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4462(8)
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follow up

RIVAROXABA
N

1. POST OPERATIVE
SHOCK

2. POST OPERATIVE
BLEEDING

1,

24,

CMUH102-
REC1-099

2015/2/18

2014-01234
19

Follow

up 3

Blinded study
drug,
bendamustine,

rituximab

CMV infection (related to
blinded study drug, not
related
to bendamustine or
rituximab)
Pneumonitis (related to
blinded study drug, not
related to
bendamustine or

rituximab)

2,3

CMUH102-
REC1-099

2015-01370
71

2015/2/24

up 2

Follow

Blinded study
drug,

rituximab

bendamustine,

Acute respiratory failure
(related to blinded study
drug,
bendamustine, and
rituximab)
Acute heart failure (related
to blinded study drug, not
reported for bendamustine
and rituximab)
Pneumopathy (related to
blinded study drug,
bendamustine, and
rituximab)
Skin rash (related to
blinded study drug, not
related to

bendamustine or

2,3,

rituximab)
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CMUH102-
REC1-099

2015/3/14

2014-01234
19

Follow

up 4

Blinded study
drug,
bendamustine,

rituximab

CMV infection (related to
blinded study drug, not
related
to bendamustine or
rituximab)
Pneumonitis (related to
blinded study drug, not
related to
bendamustine or

rituximab)

2,3

CMUH102-
REC1-099

2015/3/10

2015-01370
71

Follow

up 3

Blinded study
drug,
bendamustine,

rituximab

Acute respiratory failure
(related to blinded study
drug,
bendamustine, and
rituximab)

Acute heart failure (related
to blinded study drug,
causality
not reported for
bendamustine or
rituximab)
Pneumopathy (related to
blinded study drug,
bendamustine
and rituximab)
Skin rash (related to
blinded study drug, not
related to

bendamustine or

rituximab)

2,3,
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Other Serious Criteria:
Medically Significant
Hepatitis secondary to
reactivation of
cytomegalovirus (CMV)
GS-1101 + BEN| with elevation in serum
CMUH102- 2015-01440 » & RTX vs ALT/AST above 20ULN
7. 2015/3/28 Initial . 2,3 A
REC1-099 55 Placebo (Code [Hepatitis CMV]
not broken) Elevation in serum
ALT/AST above 5-20 ULN
[ALT increased]
Elevation in serum
ALT/AST above 5-20 ULN
[AST increased]
NC6004005
CMUH102- - NC-6004 & o
8. 2015/3/8 |_2015069(0| Initial o Hepatic failure, grade 4 2 1
REC1-095 ) Gemcitabine
NC6004005
CMUH102- follow up o o
9. 2015/3/8 |_2015069(1 Gemcitabine Hepatic failure, grade 4 2 1
REC1-095 1
)
DE2015GS
10. [DMR-IRB10| 2014/05/23 Initial Belimumab Sudden death 1 A
K003458
1-1-041
DE2015GS ) 1,2,
11. |DMR-IRB10| 2014/05/23 FU3 Belimumab Sudden death A
K003458 3
1-1-041
DE2015GS Sepsis, haemorrhagic 1,2,
12. IDMR-IRB10| 2014/04/22 FU2 Belimumab S ) A
K003458 shock, and liver cirrhosis 3
1-1-041
A1090249 Polycystic ovarian
13. |DMR-IRB10| 2013/05/31 FU2 Belimumab 2 A
A syndrome
1-1-041
Sepsis
DE2015GS ) . 1,2,
14. |DMR-IRB10| 2014/04/22 FU3 Belimumab Hemorrhagic shock A
K003458 o ) 3
1-1-041 Hepatic cirrhosis
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MK-3475 ABDOMINAL PAIN
CMUH103- 1504RUSO » ) ) ]
15. 2015/4/19 Initial |(pembrolizumab [Abdominal pain] 1 A
REC1-123 21478 ] ]
) hypotension [Hypotension]
CMUH102- 2015-4237( Tasquinimod or SPINAL CORD
16. 2015/4/1 FU1l 23 | A
REC1-088 1) Placebo COMPRESSION
CMUH102- 2015-4237( Tasquinimod or SPINAL CORD
17. 2015/4/1 FU2 2341 A
REC1-088 2) Placebo COMPRESSION
CMUH102- 2015-4237( Tasquinimod or SPINAL CORD
18. 2015/4/1 FU3 2341 A
REC1-088 3) Placebo COMPRESSION
MK-3475 respiratory failure
CMUH102- 15021SR01 [follow up ) ) ]
19. 2015/2/4 (pembrolizumab [Respiratory failure] 13| A
REC1-088 1534 6
) dyspnea [Dyspnoea]
15P-082-13
CMUH103- ] Carboplatin ]
20. 2015/4/8 |75166-00(0| Intilal Pulmonary embolism 2 A
REC1-155 0 Pemetrexed
15P-082-13
CMUH103- Follow | Carboplatin ]
21. 2015/4/8 |75166-00(1 Pulmonary embolism | 2&3| A
REC1-155 0 up 1 Pemetrexed
2015-4237( Tasquinimod or SPINAL CORD
22. | CMUH102- [ 2015/4/1 FUl 23 [ A
1) Placebo COMPRESSION
REC1-088
2015-4237( Tasquinimod or SPINAL CORD
23. | CMUH102- [ 2015/4/1 FU2 2341 A
2) Placebo COMPRESSION
REC1-088
2015-4237( Tasquinimod or SPINAL CORD
24. | CMUH102- [ 2015/4/1 FU3 2341 A
3) Placebo COMPRESSION
REC1-088
1. CARDIAC ARREST?2.
NEUTROPENIAS.
TR-JNJFO
CMUH102- follow up HYPOTENSION4.
25. 2014/3/26 |C-2014031 IBRUTINIB 1231 A
REC1-067 10 CEREBROVASCULAR
4900(10)
DISORDERS.
PNEUMONIA
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2015-4237( Tasquinimod or SPINAL CORD
26. | CMUH102- [ 2015/4/1 FUl 23 [ A
1) Placebo COMPRESSION
REC1-088
2015-4237( Tasquinimod or SPINAL CORD
27. | CMUH102- [ 2015/4/1 FU2 2341 A
2) Placebo COMPRESSION
REC1-088
2015-4237( Tasquinimod or SPINAL CORD
28. | CMUH102- [ 2015/4/1 FU3 234 A
3) Placebo COMPRESSION
REC1-088
DE-JNJFO
follow up| DARATUMUM
29. | CMUH103- [ 2015/3/31 | C-2015040 . AB 1. SEPTIC SHOCK 1231 A
REC1-075 0545(5)
CMUH102- EC-2015-0 SORAFENIB
30. 6-Mar-2015 | Ischemic stroke 13 |A
REC1-053 06062 TOSILATE
ESOPHAGEAL VARICES
CMUH102- EC-2015-0 SORAFENIB
31. 7-Apr-2015 | HEMORRHAGE,ENCEP |1,3 (A
REC1-053 06328 TOSILATE
HALOPATHY
CMUH102- EC-2015-0 SORAFENIB |BRUTAL COMA, Atrial
32. 12-Feb-2015 FU 1,3 (A
REC1-053 04063 TOSILATE fibrillation
CMUH102- EC-2015-0 SORAFENIB |BRUTAL COMA, Atrial
33. 12-Feb-2015 FU R 1,3 (A
REC1-053 04063 TOSILATE fibrillation
ESOPHAGEAL VARICES
CMUH102- EC-2015-0 SORAFENIB
34. 7-Apr-2015 FU HEMORRHAGE,ENCEP (1,3 |A
REC1-053 06328 TOSILATE
HALOPATHY
CMUH102- EC-2015-0 SORAFENIB
35. 6-May-2015 | HEMOPERITONEUM  [23 |A
REC1-053 06646 TOSILATE
CMUH102- EC-2015-0 SORAFENIB
36. 6-May-2015 FU HEMOPERITONEUM 23 |A
REC1-053 06646 TOSILATE
CA-INJFO
CMUH102- |18-May-201
37. C-2015051 | Initial |IBRUTINIB 1. SUDDEN DEATH 1 A
REC1-067 |5
2803(1)
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CMUH103- RIVAROXABA
38. 2015/05/15 | C-2015051 | initial RESPONSE 237 A
REC1-087 N
2383(0) 2. STENT THROMBOSIS
3. MYOCARDIAL
INFARCTION
MK-3475 respiratory failure
CMUH103- 1502ISRO01 [follow up
39. 2015/02/04 (pembrolizumab|  [Respiratory failure] 13| A
REC1-135 1534 7
) dyspnea [Dyspnoea]
MK-3475 respiratory failure
CMUH103- 1502ISRO01 [follow up
40. 2015/2/4 (pembrolizumab|  [Respiratory failure] 13| A
REC1-135 1534 8
) dyspnea [Dyspnoea]
MK-3475 )
CMUH103- 1503CHLO |follow up ) Acute renal failure [Acute
41. 2015/3/9 (pembrolizumab 1.23] A
REC1-135 10123 5 ) kidney injury]
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7 26 p (2014-0127494 FU1) » 2015 # 03 * 26 P
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