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DMR100-IR follow up Septick shock; Disease
1. 2012/7/3 [2012-00155 IP1-504 ) ) 1,23 A
B-102 4 progression; Pneumonia
#1) TAK-700
vs. Placebo
(Code not
DMR99-IRB . .
2. 043 2012/8/30 (2012-06118| FUG6 broken) Sudden death, Abdominal pain | 1,3 | A
#2 ) Prednisone
(PREDNISONE
) Tablet
#1) TAK-700
vs. Placebo
(Code not )
DMR99-IRB Pulmonary embolism,
3. 2012/12/3 (2012-08960| FU1 broken) ) o (123 A
-243 Arrhythmia, Delirium, Sepsis
#2 ) Prednisone
(PREDNISONE
) Tablet
#1) TAK-700
vs. Placebo
(Code not )
DMR99-IRB Gastric cancer, Decreased
4, 2012/12/7 (2012-08974| FU3 broken) ) 131 A
-243 appetite
#2 ) Prednisone
(PREDNISONE
) Tablet
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1. Mallory-Weiss syndrome 2,3,
2. Liver disorder 7
DMR100-IR 2013-BI-05 |follow up 3. Ascites (Medi
5. 2013/2/1 Bl 201335 ) A
B-150 595BI(5) 5 4. Pneumonia cally
5. Oropharyngeal pain signif
6. Vomiting icant)
DMR97-IRB DKLU1084 |follow up Sudden death, Unknown cause
6. 2012/9/15 Lu AE03329 ) ) 1 A
-217 652(2) 2 possibly due to cardiac event
DMR97-IRB DKLU1084 [follow up Sudden death, Unknown cause
1. 2012/9/15 Lu AE03329 ) ) 1 A
-217 652(3) 3 possibly due to cardiac event
Pneumopathy, Symptomatic
DMR97-IRB DKLU1088|follow up ) )
8. 2013/1/25 Lu AE03329 intracranial hemorrhage, 1 A
-217 550(3) 3 )
Alteration of the state general
Pneumopathy, Symptomatic
DMR97-IRB DKLU1088|follow up ) )
9. 2013/1/25 Lu AE03329 |[intracranial hemorrhage, NIHSS| 1 A
-217 550(4) 4 ] )
increased over 4 points
Malignant neoplasm
DMR99-IRB FR2011050| Follow ] ) ] 1,2,
10. 2011/5/11 Necitumumab progression, Neutropenia, A
-028 03751 up 1 ] o 3
Thrombocytopenia, Epistaxis
Malignant neoplasm
DMR99-IRB FR2011050| Follow ] ) 11,2
11. 2011/5/11 Necitumumab | progression, Thrombocytopenia, A
-028 03751 up 2 ] o 3
Neutropenia, Epistaxis
DMR99-IRB HU201105 | Follow ) Sepsis, Anaemia,
12. 2011/5/17 Necitumumab ) 1L3] A
-028 005107 up 2 Thrombocytopenia, Neutropenia
DMR99-IRB GB2012040| Follow
13. 2012/4/11 Necitumumab Pulmonary embolism 1 A
-028 03506 up 2
CC-5013(LENA| Duodenal adenocarcinoma
056-C5013- LIDOMIDE) - (metastatic to liver and
DMR98-IRB - _ _
14. 165 2012/2/21 (12030078(0f Initial | DEXAMETHA paraaortic nodes), liver 12| A
) SONE(DEXAM | metastases, para-aortic lymph
ETHASONE) ~ nodes metastases
DMR99-IRB PHHO2013|
15. 2013/4/28 Initial CLCZ696 Death 1 A
-011 BR005937
DMR101-IR 2013US001| Follow o )
16. 2013/4/23 AP24534 Acute myocardial infarction 2 A
B2-230 523 up 1
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DMR101-IR 2013Us001 N o )
17. 2013/4/23 Initial AP24534 Acute myocardial infarction | 2,3 [ A
B2-230 523
2,3,
1. Mallory weiss tear ;
2. Pneumonia )
DMR100-IR 2013-BI-05 |follow up ) ) (Medi
18. 2013/2/1 Bl 201335 3. Decompensated liver disease A
B-150 595BI(6) 6 cally
4. Sore throat o
signif
5. Vomiting intermittent )
icant)
#1) TAK-700
vs. Placebo
(Code not
DMR99-IRB . L
19. 043 2012/11/13 (2012-08198 FU3 broken) Pneumonia, Atrial fibrillation | 1,3 | A
#2 ) Prednisone
(PREDNISONE
) Tablet
DMR100-IR follow up Pseudomonas pneumonia;
20. 2012/8/16 [2012-00176 IP1-504 1231 A
B-102 4 Candida pneumonia
Ipilimumab -
DMR100-IR CARES Carboplatin ~ _ )
21. 2013/2/23 FU1 ) Bilateral pneumonia 1 A
B-082 #17418344 Paclitaxel
Placebo
DMR100-IR CARES Paclitaxel )
22. 2012/5/26 FU2 _ Tumor lysis syndrome 131 A
B-082 #16656142 Carboplatin
Ipilimumab -
DMR100-IR CARES N Carboplatin - N
23. 2013/1/24 Initial . Colitis 1-3] A
B-082 #17316498 Paclitaxel
Placebo
Ipilimumab ~
DMR100-IR CARES Carboplatin ~
24, 2013/1/24 Initial . Colitis 1-3] A
B-082 #17316498 Paclitaxel -
Placebo
Ipilimumab ~
DMR100-IR CARES Carboplatin ~ ) o
25. 2013/3/6 FUl . Renal insufficiency 1-3] A
B-082 #18704023 Paclitaxel -
Placebo

102 = 06 * 19 p




74 e 1 A
ém?% CEEHRFREIRRLIRAF-FALRE
FRE-ERF-ZFH RIS #R)
B E e B
AESRB|FAPY e *RE R % [T R
g | © 6 LE | W N
Ipilimumab -
DMR100-IR CARES Carboplatin ~ | Fatal Immune Mediated Colitis
26. 2012/7/12 FU1 . 1 A
B-082 #16789430 Paclitaxel - and Intestinal perforation
Placebo
Ipilimumab ~
DMR100-IR CARES Carboplatin ~ Intestinal perforation,
27. 2012/7/12 Initial ) ) ) - 1 A
B-082 #16789430 Paclitaxel cardiopulmonary failure, colitis
Placebo
Ipilimumab ~
DMR100-IR CARES . Carboplatin - o
28. 2013/3/6 Initial ) Renal Insufficiency 1-3] A
B-082 #18704023 Paclitaxel -
Placebo
Pseudomembranous colitis,
DMR100-IR E7389-032 ) )
29. 2012/11/26 FU2 | E7389 (BOLD) Heart failure, Confusion, 1 A
B-182 90-CLI-GB )
Diarrhoea
Cardiac failure, AST increased,
DMR100-IR E7389-024
30. 2012/5/7 FU1 [E7389 (BOLD) ALT increased, 1 A
B-182 42-CLI-JP )
Hypophosphataemia
DMR100-IR E7389-027 N GEMCITABIN | Pulmonary embolus, Shortness
31. 2012/7/17 Initial 1 A
B-182 16-CLI-GB E of breath
Death, Life threatening,
DMR97-IRB DKLU1088|follow up S
32. 2013/2/6 Lu AE03329 hospitalization initial or 1 A
-217 772(2) 2
prolonged
Herpes zoster [Herpes zoster]
worsening of lymphoma
[Lymphomatyphlitis J(grade4)
typhlitis [Caecitis]
1301TURO| follow colonic perforation [Large | 1&2
33. |DMR100-IR| 2013/1/11 MK-V212study o _ A
11678 up 18 intestine perforation] &3
B-091 ) ) )
Abdominal sepsis [Abdominal
sepsis]
Ventilatory associate Pneumonia
[Pneumonia]
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Right side basal ganglia cerebral
. Beraprost haemorrhage, cerebral hernia
34. |IDMR99-IRB| 2012/1/31 (J201302010( Initial ) ) 1 A
081 Sodium (Basal ganglia haemorrhage,
Brain herniation)
J201302634 N Beraprost o
35. |DMR99-IRB| 2013/3/27 Initial _ Death secondary to septicemia | 1 A
-2 Sodium
-081
Right side basal ganglia cerebral
Beraprost haemorrhage, cerebral hernia
36. |IDMR99-IRB| 2012/1/31 [J201302010f FU1 1 A
081 Sodium (Basal ganglia haemorrhage,
Brain herniation)
Right side basal ganglia cerebral
Beraprost haemorrhage, cerebral hernia
37. |DMR99-IRB| 2012/1/31 [J201302010f FU2 1 A
081 Sodium (Basal ganglia haemorrhage,
Brain herniation)
1. Respiratory pneumonia
NCI/CTC grade 4 [Pneumonia]
2. Pleural effusion on both sides
MITOMYCIN C
NCI/CTC grade 3 [Pleural
DMR98-IRB DE-2011-1 (MITOMYCIN) ] 1,2
38. 2011/7/1 FU3 effusion] A
-218 575 POWDER FOR ] ] &3
3. Acute respiratory distress
INJECTION
syndrome NCI/CTC grade 4
[Acute respiratory distress
syndrome]
Hypoxic-lschemic
DMR101-IR 2013SG001 |Follow-U o ]
39. 2013/5/27 Imatinib Encephalopathy; Myeloid 1 A
B2-230 600 p #1
Sarcoma
DMR99-IRB 201229755 o _ _
40. 210 2012/11/26 ) INITIAL| Crizotinib Febrile Neutropenia 2,3 A
DMR99-IRB 201229755
41. 2012/11/29 FU-1 Crizotinib Febrile Neutropenia 2,3 A
-210 2
DMR99-IRB 201229755
42. 2012/12/3 FU-2 Crizotinib Febrile Neutropenia 2,3 A
-210 2
DMR99-IRB 201229755
43, 210 2012/12/11 ) FU-3 Crizotinib Febrile Neutropenia 2,3 A
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DMR99-IRB 201300116
44, 210 2013/1/2 ) INITIAL| Crizotinib Dyspnea grade 4 2
DMR99-IRB 201229755
45, 210 2013/1/3 ) FU-4 Crizotinib Febrile Neutropenia 2,3
DMR99-IRB 201229755
46. 210 2013/1/18 ) FU-5 Crizotinib Febrile Neutropenia 2,3
DMR99-IRB 201229755
47. 210 2013/2/7 ) FU-6 Crizotinib Febrile Neutropenia 2,3
DMR99-IRB 201105608
48, 2013/3/6 FU-4 Crizotinib Renal cyst 1
-210 3
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