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follow up Stroke in progression,
DMR97-IRB DKLU1075
1. 2011/12/30 (downgra| LuAE03329 Cholangiocarcinoma, 1 A
-217 707(11)
de) Catheter site haemorrhage
DMR99-IRB CN-2012-0| Follow
2. 2012/8/27 Docetaxel Pneumonitis 2 A
-328 0122(1) | up1
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DMR99-IRB CN-2012-0| Follow Pneumonitis, Respiratory
3. 2012/8/27 Docetaxel _ 1 A
-328 0122(2) up 2 Failure
DMR99-IRB CN-2012-0| Follow Pneumonitis, Respiratory
4. 2012/8/27 Docetaxel _ 1 A
-328 0122(3) up 3 Failure
DMR99-IRB CN-2012-0| Follow Pneumonitis, Respiratory
o. 2012/8/27 Docetaxel _ 1 A
-328 0122(4) up 4 Failure
DMR99-IRB CN-2013-0
6. 2013/2/8 Initial TS-1 Dehydration 1 A
-328 0013
Shock due to Dehydration,
DMR99-IRB CN-2013-0| Follow )
1. 2013/2/8 TS-1 Anorexia, Acute Renal 1 A
-328 0013(1) up 1
failure
DMR99-IRB CN-2013-0| Follow Interstitial Pneumonia,
8. 2013/1/17 Docetaxel N ) 1 A
-328 0021(1) up 1 Interstitial Lung Disease
Diarrhea, Multi-organ
DMR99-IRB CN-2013-0 N ] )
9. 2013/7/11 Initial Docetaxel failure, Septic shock, 1 A
-328 0055
Secondary DIC, Death
Diarrhea, Multi-organ
DMR99-IRB CN-2013-0| Follow ) )
10. 2013/7/11 Docetaxel failure, Septic shock, 1 A
-328 0055(1) up 1
Secondary DIC, Death
DMR99-IRB CN-2013-0| Follow Diarrhea, Septic shock,
11. 2013/7/11 Docetaxel 1 A
-328 0055(2) up 2 Secondary DIC, Death
DMR101-IR follow up
12. 2013/1/2 1176868 Onartuzumab THROMBOCYTOPENIA 2 A
B2-270 1
THROMBOCYTOPENIA
DMR101-IR Follow-u (no longer meets criteria
13. 2013/1/2 | 1176868 Onartuzumab ) 2 A
B2-270 p #2 for expedited safety
reporting.)
DMR101-IR
14. B2.270 2013/76 | 1244829 | initial | Onartuzumab | GASTRIC PERFORATION | 2 A
1. Septic shock
2. Pneumonia
153-21880 ) .
DMR99-IRB o 3. Ischemic colitis
15. 2011/7/1 |-11070232| FU3 Revlimid _ 12371 A
-189 4. Cachexia
@) L
5. Malnutrition
6. Pneumonia
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1. Septic shock
2. Necrotising Fasciitis at
153-21880 the left Forearm
DMR99-IRB o ]
16. 189 2012/6/8 [-12061323| FU6 Revlimid 3. Diarrhoea 23 A
(6) 4. Cachexia
5. Non-ST elevation
myocardial infarction
1. Septic shock
2. Pneumonia
153-21880
DMR99-IRB o 3. Ischemic colitis
17. 2011/7/1 |-11070232| FU4 Revlimid ) 12371 A
-189 4. Cachexia
(4) L
5. Malnutrition
6. Pneumonia
1. Septic shock
2. Pneumonia
153-21880 ) -
DMR99-IRB o 3. Ischemic colitis
18. 2011/7/1 [-11070232| FU5 Revlimid ) 12371 A
-189 4. Cachexia
(%) L
5. Malnutrition
6. Pneumonia
Thrombocytopenia (grade
4); Pancytopenia (grade 4); )
Jaundice; Neutropenic 3
follow u fever (grade 4); Suspected
09-005 / P @ ) P 7
DMU101-IR 1 Nilotinib/Tasign viral gastroenteritis
19. 2013/7/17 [PTW2013T (medi| A
B2-271 follow up a (gradel); CRP elevated
W081089 cally
2 (grade 1); Hypertension
signif
(grade 3); Bilateral chest |
icant)
bleeding/legs bleeding/oral
mucosa bleeding
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#1) TAK-700
vs. Placebo
(Code not Respiratory
20. PMRORE 2013/7/23 [2013-05749( Initial broken) failure,Pneumonia,Metasta [ 1 A
o #2 ) Prednisone | ses to lung,Prostate cancer
(PREDNISONE
) Tablet
21. D'\gl;l(;m 2013/9/2 | 1270838 | initial | Onartuzumab | CARDIACARREST | 2 | A
DMR101-IR GASTRIC
22. 2013/3/30 | 1209281 | initial | Onartuzumab 1 A
B2-270 PERFORATION (fatal)
23. DI\2F2€12071(;IR 2013/8/17 | 1264296 | initial | Onartuzumab CARDIAC ARREST 2 A
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ny HEBLXTARR
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