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CMUH102- EC-2015-0 SORAFENIB
1. 2015/5/6 FU HEMOPERITONEUM 2,3 A
REC1-053 06646 TOSILATE
CMUH102- EC-2015-0 SORAFENIB
2. 2015/5/6 FU HEMOPERITONEUM 2,3 A
REC1-053 06646 TOSILATE
104 &= 11 * 18 p 33 F % 45 F




PRFRAEEHRFRS T ARLAE Y- FALR ¢
- TR ERFNL X F AR RR)
B X >HAF|RE N
AESMEL|FA PP | TRER FAE B
g |6 25 | w e T
CMUH102- EC-2015-0 SORAFENIB ) -
3. 2015/7/21 FU Infective gastroenteritis | 1,3 [ A
REC1-053 08783 TOSILATE
General physical health
CMUH102- EC-2015-0 SORAFENIB o )
4. 2015/5/5 FU deterioration, Abdominal | 1,3 | A
REC1-053 06797 TOSILATE )
pain
CMUH103- 14P-163-13| Follow Sepsis, Hyperkalaemia,
5. 2014/11/24 ABT-199 ) ) 1,23 A
REC1-034 16954-00 up Febrile neutropenia
Fungal sepsis,
Disseminated intravascular
CMUH103- 14P-163-13| Follow
6. 2014/11/24 ABT-199 coagulation, 1,23 A
REC1-034 16954-00 up
Hyperkalaemia, Febrile
neutropenia
Momelotinib + | Platelets count decreased
Placebo vs. [Platelet count decreased]
CMUH103- 2015-01644 N ] _ o
7. 2015/7/18 Initial [Jakafi + Placebo|Acute kidney injury [Acute| 2,3 | A
REC1-035 29 _
(Code not kidney injury]
broken) Hematuria [Hematuria]
Momelotinib + | Platelets count decreased
Placebo vs. [Platelet count decreased]
CMUH103- 2015-01644|follow up ] _ o
8. 2015/7/18 Jakafi + Placebo|Acute kidney injury [Acute 2,3 | A
REC1-035 29 1 _
(Code not kidney injury]
broken) Hematuria [Hematuria]
1. CYTOMEGALOVIRUS
INFECTION
JP-JNJFOC
CMUH103- follow up| DARATUMUM 2. EPSTEIN-BARR
9. 2015/8/25 |-201509048 23| A
REC1-075 54(1) 1 AB VIRUS ASSOCIATED
LYMPHOPROLIFERATI
VE DISORDER
PL-JNJFO
CMUH103- follow up| VITAMIN K 1. INCREASING
10. 2015/6/19 | C-2015061 23 [ A
REC1-087 2 ANTAGONIST ANAEMIA
8367(2)
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1. LEFT SIDED
GB-JNJFO WEAKNESS
CMUH103- o RIVAROXABA 1,2,3,
11. 2015/10/13| C-2015101 | initial 2. COMA A
REC1-087 N 7
1145(0) 3. RESPIRATORY
ARREST
1. ISCHEMIC STROKE
2. ARTERIAL
EMBOLISMS OF
BR-JNJFO LOWER LIMBS
CMUH103- follow up| RIVAROXABA 1,2,3,
12. 2015/7/3 |C-2015061 3. TACHYARRHYTHMIA A
REC1-087 7 N 4
1032(7) 4. ATRIAL
FIBRILLATION
5. LEFT BUNDLE
BRANCH BLOCK
1. LEFT SIDED
GB-JNJFO WEAKNESS
CMUH103- follow up| RIVAROXABA 1,2,3,
13. 2015/10/13| C-2015101 2. COMA A
REC1-087 2 N 7
1145(2) 3. RESPIRATORY
ARREST
1. ISCHEMIC STROKE
2. ARTERIAL
EMBOLISMS OF
BR-JNJFO LOWER LIMBS
CMUH103- follow up| RIVAROXABA 1,2,3,
14, 2015/7/3 |C-2015061 3. TACHYARRHYTHMIA A
REC1-087 9 N 4
1032(9) 4. ATRIAL
FIBRILLATION
5. LEFT BUNDLE
BRANCH BLOCK
CMUH-103- 2015SE776| Follow
15. 2015/8/9 MEDI4736 Tumour haemorrhage 2 A
REC1-110 75 up
Pneumonitis [Pneumonitis]
MK-3475 death [Death]
CMUH103- 1508MY S0 |follow up _ _
16. 2015/8/17 (pembrolizumab| Lower Respiratory Tract | 1,3 | A
REC1-123 08510 6
) Infection [Lower
respiratory tract infection]

104 # 11 * 18 p




PRFRAEEHRFRS T ARLAE Y- FALR ¢
-~ FRrERYL-XF AR ERES(D RR)
B £ > MAR(IRE K
rEHEL|FL P Vot B R 3 AEE BEERER
g g D % s Y| K v 5 ole
MK-3475
CMUH103- 1509GTMO |follow up _ ] _
17. 2015/8/27 (pembrolizumab| Pneumonia [Pneumonia] | 1,3 | A
REC1-123 04208 2 )
Pneumonitis [Pneumonitis]
MK-3475 j
CMUH103- 1508MY SO |follow up ) Lower Respiratory Tract
18. 2015/8/17 (pembrolizumab _ 13| A
REC1-123 08510 7 ) Infection [Lower
respiratory tract infection]
MK-3475
CMUH103- 1506ZAF00|follow up unknown cause of death
19. 2015/6/3 (pembrolizumab 1 A
REC1-123 3651 3 ) [Death]
MK-3475
CMUH103- 1509GTMO [follow up ) ) )
20. 2015/8/27 (pembrolizumab| Pneumonia [Pneumonia] | 1,3 | A
REC1-123 04208 3 |
pneumonia [Pneumonia]
MK-3475 acute renal failure [Acute
CMUH103- 1510CHEOQ N _ _ o
21. 2015/9/30 Initial |(pembrolizumab kidney injury] 13 A
REC1-123 03626 _ )
) worsening pleural effusion
[Pleural effusion]
MK-3475
CMUH103- 1508PERO0O|follow up ) adrenal insufficiency
22. 2015/7/26 (pembrolizumab o 12| A
REC1-123 5244 2 | [Adrenal insufficiency]
Respiratory failure grade 4
[Respiratory failure]
MK-3475 decreased T3, FT4
CMUH103- 1510PHLO00 - _ _
23. 2015/10/8 Initial |(pembrolizumab| [Thyroxine decreased] (2,34 A
REC1-123 5389
) decreased T3, FT4
[Tri-iodothyronine
decreased]
MK-3475
CMUH103- 1506ZAF00|follow up ) unknown cause of death
24, 2015/6/3 (pembrolizumab 1 A
REC1-123 3651 4 ) [Death]
Hypothyroidism
MK-3475 danld
CMUH103- 1510PHLOO|follow up ) [Hypothyroidism]
25. 2015/10/8 (pembrolizumab ) ) 234 A
REC1-123 5389 1 ) Respiratory failure
[Respiratory failure]
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pneumonia [Pneumonia]
MK-3475 acute renal failure [Acute
CMUH103- 1510CHEO |follow up ] ] o
26. 2015/9/30 (pembrolizumab kidney injury] 13| A
REC1-123 03626 1 ) ]
) worsening pleural effusion
[Pleural effusion]
MK-3475
CMUH103- 1506ZAF00(follow up ) unknown cause of death
27. 2015/6/3 (pembrolizumab 1 A
REC1-123 3651 5 | [Death]
Lung infection (klebsiella
pneumoniae) [Klebsiella
infection]
MK-3475
CMUH103- 1509TURQO |follow up ) Pneumonitis [Pneumonitis]
28. 2015/8/31 (pembrolizumab ] 1,23, A
REC1-123 01265 6 ) thrombocytopenia
[Thrombocytopenia]
Pulmonary embolism
[Pulmonary embolism]
pneumonia [Pneumonia]
MK-3475 acute renal failure
CMUH103- 1510CHEQO |follow up
29. 2015/9/30 (pembrolizumab|  [Acute kidney injury] 13 A
REC1-123 03626 2
) worsening pleural effusion
[Pleural effusion]
MK-3475
CMUH103- 1510BRAO [follow up ) Respiratory failure
30. 2015/10/10 (pembrolizumab _ _ 23 | A
REC1-123 07228 1 | [Respiratory failure]
MK-3475 Respiratory failure
CMUH103- 1510BRAO [follow up ) ) ]
31. 2015/10/10 (pembrolizumab|  [Respiratory failure] 23| A
REC1-123 07228 2 » -
) Pneumonitis [Pneumonitis]
Sepsis [Sepsis
MK-3475 p [ p. ]
CMUH103- 1510BRAO [follow up ) Respiratory failure
32. 2015/10/10 (pembrolizumab _ _ 123 A
REC1-123 07228 3 ) [Respiratory failure]
Pneumonitis [Pneumonitis]
MK-3475 - -
CMUH103- 1509GTMO [follow up ) Pneumonitis [Pneumonitis]
33. 2015/8/27 (pembrolizumab 13| A
REC1-123 04208 4 | Pneumonia [Pneumonia]
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heart failure grade 4
MK-3475
CMUH103- 1511ARGO| . . ) [Cardiac failure]
34. 2015/10/28 initial | (pembrolizumab 23| A
REC1-123 00499 ) high total bilirubin grade 2
[Blood bilirubin increased]
suspicion of pneumonia
[Pneumonia]
MK-3475 )
CMUH103- 1510CHEQO |follow up ) acute renal failure [Acute
35. 2015/9/30 (pembrolizumab _ N 13| A
REC1-123 03626 3 | kidney injury]
worsening pleural effusion
[Pleural effusion]
Pneumonitis [Pneumonitis]
MK-3475
CMUH103- 1508MY SO |follow up ) Lower Respiratory Tract
36. 2015/8/4 (pembrolizumab 13| A
REC1-123 08510 9 ) Infection/bronchitis
[Bronchitis]
lung infection [Lung
infection]
MK-3475
CMUH103- 1510PHLOO|follow up ) Respiratory failure 1,2,3,
37. 2015/10/8 (pembrolizumab _ _ A
REC1-123 5389 2 | [Respiratory failure] 4
Hypothyroidism
[Hypothyroidism]
respiratory failure
MK-3475 ) ]
CMUH103- 1511ARGO (follow up ) [Respiratory failure]
38. 2015/10/28 (pembrolizumab 23| A
REC1-123 00499 1 ) high total bilirubin [Blood
bilirubin increased]
MK-3475
CMUH103- 1509GTMO (follow up ) Pneumonitis [Pneumonitis]
39. 2015/8/27 (pembrolizumab ) _ 1,3 A
REC1-123 04208 5 | Pneumonia [Pneumonia]
Pneumonitis [Pneumonitis]
Lower Respiratory Tract
MK-3475
CMUH103- 1508MY SO0 |follow up ) Infection/bronchitis
40. 2015/8/4 (pembrolizumab 123 A
REC1-123 08510 10 | [Bronchitis]
respiratory distress
[Respiratory distress]
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respiratory failure
MK-3475 ) ]
CMUH103- 1511ARGO (follow up ) [Respiratory failure]
41. 2015/10/28 (pembrolizumab _ o 23 | A
REC1-123 00499 2 ) drug induced liver injury
[Drug-induced liver injury]
MK-3475 acute respiratory failure
CMUH103- 1510CHLO |follow up ) ) ]
42. 2015/10/2 (pembrolizumab | [Acute respiratory failure] | 1,3 | A
REC1-123 02714 1 B N
) Pneumonitis [Pneumonitis]
MK-3475
CMUH103- 1510JPNOO - ) interstitial pneumonia
43. 2015/10/2 Initial |(pembrolizumab N ) 2 | A
REC1-135 1961 | [Interstitial lung disease]
respiratory distress
MK-3475
CMUH103- 1509USAO |follow up ) [Respiratory distress]
44, 2015/9/7 (pembrolizumab _ 23 | A
REC1-135 04891 2 ) hyponatremia
[Hyponatraemia]
hepatic failure [Hepatic
failure]
MK-3475
CMUH103- 1509KOR0 - ) Aspartate aminotransferase
45, 2015/9/1 Initial |(pembrolizumab| 13| A
REC1-135 11928 ) increased [Aspartate
aminotransferase
increased]
hepatic failure [Hepatic
failure]
MK-3475 ]
CMUH103- 1509KORO [follow up ) Aspartate aminotransferase
46. 2015/9/1 (pembrolizumab| 13| A
REC1-135 11928 1 ) increased [Aspartate
aminotransferase
increased]
MK-3475
CMUH103- 1503CHLO |follow up ) Acute renal failure [Acute
47. 2015/3/9 (pembrolizumab _ o 123 A
REC1-135 10123 9 ) kidney injury]
MK-3475 respiratory failure
CMUH103- 1502ISRO01 |follow up
48. 2015/2/4 (pembrolizumab|  [Respiratory failure] 13| A
REC1-135 1534 14
) dyspnea [Dyspnoea]
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hepatic failure [Hepatic
failure]
MK-3475
CMUH103- 1509KORO (follow up ) Aspartate aminotransferase
49, 2015/9/21 (pembrolizumab| 13| A
REC1-135 11928 2 ) increased [Aspartate
aminotransferase
increased]
15P-153-14 Carboplatin
CMUH103- ] ) Pneumonia left lower lobe, |1,2,3,
50. 2015/8/23 |50721-00(0| Intilal Paclitaxel ) o A
REC1-155 o Septic Shock, Septicemia | 7
.0) Veliparib
15P-153-14 Carboplatin
CMUH103- Follow Pneumonia left lower lobe, [1,2,3,
51. 2015/8/23 |50721-00(1 Paclitaxel ] o A
REC1-155 up 1 o Septic Shock, Septicemia | 7
.0) Veliparib
Pneumonia
15P-167-14 Carboplatin Dyspnea
CMUH103- 1,2,3,
52. 2015/8/22 |50803-00(0| Intilal Paclitaxel Pulmonary sepsis A
REC1-155 4,7
.0) Veliparib Respiratory failure
Pneumonia
Pneumonia
15P-167-14 Carboplatin Dyspnea
CMUH103- Follow ) ) 1,2,3,
53. 2015/8/22 [50803-00(1 Paclitaxel Pulmonary sepsis A
REC1-155 Up1l o ) ) 4,7
.0) Veliparib Respiratory failure
Pneumonia
Pneumonia
15P-167-14 Carboplatin Dyspnea
CMUH103- Follow ) ) 1,2,3,
54, 2015/8/22 |50803-00(0 Paclitaxel Pulmonary sepsis A
REC1-155 Up?2 o ) ) 4,7
.0) Veliparib Respiratory failure
Pneumonia
15P-144-14 Carboplatin
CMUH103- ) ) Sudden death
55. 2015/8/20 (49883-00(1| Intilal Paclitaxel ] 13| A
REC1-155 Costal pain
.0) Veliparib
15P-144-14 Carboplatin
CMUH103- Follow Sudden death
56. 2015/8/20 |49883-00(2 Paclitaxel ] 13| A
REC1-155 Up1l o Costal pain
.0) Veliparib
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15P-144-14 Carboplatin
CMUH103- ) ) Ischemic colitis
S7. 2015/5/29 |00644-00(2| Intilal Paclitaxel ) ) ) 13| A
REC1-155 Respiratory infection
.0) Veliparib
15P-144-14 Carboplatin
CMUH103- Follow ) Ischemic colitis
58. 2015/5/29 |00644-00(3 Paclitaxel 13 A
REC1-155 Upl o Respiratory infection
.0) Veliparib
15P-062-14
CMUH103- ) Cisplartin Sepsis
59. 2015/8/4 [40897-00(1| Intilal 1,23 A
REC1-155 0 Pemetrexemed Anemia
15P-082-13 ]
CMUH103- Follow Carboplatin Recurrent pulmonary
60. 2015/4/8 |75166-00(6 ) 23 | A
REC1-155 0 up 3 Pemetrexemed embolism
CMUH104- 2015-1686-
61. 2015/8/11 Initial CO-1686 Hypokalaemia, Fatigue 3 A
REC1-009 0331/v0(0)
CMUH104- 2015-1686-
62. 2015/9/3 Initial CO-1686 sudden death 1 A
REC1-009 0367/v0(0)
CMUH104- 2015-1686- |follow up
63. 2015/9/3 CO-1686 sudden death 1 A
REC1-009 0367/v1(1) 1
Other Serious Criteria:
MK-3475
) Medically Significant
(pembrolizumab )
CMUH104- 1507RUSO | follow thrombocytopenia
64. 2015/7/10 ) ) 131 A
REC1-039 06951 up 6 [Thrombocytopenia]
CISPLATIN(cis
) febrile neutropenia [Febrile
platin) )
neutropenia]
disseminate intravascular
coagulation [Disseminated
intravascular coagulation]
MK-3475
CMUH104- 1508CHLO| follow ) skin rash of the trunk and
65. 2015/8/1 (pembrolizumab N 1-3[ A
REC1-039 01570 up 6 ) extremities [Rash]
Hypercalcaemia
[Hypercalcaemia]
neumonia [Pneumonia]
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Other Serious Criteria:
MK-3475
) Medically Significant
(pembrolizumab
CMUH104- 1507RUSO | follow hemorrhagic syndrome
66. 2015/7/10 ) 1-3] A
REC1-039 06951 up 7 ) [Haemorrhage]
CISPLATIN(cis
] febrile neutropenia [Febrile
platin) ]
neutropenia]
MK-3475
CMUH104- 1510USA0 - ) Tracheal stoma bleed
67. 2015/10/12 Initial |(pembrolizumab _ 1 A
REC1-039 08095 | [Stoma site haemorrhage]
MK-3475
CMUH104- 1510USA0 | follow ) Tracheal stoma bleed
68. 2015/10/12 (pembrolizumab _ 1 A
REC1-039 08095 up 1 | [Stoma site haemorrhage]
MK-3475 )
) hemorrhagic syndrome
(pembrolizumab
CMUH104- 1507RUSO | follow [Haemorrhage]
69. 2015/7/10 ) . . 13 A
REC1-039 06951 up 8 _ |febrile neutropenia [Febrile
CISPLATIN(cis )
) neutropenia]
platin)
300212454
CMUH104- . Gastric ulcer perforation
70. 2015/7/31 [5-2015-000( Initial NA ] _ 23| A
REC1-060 Abdominal pain
57
300212454
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