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Vomiting, Diarrhoea, Pulmonary
DMR96-IRB Follow o .
1. 023 2010/5/17 (B0642872C ) Lapatinib oedema, Left ventricular 131 A
- up
dysfunction, Infection
\Vomiting, Diarrhoea, Left
DMR96-IRB Follow o ) ]
2. 023 2010/5/17 (B0642872C 3 Lapatinib ventricular dysfunction, 131 A
- up
Infection
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(PREDNISONE
) Tablet

Convulsion

B E AR |RE
NE | B A P Y GEEE P 2 n g 2y |
5L § 2 S5 ]
Sepsis, anaemia,
#1) TAK-700 ) ]
Uppergastrointestinal
vs. Placebo
haemorrhage, Pulmonary
(Code not
tuberculosis, Pneumonia, 1,2,
3. |DMR99-IRB| 2012/10/9 [2012-07170| FU6 |broken) A
Urinary tract infection, 3
-243 #2 ) Prednisone
Decubitus ulcer, Wound
(PREDNISONE
infection, Prostate cancer
) Tablet ]
metastatic
Sepsis, anaemia,
#1) TAK-700
Uppergastrointestinal
vs. Placebo
haemorrhage, Pulmonary
(Code not
tuberculosis, Pneumonia, 1,2,
4. [DMR99-IRB| 2012/10/9 [2012-07170| FU7 |broken) A
Urinary tract infection, 3
-243 #2 ) Prednisone
Decubitus ulcer, Wound
(PREDNISONE
infection, Prostate cancer
) Tablet )
metastatic
#1) TAK-700
vs. Placebo ) ]
Thrombocytopenia, Septic
(Code not ] )
shock, Lung infection, central
5. |DMR99-IRB| 2013/1/2 [2013-00133| FU5 |broken) 131 A
) nervous system haemorrhage,
-243 #2 ) Prednisone
Convulsion
(PREDNISONE
) Tablet
#1) TAK-700
vs. Placebo ) ]
Thrombocytopenia, Septic
(Code not
shock,pneumonia, central
6. |DMR99-IRB| 2013/1/2 [2013-00133| FU6 |broken) 131 A
) nervous system haemorrhage,
-243 #2 ) Prednisone
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#1) TAK-700
vs. Placebo
(Code not Deep vein thrombosis,
7. |DMR99-IRB| 2013/3/16 |2013-02219| FU3 |broken) Pulmonary embolism, Hypoxia, | 1,3 | A
-243 #2 ) Prednisone |Prostate cancer
(PREDNISONE
) Tablet
#1) TAK-700
vs. Placebo
(Code not ) ]
Deep vein thrombosis,
8. |DMR99-IRB| 2013/3/16 (2013-02219| FU4 |broken) 131 A
) Pulmonary embolism
-243 #2 ) Prednisone
(PREDNISONE
) Tablet
#1) TAK-700
vs. Placebo
(Code not
9. |DMR99-IRB| 2013/4/8 [2013-02761| FU1 |broken) Death, Decreased appetitie 131 A
-243 #2 ) Prednisone
(PREDNISONE
) Tablet
009-005 /
DMR99-IRB 153-50794-| Follow Anemia
10. 2012/1/10 Azacitidine . 7 A
-231 12010991(6| up1 HEZE TRy SAE
)
DMR100-IR E7389-026 |follow up ) )
11. 2012/7/4 E7389 (BOLD) [Febrile aplasia, Pneumopathy 1,3 A
B-182 66-CLI-FR 2
DMR100-IR E7389-027 |follow up|GEMCITABIN |Pulmonary embolus, Shortness
12. 2012/7/17 1,3 A
B-182 16-CLI-GB 1 E of breath
DMR100-IR E7389-026 |follow up Febrile aplasia, Adult respiratory
13. 2012/7/4 E7389 (BOLD) | . 1,3 A
B-182 66-CLI-FR 4 distress syndrome
DMR100-IR E7389-027 |follow up|GEMCITABIN
14. 2012/7/17 Pulmonary embolus, Pneumonia | 1,3 | A
B-182 16-CLI-GB 2 E
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Renal failure acute,
DMR99-IRB FR2012050| Follow ] ] ]
15. 2013/3/30 Necitumumab  |Hypercreatinaemia, Renal 2,3 A
-028 03825 up 5 ] ]
tubular necrosis, Pyrexia
Malignant neoplasm
DMR99-IRB 10-11-0020| Follow ) _ )
16. 2010/7/28 Necitumumab  [progression, Neutropenia, 1,3 A
-028 6 up 1 )
Renal failure
DMR99-IRB 10-11-0016 Atrial flutter, Myocardial
17. 2010/6/29 Initial |Necitumumab | ) 1,3 A
-028 0 infarction
DMR99-IRB DE2011120 N ]
18. 2011/12/2 Initial [Necitumumab |Death 1 A
-028 01334
Hypercreatinaemia,
DMR99-IRB FR2011070| Follow ) Dehydration, Vomiting, Renal
19. 2011/7/1 Necitumumab _ ) 2,3 A
-028 00758 up 3 failure acute, Hyperglycaemia,
Anaemia, Hyponatraemia
DMR99-IRB DE2011120( Follow )
20. 2011/12/2 Necitumumab  [Death 1 A
-028 01334 up 1
DMR99-IRB PL2010110| Follow ) Agranulocytosis, General 1,2,
21. 2010/11/15 Necitumumab ) o A
-028 05767 up 1 physical health deterioration 3
Hypercreatinaemia,
DMR99-IRB FR2011070| Follow ) Dehydration, Vomiting, Renal
22. 2011/7/1 Necitumumab _ ) 2,3 A
-028 00758 up 4 failure acute, Hyperglycaemia,
Anaemia, Hyponatraemia
Renal failure acute,
DMR99-IRB FR2012050| Follow _ o
23. 2012/3/30 Necitumumab  [Hypercreatinaemia, Renal 2,3 A
-028 03825 up 6 ) )
tubular necrosis, Pyrexia
Hypercreatinaemia,
DMR99-IRB FR2011070| Follow ) Dehydration, Vomiting, Renal
24, 2011/7/1 Necitumumab _ ) 2,3 A
-028 00758 up 5 failure acute, Hyperglycaemia,

Anaemia, Hyponatraemia
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1.PNEUMONIA (Pneumonia)
2.PULMONARY
HEMORRHAGE (COUMADIN
AND BIBW 2992 REACTION
DMR99-IRB 2011-BP-00|follow up|BIBW2992 - BLEEDING WAS
25. 2011/1/9 1 A
-025 682BP(3) 3 Coumadin SUSPECTED)
(Pulmonary haemorrhage)
3.DYSPNEA (CAUSE OF
PULMONARY
HEMORRHAGE) (Dyspnoea)
26. PMRITIRE 2010/10/18 pSU-2013- Initial |DU176b Helicobacter pylori infection 2 A
-237 03668(0)
PNEUMONIA, RESPIRATORY
FAILURE, LUNG FIBROSIS
153-CCAZ AZACITIDINE |(INTERSTITIAL CHANGES)
DMR99-IRB follow up
27. 145 2013/1/8 | A-1301174 A INJECTABLE( |(Interstitial lung disease), ARDS [1,23| A
4(4) AZACITIDINE) [(ARDS, Acute respiratory
distress syndrome), CARDIAC
ARREST
[k B+ H -
xy FHEELEAFA
A 3 & %% ¥ FERG
o f % 3 4 4 M3
(GEIEIETEE £
1. DMR99-IRB-121 Y x| *RH%ELS L4 0 Innohep, Warfarin
* p R4 8 ¢ 01 Nov 2012 to 25 Apr 2013
(GEIEIETEE £
2. | DMR101-IRB2-193 | Fife+ | *@zk &4 & fLTAK-875
*% > M aR 2 ¥ R 28 March 2013 to 06 May 2013
(2% 2142 ]
*xgk & 2 4 Custirsen (TV-1011/0GX-011
3. | DMRIOL-IRB2-274 | % i1 *j ?f&iﬁégﬁv : 2012 41(11 " 1 2013 & )05
513 p
Bhth | [38=% 21242 ]
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