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Patient received the 1st dose of study treatment on 18/Sep/2013. Fever
and diarrhea developed on 01/0Oct/2013. She visited the OPD on
04/0ct/2013. The 2nd dose of study drug was on hold. On 06/0ct/2013,
she visited ER due to the same condition. Diagnosis: colitis. The event
was reported in IB version 10 dated 10/0ct/201, but sponsor deemed it
an unexpected event on 08/Nov/2013.
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32403 2013/10/6 {2013/10/11 |initial |102/11/21
2013 & 11 * 8 (possible) el
PIRE_ S IR
HE
[A3R] B R 28 -
FE. 2.
* ¢ YnBh DMR100-IRB-139 HEEe s | KEr 2t
vELS ;_”zj_miﬁm:@@a Y FRR | RFERF LR
% L ¥ = ¥ TRk 5% 44 Imatinib e Sunitinib o % P A wE R 0 B
BT R(GIST) e 32K 455 AUY922 1% % i
This 56-year-old male retired with a history of GIST with liver metastasis
and peritoneal carcinomatosis, s/p Imatinib in PD, s/p Sunitinib and PD
again, was admitted via ER on 2013/04/01 because of fever for one
day.RLQ abdomen cramping pain and waterly diarrhea 4 times was also
found.Abdomen CT revealed marked central necrosis of the mass abut
transverse colon with perforation with some free fluid and free gas in
the peritoneum and increase size and numbers of metastasis in liver,
W3R %k 2 2_ 45 it | peritoneal carcinomatosis, and L-N. Under the impression of transverse

colon mass with perforation and peritonitis, then he was admitted for
further evaluation and management. he then received exploratory
laparotomy and drainage of intraabdominal abscess(tumor over T-coion
is unresectable and rupture over T-colon is hard to repair) on
2013/4/2.Due to disease in progression further chemotherapy is not
indication, hospice home care was suggest, so arrange transfer to

Miaoli's hospital for hospice home care and PPN support on 2013/05/02.
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13P-028-10
DMR101-IR follow Seizure
1. 2013/1/31 |44564-00(8 Veliparib 3,6 A
B1-207 up 4 \Vomiting
.0)
13P-028-10
DMR101-IR follow o Seizure
2. 2013/1/31 [44564-00(9 Veliparib i 6 A
B1-207 up5 Vomiting
.0)
13P-144-11
DMR101-IR follow o - ) 1,2,
3. 2013/10/2 |54949-00(2 Veliparib Interstitial pneumonia B
B1-207 up 1 3
.0)
13P-144-15
DMR101-IR
4. 2013/10/2 |54949-00(0| initial Veliparib Pneumonia 3 A
B1-207
.0)
13P-144-11
DMR101-IR follow 1,2,
5. 2013/10/2 [54949-00(3 Veliparib Interstitial pneumonia B
B1-207 up 2 3
.0)
3,7
impor
DMR101-IR 2013SE679| ) tant
6. 2013/9/5 initial CAZ-AVI Necrosis of Colostoma | A
B-1-079 28 medic
al
event
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DMR101-IR 2013SE511 | follow impor
7. 2013/7/5 CAZ-AVI Heart Failure
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DMR101-IR 2013SE127
8. 2013/2/16 initial CAZ-AVI Pulmonary Congestion 3
B-1-079 67
DMR101-IR 2013SE127| follow ]
9. 2013/2/16 CAZ-AVI Pulmonary Congestion 3
B-1-079 67 up 1
DMR101-IR 2013SE127 | follow )
10. 2013/2/16 CAZ-AVI Pulmonary Congestion 3
B-1-079 67 up 2
DMR101-IR 2013SE127 | follow )
11. 2013/2/21 CAZ-AVI Pulmonary Congestion 3
B-1-079 67 up 3
1. ABNORMALITY HIGH
LEVEL ASPARTATE
AMINOTRANSFERASE
DMR101-IR 2013SE468
12. 2013/6/9 initial CAZ-AVI 2. ABNORMALITY HIGH 3
B-1-079 55
LEVEL ALANINE
AMINOTRANSFERASE
3. FEVER
1. ABNORMALITY HIGH
LEVEL ASPARTATE
AMINOTRANSFERASE
DMR101-IR 2013SE468| follow
13. 2013/6/9 CAZ-AVI 2. ABNORMALITY HIGH 3
B-1-079 55 up 1
LEVEL ALANINE
AMINOTRANSFERASE
3. FEVER
DMR101-IR 2013SE511
14. 2013/7/5 initial CAZ-AVI Heart Failure 3
B-1-079 73
DMR101-IR 2013SE511 | follow
15. 2013/7/5 CAZ-AVI Heart Failure 3
B-1-079 73 up 1
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DMR101-IR 2013SE127| follow
16. 2013/2/21 CAZ-AVI Pulmonary Congestion 3 A
B-1-079 67 up 1
1,2,
7:My
PALIFOSFAMID Myocardial infarction,
DMR101-IR 2013ZI0OPO | Follow ocard
17. 2013/2/5 E, ETOPOSIDE, Hypotension, Neutropenia, ) A
B1-164 00016 up 4 ial
CARBOPLATIN Atrial fibrillation .
infarc
tion
1. ENLARGEMENT OF GALL
BLADDER
DMR
THQ2013A AMG706 2. APPENDICITIS
18. [101-IRB1-20| 2013/8/22 FUG 1 A
6 03690 /Placebo 3. COMMON BILE DUCT
DILATATION
4. BILOMA
brentuximab
vedotin/Vincristin
e, Aspiration pneumonia/
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19. 2013/10/20 FU2 | Cyclophosphosph Altered mental status/ 13 ] A
B1-284 0658 ] ]
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CMUH102- 2013P0O000(
20. 2013/11/8 Initial ADI-PEG 20 Intracerebral hemorrhage 3 A
REC1-050 158
14T-MC-JVBA
death, CTC grade 5 [Death]
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[Device related infection]
(Code not broken)
died [Death]
14T-MC-JVBA | Cellulitis - Infection skin CTC
DMR99-IRB NZ2013100 PH 1l CP12-1027 grade 3 [Cellulitis]
22. 2013/8/29 Initial ) ) ) 1 A
-245 03514 R-Ph3-1121B | lower respiratory infection CTC
(Code not broken)| grade 3 [Lower respiratory tract
infection]
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