU4 Eribulin
86. Jugular vein thrombosis| 3 A
B-182 us
DMR100-IR| 2012/1/6 |E7389-01929-CLI-F FU7 DOCETAXEL Febrile neutropenia,
B-182 R Mucositis oral, General
87. 1,3, 7 A
physical health
deterioration
DMR100-IR| 2012/9/21 |E7389-04122-CLI-E FUl GEMCITABINE | General physical health
88. 1,3 A
B-182 S deterioration
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DMR100-IR| 2014/5/1 |E7389-05082-SPO-J Int HALAVEN
89. Deep vein thrombosis 3 A
B-182 P
DMR100-IR| 2012/5/18 |E7389-02490-CLI-J FU VINORELBINE Opioid induced
90. 3 A
B-182 P constipation
DMR100-IR| 2012/8/9 | E7389-02879-CLlI- FU E7389 (BOLD) | Musculoskeletal chest
91. 3 A
B-182 DE pain
DMR100-IR| 2013/6/20 |E7389-04176-SPO-J FU HALAVEN Vertigo, Nausea,
92. 3 A
B-182 P Dyspnoea
DMR100-IR| 2014/3/18 |E7389-04981-SPO-J FU1l HALAVEN
93. Gallbladder hemorrhage | 2 A
B-182 P
DMR100-IR| 2013/9/24 |E7389-04279-SPO-J FU1l HALAVEN Interstitial pneumonia,
94, 2,3 A
B-182 P Febrile neutropenia
DMR100-IR| 2012/8/13 | E7389-02879-CLI- FU4 E7389 (BOLD) | Musculoskeletal chest
95. 3 A
B-182 DE pain
DMR100-IR| 2012/9/21 |E7389-04122-CLI-E FU3 GEMCITABINE | General physical health
96. 1,3 A
B-182 S deterioration
DMR100-IR| 2012/8/9 |E7389-04097-CLI-E FU3 GEMCITABINE
97. Diarrhea, Fever 3 A
B-182 S
DMR100-IR| 2014/4/25 | E7389-05038-SPO- Int HALAVEN Tachycardia,
98. B-182 RU Leukopenia, 7 A
Neutropenia, Anemia
DMR100-IR| 2013/9/13 |E7389-04248-SPO-J FUl HALAVEN
99. Hypoacusis 7 A
B-182 P
DMR100-IR| 2013/12/6 |E7389-04510-SPO-J FU3 HALAVEN Weakness of limbs,
100.| B-182 P Peripheral nerve 3 A
disorder NOS, Dizziness
DMR100-IR| 2012/5/3 | E7389-02657-CLI- FU3 Eribulin General physical health
101. 3 A
B-182 DE deterioration
DMR100-IR| 2014/4/25 | E7389-05038-SPO- FUl HALAVEN Tachycardia,
102. B-182 RU Leukopenia, 7 A
Neutropenia, Anemia
DMR100-IR| 2012/2/20 | E7389-02100-CLI- FU2 VINORELBINE
103. Neutropenic sepsis 3 A
B-182 DE
DMR100-IR| 2012/2/2 | E7389-02060-CLI- FU4 Eribulin
104. Neutropenic sepsis 3 A
B-182 DE
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DMR100-IR| 2012/2/20 | E7389-02100-CLI- FU3 VINORELBINE
105. Neutropenic sepsis 3 A
B-182 DE
DMR100-IR| 2013/8/30 |E7389-04201-SPO-J FUl HALAVEN Spinal compression
106. 7 A
B-182 P fracture
DMR100-IR UNK E7389-05133-SPO-J Int HALAVEN Stevens Johnson
107. 7 A
B-182 P syndrome,
DMR100-IR| 2012/10/6 | E7389-03115-CLlI- FU3 PEMETREXED
108. Lung infection 3 A
B-182 DE
DMR100-IR| 2012/7/2 |E7389-03460-CLI-F FU1 E7389 (BOLD) | Musculoskeletal chest
109. 3 A
B-182 R pain, Dyspnea
DMR100-IR | UNK-Feb-1 |E7389-04773-SPO-J FU2 HALAVEN Pulmonary embolism,
110. 1,3 A
B-182 4 P Infection, Pyrexia
DMR100-IR| 2014/1/21 |E7389-04679-SPO-J FU2 HALAVEN
111. Interstitial pneumonia | 1,3 A
B-182 P
DMR100-IR| 2014/5/8 |E7389-05113-SPO-J Int HALAVEN
112. Hepatic steatosis E A
B-182 P
DMR100-IR| 2014/4/24 |E7389-05177-SPO- Int HALAVEN Liver pain, Interstitial
113.| B-182 FR pneumonia, Respiratory | 3 A
distress
DMR100-IR| 2014/4/24 |E7389-05177-SPO- FU1 HALAVEN Liver pain, Interstitial
114.| B-182 FR pneumonia, Respiratory | 3 A
distress
DMR100-IR| 2014/3/10 |E7389-05197-SPO-J Int HALAVEN CRP increased,
115. B-182 P Neutrophils reduced, 3 A
Pyrexia
DMR99-IR | 2013/1/31 2013JP810513 Initial Beraprost sodium | Cerebral hernia [Brain
B-081 herniation]
Right side basal ganglia
116. 1 A
cerebral haemorrhage
[Basal ganglia
haemorrhage]
DMR99-IR | 2013/10/2 2013JP810523 Initial Beraprost sodium Ganglioma
B-081 [Ganglioneuroma]
117. 1,3 A

Pneumoia(hospital

acquired) [Pneumonia]
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DMR99-IR | 2013/10/2 2013JP810523 FUl Beraprost sodium Ganglioma
B-081 [Ganglioneuroma]
118. 13 A
Pneumoia(hospital
acquired) [Pneumonia]
DMR99-IR | 2013/10/2 2013JP810523 FU2 Beraprost sodium Ganglioma
B-081 [Ganglioneuroma]
1109. 13 A
Pneumoia(hospital
acquired) [Pneumonia]
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