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pneumonia [Pneumonia]
Thrombocytopenia
[Thrombocytopenia]
Anemia [Anaemia]
gastrointestinal bleeding
[Gastrointestinal
#1) haemorrhage]
PEMETREXED| Leukopenia [Leukopenia]
CMUH103- 1604TURO |Followup ) ] ]
1. 2015/9/28 #2) febril neutropenia [Febrile [ 1.2.3| A
REC1-123 02203 18
CARBOPLATI neutropenia]
N hyperuricemia
[Hyperuricaemia]
Elevated AST [Aspartate
aminotransferase
increased]
blood bilirubin increase
[Blood bilirubin increased]
pneumonitis [Pneumonitis]
Respiratory infection
#1) MK-3475 )
CMUH103- 1610BRAO [Followup ) [Respiratory tract
2. 2016/10/1 (pembrolizumab S 123 A
REC1-123 01391 19 | infection]
Respiratory insufficiency
[Respiratory failure]
#1) : .
Heart failure [Cardiac
PEMETREXED ]
CMUH103- 1608ARGO |Followup failure]
3. 2016/8/24 #2) ] 1231 A
REC1-123 13770 4 Neutrophenia
CARBOPLATI )
[Neutropenia]
N
pneumonitis [Pneumonitis]
Respiratory infection
#1) MK-3475 )
CMUH103- 1610BRAO [Followup ) [Respiratory tract
4, 2016/10/1 (pembrolizumab _ ) 123 A
REC1-123 01391 20 ) infection]
Respiratory insufficiency
[Respiratory failure]
107 # 05 * 02 p % 29 | 72 F



PRFEAETERRFIRALRELAET-FALR ¢
- FR-ERFIZFAEHE
B X 2 PAR (R L
AERE|FAP D V5B 3 AF @ R A
% § 9 2 | ul I
infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
#1) anorexia [Decreased
PACLITAXEL appetite]
CMUH103- 1704CHNO [Followup ] N
5. 2017/4/18 #2) vomit [Vomiting] 123 A
REC1-123 13017 28
CARBOPLATI nausea [Nausea]
N Intermittent diarrhea
[Diarrhoea]
myelosuppression [Bone
marrow failure]
pneumonia [Pneumonia]
#1)
PACLITAXEL ] ]
CMUH103- 1606POL00|Followup infection after
6. 2016/6/9 #2) ] 13 ] A
REC1-123 6518 9 chemotherapy [Infection]
CARBOPLATI
N
#1) . o
ketoacidosis [Ketoacidosis]
PACLITAXEL ) ]
CMUH103- 1612CHNO |Followup pneumonia [Pneumonia]
7. 2016/11/29 #2) ) ) 1231 A
REC1-123 07819 27 type 2 diabetes worsening
CARBOPLATI ) ]
N [Type 2 diabetes mellitus]
#1) : .
Heart failure [Cardiac
PEMETREXED ]
CMUH103- 1608ARGO |Followup failure]
8. 2016/8/24 #2) ] 1231 A
REC1-123 13770 5 Neutrophenia
CARBOPLATI )
N [Neutropenia]
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CMUH103-
REC1-123

2017/4/18

1704CHNO
13017

Followup
29

#1)
PACLITAXEL
#2)
CARBOPLAT]I
N

infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
anorexia [Decreased
appetite]
vomit [Vomiting]
nausea [Nausea]
Intermittent diarrhea
[Diarrhoea]
myelosuppression [Bone
marrow failure]

pneumonia [Pneumonia]

1.23

10.

CMUH103-
REC1-123

2015/9/28

1604TURO
02203

Followup
19

#1)
PEMETREXED
#2)
CARBOPLATI
N

pneumonia [Pneumonia]
Thrombocytopenia
[Thrombocytopenia]
Anemia [Anaemia]
gastrointestinal bleeding
[Gastrointestinal
haemorrhage]
Leukopenia [Leukopenia]
febril neutropenia [Febrile
neutropenia]
hyperuricemia
[Hyperuricaemia]
Elevated AST [Aspartate
aminotransferase
increased]

blood bilirubin increase

1.2.3

[Blood bilirubin increased]
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Respiratory insufficiency
Respiratory failure
#1) MK-3475 [Resp Y ]
CMUH103- 1610BRAO [Followup ) pneumonitis [Pneumonitis]
11. 2016/10/1 (pembrolizumab ) o 123 A
REC1-123 01391 21 ) Respiratory infection
[Respiratory tract
infection]
#1) MK-3475 ]
CMUH103- 1701SWEO |Followup ) ileus [lleus]
12. 2017/1/2 (pembrolizumab N N 134 A
REC1-123 05839 26 ) vomiting [Vomiting]
pneumonia [Pneumonia]
Thrombocytopenia
[Thrombocytopenia]
Anemia [Anaemia]
gastrointestinal bleeding
[Gastrointestinal
#1) haemorrhage]
PEMETREXED | Leukopenia [Leukopenia]
CMUH103- 1604TURO |Followup ) ) )
13. 2015/9/28 #2) febril neutropenia [Febrile [ 1.2.3| A
REC1-123 02203 20 )
CARBOPLATI neutropenia]
N hyperuricemia
[Hyperuricaemia]
Elevated AST [Aspartate
aminotransferase
increased]
blood bilirubin increase
[Blood bilirubin increased]
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infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
#1) pneumonia [Pneumonia]
PACLITAXEL anorexia [Decreased
CMUH103- 1704CHNO [Followup )
14. 2017/4/18 #2) appetite] 123 A
REC1-123 13017 30
CARBOPLATI vomit [Vomiting]
N nausea [Nausea]
Intermittent diarrhea
[Diarrhoea]
myelosuppression [Bone
marrow failure]
OXALIPLATIN
CMUH105- E2B_80082 ;
15. 2017/9/21 FU1 Vomiting (10047700) 1,3 A
REC1-072 944 CAPECITABIN
E
OXALIPLATIN
CMUH105- E2B_80082 ; N
16. 2017/9/14 FU2 Gastroenteritis (10017888) 1,3 | A
REC1-072 944 CAPECITABIN
E
OXALIPLATIN |Subarachnoid haemorrhage
CMUH105- E2B_80060 ; (10042316);Subdural
17. 2017/2/22 FU9 1,3 A
REC1-072 841 FLUOROURAC| haemorrhage (10042364);
IL Sepsis (10040047)
AVELUMAB,;
OXALIPLATIN
CMUH105- E2B_80084
18. 2017/9/27 FU1 : Headache (10019211) | 13 | A
REC1-072 773
FLUOROURAC
IL
OXALIPLATIN
CMUH105- E2B_80083 ; Acute kidney injury;
19. 2017/9/25 FU4 ) ) o 13| A
REC1-072 953 CAPECITABIN| Gastrointestinal toxicity
E
107 & 05 * 02 p % 3B F o x T2
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OXALIPLATIN
CMUH105- E2B_80088 ; )
20. 2017/11/6 I Pancytopenia 2 A
REC1-072 242 FLUOROURAC
IL
OXALIPLATIN
CMUH105- E2B_80082 ;
21. 2017/9/14 FU4 Gastroenteritis 13| A
REC1-072 944 CAPECITABIN
E
AVELUMAB;
OXALIPLATIN
CMUH105- . .
22. 2017/5/14 | 8158489 FU1l ; Disease progression 1 A
REC1-072
FLUOROURAC
IL
OXALIPLATIN
CMUH105- E2B_80083 ; Acute kidney injury;
23. 2017/9/25 FU5 ) ) o 13| A
REC1-072 953 CAPECITABIN | Gastrointestinal toxicity
E
#1) ERIBULIN
MESYLATE exudative
(3475 tonsillopharyngitis
SOLUTION [Pharyngotonsillitis]
FOR Febrile Neutropenia
1606PHLO1 ) ]
24. | CMUH104- | 2016/6/24 3514 FU 15 INJECTION [Febrile neutropenia] 2,31 A
REC1-118 STUDY) Worsening of pleural
(eribulin effusion [Pleural effusion]
mesylate) Community acquired
Solution for pneumonia [Pneumonia]
injection,
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Hemorrhagic Pleuritis
[Haemothorax]
Systemic Candida
CAPECITABIN
Infection [Systemic
E (3475 )
candida]
SOLUTION ]
Trombocytopenia
1611NLDO FOR ] 1,2,
25. | CMUH104- | 2016/11/7 FU 14 [Thrombocytopenia] A
03722 INJECTION ) ] 3
REC1-118 Neutropenia [Neutropenia]
STUDY) N
o Mucositis [Mucosal
(capecitabine) . .
inflammation]
Tablet, ] -
carcinomatous mastitis
[Inflammatory carcinoma
of the breast]
Hemorrhagic Pleuritis
[Haemothorax]
Systemic Candida
CAPECITABIN _ _
Infection [Systemic
E (3475
candida]
SOLUTION
Trombocytopenia
1611NLDO FOR ) 1,2,
26. | CMUH104- | 2016/11/7 FU 15 [Thrombocytopenia] A
03722 INJECTION _ | 3
REC1-118 Neutropenia [Neutropenia]
STUDY)
o Mucositis [Mucosal
(capecitabine) ) )
inflammation]
Tablet, ) .
carcinomatous mastitis
[Inflammatory carcinoma
of the breast]
pleural effusion [Pleural
effusion]
ALT increased [Alanine
CMUH105- 1701TURO |follow up MK-3475 aminotransferase
27. 2017/01/23 ) 23| A
REC1-102 11979 25 study increased]
AST increased [Aspartate
aminotransferase
increased]
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28.

CMUH105-
REC1-102

2017/01/23

1701TURO
11979

follow up
26

MK-3475 Study

pleural effusion [Pleural
effusion]

ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase

increased]

2.3

29.

CMUH105-
REC1-102

2017/10/24

1710FRAO
13484

follow up
13

MK-3475 Study

Immune-related
thrombocytopenia
[Immune

thrombocytopenic purpura]

2.3

30.

CMUH105-
REC1-102

2017/01/23

1701TURO
11979

follow up
27

MK-3475 Study

pleural effusion [Pleural
effusion]

ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase

increased]

2.3

31.

CMUH105-
REC1-102

2017/01/23

1701TURO
11979

Followup
28

MK-3475
study

pleural effusion [Pleural
effusion]

ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase

increased]

2.3
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pleural effusion [Pleural
effusion]
ALT increased [Alanine
CMUH105- 1701TURO |Followup aminotransferase
32. 2017/01/23 MK-3475 Study ] 23 [ A
REC1-102 11979 29 increased]
AST increased [Aspartate
aminotransferase
increased]
pleural effusion [Pleural
effusion]
ALT increased [Alanine
CMUH105- 1701TURO |Followup aminotransferase
33. 2017/01/23 MK-3475 Study ) 23 | A
REC1-102 11979 30 increased]
AST increased [Aspartate
aminotransferase
increased]
CMUH105- 1802GBR0O . Sudden Death [Sudden
34. 2018/02/07 Initial | MK-3475 Study 1 A
REC1-102 04912 death]
CMUH105- 1802GBRO |Followup Sudden Death [Sudden
35. 2018/02/07 MK-3475 Study 1 A
REC1-102 04912 1 death]
1.MULTIPLE ORGAN
JNJ-56021927/P
MX-IJNJFO FAILURE
CMUH104- followup| LACEBO
36. 2018/2/11 | C-2018021 2.GASTRIC ULCER 13 A
REC1-116 1 BICALUTAMI
9891(1) PERFORATION
DE/PLACEBO
3.ACUTE ABDOMEN
#1) MK-3475
CMUH104- 1802BRA0 stroke [Cerebrovascular
37. unk Initial |(pembrolizumab 1 A
REC1-039 13089 ) accident]
#1) MK-3475
CMUH104- 1802BRAO [Followup ) stroke [Cerebrovascular
38. unk (pembrolizumab _ 1 A
REC1-039 13089 1 ) accident]
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#1)
CETUXIMAB
#2) .
CMUH104- 1606PHLO00|Followup Hypoxemia secondary to
39. 2016/6/14 5-FLUOROUR o ) 1 A
REC1-039 7920 3 aspiration [Hypoxia]
ACIL
#3)
CISPLATIN
CMUH106- BMS-2018- . ) ) )
40. 2018/2/25 Initial Cytarabin Febrile Neutropenia 131 A
REC1-037 018599
CMUH106- BMS-2018-| Follow ) Febrile neutropenia,
41. 2018/2/25 Cytarabin _ 13| A
REC1-037 018599 up 1l Pneumonia
Sepsis [Sepsis] Respiratory
distress [Respiratory
#1)INC424 | -
CMUH105- PHHO2017 [follow up distress] General condition
42. 2017/12/7 (RUXOLITINIB ) 1,231 A
REC1-139 FR017100 3 alteration [General
) Tablet )
physical health
deterioration]
#1) INC424
CMUH105- PHHO2018|follow up
43. 2018/1/19 (RUXOLITINIB| Pneumonia [Pneumonia] | 2,3 [ A
REC1-139 DE001459 1
) Tablet
Lower gastrointestinal
#1) INC424
CMUH105- PHHO2017 |follow up hemorrhage [Lower
44, 2017/12/12 (RUXOLITINIB ] ] 12 | A
REC1-139 JP017575 5 gastrointestinal
) Tablet
haemorrhage]
#1) INC424 _ _
CMUH105- PHHO2017| Respiratory failure
45. 2018/3/6 initial |(RUXOLITINIB _ _ 2 | A
REC1-139 JP017637 [Respiratory failure]
) Tablet
Lower gastrointestinal
#1) INC424
CMUH105- PHHO2017 |follow up haemorrhage (small
46. 2017/12/12 (RUXOLITINIB| o 12| A
REC1-139 JP017575 6 intestine) [Small intestinal
) Tablet
haemorrhage]
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#1) INC424
(RUXOLITINIB
) Tablet
#2)
MESENCHYM
CMUH105- PHHO2017 |follow up| AL STROMAL Respiratory failure
47. 2018/3/6 1 A
REC1-139 JP017637 1 CELLS [Respiratory failure]
COMP-MESE+
(MESENCHYM
AL STROMAL
CELLS)
Unknown
Lower gastrointestinal
#1) INC424
CMUH105- PHHO2017 [follow up haemorrhage (small
48. 2017/12/12 (RUXOLITINIB| o 12 | A
REC1-139 JP017575 7 intestine) [Small intestinal
) Tablet
haemorrhage]
#1) INC424
CMUH105- PHHO2018| ) )
49, 2018/3/25 initial [(RUXOLITINIB Sepsis [Sepsis] 1 A
REC1-139 DE004239
) Tablet
CMUH-103- 2017SET752 MEDI4736 SUDDEN CARDIAC
50. 2017/7/19 FU5 13 A
REC1-110 24 IMERON ARREST
#1) ) )
Septic shock [Septic
CARBOPLATI
shock]
CMUH103- 1610ARGO |Followup N )
51. 2016/10/23 Accute renal failure [Acute| 1.2.3] A
REC1-123 14393 10 #2) ) o
kidney injury]
PEMETREXED _ _
neutropenia [Neutropenia]
#3) filgrastim
#1) MK-3475 Sepsis [Sepsis]
CMUH103- 1510BRAO [Followup ) - -
52. 2015/10/10 (pembrolizumab [Pneumonitis [Pneumonitis]| 1.2.3| A
REC1-123 07228 25 ) ]
) Pneumonia [Pneumonia]
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Respiratory infection
[Respiratory tract
#1) MK-3475
CMUH103- 1610BRAO [Followup ) infection]
53. 2016/10/1 (pembrolizumab N 123 A
REC1-123 01391 18 ) pneumonitis [Pneumonitis]
Respiratory insufficiency
[Respiratory failure]
Pulmonary fistula
#1) [Pulmonary fistula]
PACLITAXEL pulmonary sepsis
CMUH103- 1611BRAO0 |Followup )
54, 2016/10/19 #2) [Pulmonary sepsis] 1.23] A
REC1-123 00279 14 ) ] )
CARBOPLATI respiratory infection
N [Respiratory tract
infection]
infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
#1) anorexia [Decreased
PACLITAXEL appetite]
CMUH103- 1704CHNO |Followup ) N
55. 2017/4/18 #2) vomit [Vomiting] 1.23] A
REC1-123 13017 27
CARBOPLATI nausea [Nausea]
N Intermittent diarrhea
[Diarrhoea]
level 4 myelosuppression
[Bone marrow failure]
pneumonia [Pneumonia]
1.PYELONEPHRITIS
2.DISSEMINATED
JP-INJFOC INTRAVASCULAR
CMUH102- follow up ]
56. 2018/1/2 ]-201801058 sirukumab COAGULATION 23 [ A
REC1-087 5
66(5) 3.SEPTIC SHOCK
4.AST INCREASED
5.ALT INCREASED
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1.PYELONEPHRITIS
2.DISSEMINATED
JP-JNJFOC INTRAVASCULAR
CMUH102- follow up ]
o7. 2018/1/2 ]-201801058 sirukumab COAGULATION 23| A
REC1-087 6
66(6) 3.SEPTIC SHOCK
4.AST INCREASED
5.ALT INCREASED
US-IJNJFO 1.NECROTIZING
CMUH102- follow up )
58. 2017/8/15 |C-2017082 sirukumab FASCIITIS 234 A
REC1-087 7
1674(7) 2.CELLULITIS
1.PYELONEPHRITIS
2.DISSEMINATED
JP-JNJFOC INTRAVASCULAR
CMUH102- follow up )
59. 2018/1/2 ]-201801058 sirukumab COAGULATION 23 | A
REC1-087 8
66(8) 3.SEPTIC SHOCK
4.AST INCREASED
5.ALT INCREASED
1.CELLULITIS OF THE
RIGHT LOWER
EXTREMITY
2.ACUTE DVT
US-IJNJFO
CMUH102- follow up ] 3.ACUTE HYPOXIC
60. 2017/5/9 | C-2017052 sirukumab 234 A
REC1-087 9 RESPIRATORY FAILURE
0773(9)
4. MYXEDEMA COMA
5.HYPOTHYROIDISM
6.RENAL FAILURE
ACUTE
1.ACUTE
RS-IJNJFO PNEUMOCOCCAL
CMUH102- follow up 1,2,3,
61. 2016/2/19 |[C-2016022 sirukumab MENINGITIS A
REC1-087 10 4
3713(10) 2.BRONCHOPNEUMONI
A
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1.SEPSIS
2.AORTIC DISSECTION
ES-JNJFO 3.BILATERAL PLEURAL
CMUH102- follow up ]
62. 2015/2/3 | C-2015020 sirukumab EFFUSION 1231 A
REC1-087 11
3042(11) 4. RIGHT PNEUMONIA
5.CEREBRAL
HEMORRHAGE
1.BONE MARROW
PL-JNJFO
CMUH102- follow up ) APLASIA
63. 2017/1/25 |C-2017012 sirukumab 13 A
REC1-087 9 2.WARFARIN
6883(9)
OVERDOSE
1.CELLULITIS OF THE
RIGHT LOWER
EXTREMITY
2.ACUTE DVT
US-INJFO
CMUH102- follow up ) 3.ACUTE HYPOXIC
64. 2017/5/9 |C-2017052 sirukumab 234 A
REC1-087 12 RESPIRATORY FAILURE
0773(12)
4 MYXEDEMA COMA
5.HYPOTHYROIDISM
6.RENAL FAILURE
ACUTE
RS-JNJFO 1.SEPSIS
CMUH102- N _ 2,34,
65. 2018/2/16 [C-2018031| Initial sirukumab 2.BULLOUS A
REC1-087 7
5821(0) DERMATITIS
#1) INC424 vs
Best available o
PHHO2017 [follow up Acute lung injury [Acute
CMUH105- | 2017/7/6 therapy (INC424 o 2
JP010329 5 ) lung injury]
REC1-139 vs Best available
therapy) Tablet
107 # 05 * 02 p % 42 F o2 T2 |
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#1) INC424
(RUXOLITINIB
) Tablet
#2)
MYCOPHENO
LATE
MOFETIL
COMP-MYC+ | Right pneumopathy/no
(MYCOPHENO | documented pneumopathy

LATE [Lung disorder]
PHHO2017|follow up| MOFETIL) |Multiple fractures T 11, 12,
CMUH105- | 2017/10/17 ) 2,3
FR014656 3 Unknown L1 [Multiple fractures]
REC1-139 o
#3) Aspergillosis pulmonary
PREDNISONE [Bronchopulmonary
(NGX) aspergillosis]
(PREDNISONE
) Unknown
#4)
TACROLIMUS
(NGX)
(TACROLIMUS
) Unknown
¥ 43 F > % 72 F
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68.

CMUH105-

REC1-139

2017/12/13

PHHO2017
JP017036

follow up
1

#1)INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
MYCOPHENO
LATE
MOFETIL
COMP-MYC+
(MYCOPHENO
LATE
MOFETIL)
Unknown
#3)
PREDNISOLO
NE
(PREDNISOLO
NE)

#4)
TACROLIMUS
(TACROLIMUS
)

#5)
METHYLPRED
NISOLONE
(METHYLPRE
DNISOLONE)

Systemic adenovirus
infection [Adenovirus

infection]
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#1) INC424
(RUXOLITINIB
) Tablet )
Pulmonary sepsis
#2 ) NEORAL )
PHHO2017 |follow up [Pulmonary sepsis]
CMUH105-| 2017/8/2 (CICLOSPORI ) 1231 A
FR011594 8 Pneumopathy with
REC1-139 N) Unknown . .
septicemia [Lung disorder]
#3 ) MEDROL
(METHYLPRE
DNISOLONE)
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70.

CMUH105-
REC1-139

2017/12/13

PHHO2017
JP017036

follow up
2

#1)INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
MYCOPHENO
LATE
MOFETIL
COMP-MYC+
(MYCOPHENO
LATE
MOFETIL)
Unknown
#3)
PREDNISOLO
NE
(PREDNISOLO
NE)

#4)
TACROLIMUS
(TACROLIMUS
)

#5)
METHYLPRED
NISOLONE
(METHYLPRE
DNISOLONE)

Systemic adenovirus

infection [Adenovirus

infection]

1,2

71.

CMUH105-
REC1-139

2017/12/12

PHHO2017
JP017575

follow up
1

#1) INC424
(RUXOLITINIB
) Tablet

Lower gastrointestinal

hemorrhage [Lower

gastrointestinal

haemorrhage]

1,2

72.

CMUH105-
REC1-139

2017/12/12

PHHO2017
JP017575

follow up
2

#1) INC424
(RUXOLITINIB
) Tablet

Lower gastrointestinal

hemorrhage [Lower

gastrointestinal

haemorrhage]

1,2

107 # 05 * 02 p
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#1) INC424
(RUXOLITINIB
) Tablet
PHHO2018| #2) ) )
CMUH105- | 2018/1/4 initial syndrome [Idiopathic 2
JP000770 METHYLPRED )
REC1-139 pneumonia syndrome]
NISOLONE
(METHYLPRE

DNISOLONE)

Idiopathic pneumonia

#1) INC424
(RUXOLITINIB
) Tablet
PHHO2018|follow up #2) ] ]
CMUH105- | 2018/1/4 syndrome [Idiopathic 1,2
JP000770 1 METHYLPRED )
REC1-139 pneumonia syndrome]
NISOLONE
(METHYLPRE

DNISOLONE)

Idiopathic pneumonia

#1) INC424
(RUXOLITINIB
) Tablet
#2 ) NEORAL ]
PHHO2017 |follow up [Pulmonary sepsis]
CMUH105- | 2017/8/2 (CICLOSPORI 1,2,3
FR011594 9 Pneumopathy with
REC1-139 N) Unknown
#3) MEDROL
(METHYLPRE

DNISOLONE)

Pulmonary sepsis

septicemia [Lung disorder]
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76.

CMUH105-
REC1-139

2017/12/13

PHHO2017
JP017036

follow up
3

#1)INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
MYCOPHENO
LATE
MOFETIL
COMP-MYC+
(MYCOPHENO
LATE
MOFETIL)
Unknown
#3)
METHYLPRED
NISOLONE
(METHYLPRE
DNISOLONE)
#4)
PREDNISOLO
NE
(PREDNISOLO
NE)

#5)
PREDNISONE
(PREDNISONE
)

#6)
TACROLIMUS
(TACROLIMUS

)

Systemic adenovirus

infection [Adenovirus

infection]

1,2

77.

CMUH105-
REC1-139

2017/12/12

PHHO2017
JP017575

follow up
3

#1) INC424
(RUXOLITINIB
) Tablet

Lower gastrointestinal

hemorrhage [Lower

gastrointestinal

haemorrhage]

1,2

107 # 05 * 02 p
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78.

CMUH105-

REC1-139

2017/12/13

PHHO2017
JP017036

follow up
4

#1)INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
MYCOPHENO
LATE
MOFETIL
COMP-MYC+
(MYCOPHENO
LATE
MOFETIL)
Unknown
#3)
METHYLPRED
NISOLONE
(METHYLPRE
DNISOLONE)
#4)
PREDNISOLO
NE
(PREDNISOLO
NE)

#5)
PREDNISONE
(PREDNISONE
)

#6)
TACROLIMUS
(TACROLIMUS

)

Systemic adenovirus
infection [Adenovirus

infection]

1,2
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79.

CMUH105-
REC1-139

2017/10/17

PHHO2017
FR014656

follow up
4

#1)INC424
(RUXOLITINIB
) Tablet
#2)
MYCOPHENO
LATE
MOFETIL
COMP-MYC+
(MYCOPHENO
LATE
MOFETIL)
Unknown
#3)
PREDNISONE
(NGX)
(PREDNISONE
) Unknown
#4)
TACROLIMUS
(NGX)
(TACROLIMUS
) Unknown
#5)
METHYLPRED
NISOLONE
(METHYLPRE
DNISOLONE)

Right pneumopathy/no
documented pneumopathy
[Lung disorder]
Aspergillosis pulmonary
[Bronchopulmonary
aspergillosis] Multiple
fractures T 11, 12, L1
[Multiple fractures]

2,3

80.

CMUH105-
REC1-139

2018/1/19

PHHO2018
DE001459

initial

#1) INC424
(RUXOLITINIB

) Tablet

Pneumonia [Pneumonia]

2,3

107 # 05 * 02 p
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#1) INC424
(RUXOLITINIB
) Tablet ) ) )
Idiopathic pneumonia
PHHO2018|follow up #2) ) )
81. | CMUH105- | 2018/1/4 syndrome [ldiopathic 12| A
JP000770 2 METHYLPRED )
REC1-139 pneumonia syndrome]
NISOLONE
(METHYLPRE
DNISOLONE)
CMUH103- follow up| IMATINIB Chronic myeloid 1,2,

82. 2015/5/20 [UA-000045 ) A
REC1-080 2 Tablet leukaemia 3
CMUH103- o BOSUTINIB Pacemaker pocket

83. 2015/6/1 | IT-000048 | initial 2,3 A
REC1-080 Tablet haematoma
CMUH103- follow up| BOSUTINIB Pacemaker pocket

84. 2015/6/1 | IT-000048 2,3 A
REC1-080 1 Tablet haematoma
CMUH103- follow up| BOSUTINIB Pacemaker pocket

85. 2015/6/1 | IT-000048 2,3 | A
REC1-080 2 Tablet haematoma
CMUH103- follow up| BOSUTINIB Pacemaker pocket

86. 2015/6/1 | IT-000048 2,3 | A
REC1-080 3 Tablet haematoma
CMUH103- follow up| BOSUTINIB Pacemaker pocket

87. 2015/6/1 | IT-000048 3 A
REC1-080 4 Tablet haematoma
CMUH103- o BOSUTINIB Drug-induced

88. 2015/9/9 [DE-000102( initial o 2 A
REC1-080 Tablet hepatotoxicity
CMUH103- follow up| BOSUTINIB Drug-induced

89. 2015/9/9 |DE-000102 o 2 A
REC1-080 1 Tablet hepatotoxicity
CMUH103- 201717589 BOSUTINIB

90. 2017/4/1 initial Unknown cause of death | 1 A
REC1-080 3 Tablet
CMUH103- 201734189 BOSUTINIB

91. 2017/7/19 initial Unknown cause of death | 1 A
REC1-080 9 Tablet
CMUH103- 201802540 BOSUTINIB

92. 2018/1/15 initial Unknown cause of death | 1 A
REC1-080 4 Tablet

107 # 05 * 02 p
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93.

CMUH105-
REC1-069

2017/7/19

DSU-2018-
107703

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown

THROMBOEMBOLISM

OF PULMONARY

ARTERY BRANCHES

[Pulmonary embolism]

1,2

94.

CMUH105-
REC1-069

2017/9/12

DSU-2018-
107624

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown

Cerebral edema [Brain

oedema]

INTRACEREBRAL
HEMORRHAGE

[Cerebral haemorrhage]

1,2

107 # 05 * 02 p
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95.

CMUH105-
REC1-069

2017/10/22

DSU-2017-
151000

Follow

up 2

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown

Other Serious Criteria:

IME

Acute Kidney Injury
[Acute kidney injury]

2,3,7

96.

CMUH105-
REC1-069

2018/2/10

DSJ-2018-1
06127

Follow

up 1

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(IDARUBICIN)

MYOCARDIAL

DISORDER

[Cardiomyopathy]

SEPSIS [Sepsis]

2,3

107 # 05 * 02 p

¥
l
w
b

|+




é@?%*%%%aﬁzzmﬁ

—

A%

‘R’

A ENE

R e
2 5o

2 47
"

FRES

£

97.

CMUH105-
REC1-069

2018/2/10

DSJ-2018-1
06127

Follow

up 2

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(IDARUBICIN)

MYOCARDIAL
DISORDER
[Cardiomyopathy]
SEPSIS [Sepsis]

2,3

98.

CMUH105-
REC1-069

2017/9/12

DSU-2018-
107624

Follow

up 1l

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown

Cerebral edema [Brain
oedema]
INTRACEREBRAL
HEMORRHAGE

[Cerebral haemorrhage]

1,2

107 # 05 * 02 p
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#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE| Other Serious Criteria:
CMUH105- DSU-2017-| Follow ) Infusion IME
99. 2017/10/22 ) ] 237 A
REC1-069 151000 up 3 #3) Acute Kidney Injury
Daunorubicin [Acute kidney injury]
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
Unknown
#1) AC-220 or
Placebo (Code
VENTRICULAR
not broken)
FIBRILLATION
CMUH105- DSU-2017-| Follow #2)
100 2017/10/28 [Ventricular fibrillation] 2 A
REC1-069 151989 up4 |CYTARABINE
CARDIAC ARREST
(AC-220 Study) )
[Cardiac arrest]
(CYTARABINE
) Infusion
107 # 05 * 02 p % 55 F » ¥ 72 |
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#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE| THROMBOEMBOLISM
CMUH105- DSU-2018-| Follow ) Infusion OF PULMONARY
101 2017/7/19 1,2 A
REC1-069 107703 up 1l #3) ARTERY BRANCHES
Daunorubicin [Pulmonary embolism]
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
Unknown
#1) INC424 Pulmonary sepsis
(RUXOLITINIB [Pulmonary sepsis]
) Tablet Pneumopathy with
PHHO2017 |follow up #2 ) NEORAL |[septicemia [Lung disorder]
102 CMUH105- | 2017/8/2 (CICLOSPORI | Sepsis by mucormycose |1,2,3|] A
FR011594 10
REC1-139 N) Unknown | [Sepsis] Microangiopathy
#3 ) MEDROL [ [Microangiopathy] HHV6
(METHYLPRE infection [Human
DNISOLONE) | herpesvirus 6 infection]

107 # 05 * 02 p
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103

CMUH105-
REC1-139

2017/7/6

PHHO2017
JP010329

follow up
6

#1)INC424
(RUXOLITINIB
) Tablet
#2)
TACROLIMUS
(NGX)
(TACROLIMUS
) Unknown
#3)
METHYLPRED
NISOLONE
(NGX)
(METHYLPRE
DNISOLONE)

Unknown

Acute lung injury [Acute

lung injury]

104

CMUH105-
REC1-139

2017/8/13

PHHO2017
JP011923

follow up
6

#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
GANCICLOVI
R
(GANCICLOVI
R)

Sepsis [Sepsis]

1,2

105

CMUH105-
REC1-139

2018/1/4

PHHO2018
JP000770

follow up
3

#1) INC424
(RUXOLITINIB
) Tablet
#2)
METHYLPRED
NISOLONE
(METHYLPRE

DNISOLONE)

Idiopathic pneumonia

syndrome/progression of

idiopathic pneumonia

syndrome [ldiopathic

pneumonia syndrome

1,2

107 # 05 * 02 p
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#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
PHHO2017 |follow up ) ]
106| CMUH105- | 2017/8/13 #2) Sepsis [Sepsis] A
JP011923 7
REC1-139 GANCICLOVI
R
(GANCICLOVI
R)
Lower gastrointestinal
#1) INC424
PHHO2017 [follow up hemorrhage [Lower
107| CMUH105- | 2017/12/12 (RUXOLITINIB A
JP017575 4 gastrointestinal
REC1-139 ) Tablet
haemorrhage]
#1) INC424
PHHO2017 |follow up| INC+TAB ) ]
108] CMUH105- | 2017/9/10 Atrial flutter [Atrial flutter] A
DE012963 2 (RUXOLITINIB
REC1-139
) Tablet
#1) INC424
(RUXOLITINIB| Sepsis at pseudomonas
) Tablet [Sepsis] Microangiopathy
#2 ) NEORAL | [Microangiopathy] HHV6
PHHO2017 |follow up . i
109) CMUH105- | 2017/8/2 (CICLOSPORI infection [Human A
FRO11594 [ 11 _ o
REC1-139 N) Unknown herpesvirus 6 infection]
#3) MEDROL | Pneumopathy klebsielle
(METHYLPRE [Lung disorder
DNISOLONE)
#1) MK-3475
(pembrolizumab ) )
) septic shock [Septic shock]
42) Bleeding on tumor
CMUH104- 1701TURO |Followup [Tumour haemorrhage]
110 2017/1/6 CARBOPLATI A
REC1-039 04794 34 N Patient's PEG hose out
[Complication associated
#3)
with device]
5-FLUOROUR
ACIL
107 # 05 * 02 p % 58 F & T2



2 74 =) e 2 4
PRFEAETERRFIRALRELAET-FALR ¢
-FR-ERFIZFAEHES

B % AR 3R
AE S (FA P G 1 *AE R N
g |6 2y | ul N
Other Serious Criteria:
Medically Significant
#1) : .
pneumonia [Pneumonia]
CARBOPLATI )
\ Neutrophil decreased
[Neutrophil count
CMUH104- 1701MEXO0 |Followup #2)
111 2017/1/18 decreased] 13| A
REC1-039 12708 23 5-FLUOROUR ]
White blood cell decreased
ACIL ]
[White blood cell count
#3)
decreased]
CETUXIMAB . .
mucositis oral [Stomatitis]
dehydration [Dehydration]
Other Serious Criteria:
Medically Significant
#1)
pneumonia [Pneumonia]
CARBOPLATI )
N White blood cell decreased
[White blood cell count
CMUH104- 1701MEXO|Followup #2)
112 2017/1/18 decreased] 13| A
REC1-039 12708 24 5-FLUOROUR )
Neutrophil decreased
ACIL _
[Neutrophil count
#3)
decreased]
CETUXIMAB
mucositis oral [Stomatitis]
dehydration [Dehydration]
#1) MK-3475
(pembrolizumab ) )
) septic shock [Septic shock]
42) Bleeding on tumor
CMUH104- 1701TURO |Followup [Tumour haemorrhage]
113 2017/1/6 CARBOPLATI ) 1231 A
REC1-039 04794 35 N Patient's PEG hose out
[Complication associated
#3) . .
with device]
5-FLUOROUR
ACIL
107 # 05 * 02 p % 50 Fox T2 |
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#1) MK-3475
(pembrolizumab
)
CMUH104- 1602BRAO0 [Followup #2) Febrile neutropenia
114 2016/2/2 23 [ A
REC1-039 03029 14 CISPLATIN [Febrile neutropenia]
#3)
5-FLUOROUR
ACIL
#1) MK-3475
(pembrolizumab
)
#2)
CISPLATIN
CMUH104- 1708HUNO |Followup unknown cause of death
115 2017/7/4 #3) 1 A
REC1-039 10797 3 [Death]
FLUOROURAC
IL
#4)
CARBOPLATI
N
Other Serious Criteria:
Medically Significant
#1)
pneumonia [Pneumonia]
CARBOPLATI
N White blood cell decreased
[White blood cell count
CMUH104- 1701MEXO|Followup #2)
116 2017/1/18 decreased] 13| A
REC1-039 12708 25 5-FLUOROUR )
Neutrophil decreased
ACIL _
[Neutrophil count
#3)
decreased]
CETUXIMAB
mucositis oral [Stomatitis]
dehydration [Dehydration]

107 # 05 * 02 p
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#1) MK-3475
(pembrolizumab . ]
| Interstitial Pneumonia
[Interstitial lung disease]
CMUH104- 1612JPNOO |Followup #2) )
117 2016/12/17 ALT Increased [Alanine | 1.3 | A
REC1-039 9584 7 CISPLATIN )
aminotransferase
#3) )
increased]
5-FLUOROUR
ACIL
Other Serious Criteria:
Medically Significant
#1)
pneumonia [Pneumonia]
CARBOPLATI
N White blood cell decreased
[White blood cell count
CMUH104- 1701MEXO|Followup #2)
118 2017/1/18 decreased] 13| A
REC1-039 12708 26 5-FLUOROUR )
Neutrophil decreased
ACIL _
[Neutrophil count
#3)
decreased]
CETUXIMAB
mucositis oral [Stomatitis]
dehydration [Dehydration]
#1) MK-3475
(pembrolizumab
)
#2) Laryngeal edema (Grade 4)
CMUH104- 1605USA0 |Followup
2016/5/4 5-FLUOROUR [Laryngeal oedema] 2.3 A
REC1-039 05123 18 ] )
ACIL Sepsis [Sepsis]
#3)
CARBOPLATI
N
#1 ) Pracinostat
or Placebo
(Code not Thrombocytopenia
CMUH106- 2018HUO1 |follow up o
119 2018/1/29 broken) (Hospitalization) 23| A
REC1-103 3634 1 o )
#2 ) Azacitidine [Thrombocytopenia]
(AZACITIDINE
) Injection
107 # 05 * 02 p % 6l 7 x 72T
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#1) Pracinostat
or Placebo
(Code not Thrombocytopenia
CMUH106- 2018HUOL1 |follow up o
120 2018/1/29 broken) (Hospitalization) 23| A
REC1-103 3634 2 o i
#2 ) Azacitidine [Thrombocytopenia]
(AZACITIDINE
) Injection
#1 ) Pracinostat
or Placebo
(Code not QTC prolongation
CMUH106- 2018ES013| )
121 2018/3/12 initial broken)#2 ) [Electrocardiogram QT | 2,3 | A
REC1-103 733 -
Azacitidine prolonged]
(AZACITIDINE
) Injection
#1 ) Pracinostat
or Placebo
(Code not Thrombocytopenia
CMUH106- 2018HUO1 |follow up o
122 2018/1/29 broken) (Hospitalization) 23| A
REC1-103 3634 3 o )
#2 ) Azacitidine [Thrombocytopenia]
(AZACITIDINE
) Injection
1.Pneumonia [Pneumonia]
2.AGGRAVATION OF
FINERENONE | DIABETIC KIDNEY
CMUH105- 2017-16984| Follow | or PLACEBO DISEASE [Diabetic
123 2017/8/31 13 A
REC1-094 3 up 3 (PLACEBO nephropathy]
(16244)) 3.Leukocytosis
[Leukocytosis]
4.Vasculitis [Vasculitis]
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1.Pneumonia [Pneumonia]
2.AGGRAVATION OF
FINERENONE [ DIABETIC KIDNEY
CMUH105- 2017-16984| Follow | or PLACEBO DISEASE [Diabetic
124 2017/8/31 13| A
REC1-094 3 up 3 (PLACEBO nephropathy]
(16244)) 3.Leukocytosis
[Leukocytosis]
4 Vasculitis [Vasculitis]
#1) MK-3475 ]
CMUH103- 1701SWEQO |Followup ) ileus [lleus]
125 2017/1/2 (pembrolizumab 1.34] A
REC1-123 05839 27 ) vomiting [Vomiting]
#1) MK-3475 heart failure [Cardiac
CMUH103- 1712BRAO |Followup ) .
126 2017/12/8 (pembrolizumab failure] 23| A
REC1-123 08853 1 . -
) Myocarditis [Myocarditis]
#1)
PEMETREXED |pulmonary infection [Lung
CMUH103- 1712CHNO |Followup ] )
127 2017/12/1 #2) infection] 23| A
REC1-123 11215 11
CARBOPLATI cough [Cough]
N
#1) MK-3475 malignant neoplasm
CMUH103- 1702ZAF00|Followup ) ) )
128 2016/10/14 (pembrolizumab| progression [Malignant 1 A
REC1-123 3772 3 ]
) neoplasm progression]
#1) MK-3475 malignant neoplasm
CMUH103- 1603PEROO(Followup ) ) )
129 2016/3/2 (pembrolizumab| progression [Malignant |1.2.3| A
REC1-123 4463 12 ]
) neoplasm progression]
Lung infection (klebsiella
pneumoniae) [Pneumonia
klebsiella]
#1) MK-3475 )
CMUH103- 1509TURO |Followup ) thrombocytopenia
130 2015/8/31 (pembrolizumab ) 123 A
REC1-123 01265 29 ) [Thrombocytopenia]
Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
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JNJ-56021927/P
RO-IJNJFO 1.ACUTE
CMUH104- followup| LACEBO
131 2018/1/19 [C-2018012 MYELOBLASTIC 23 [ A
REC1-116 1 BICALUTAMI
3314(3) LEUKAEMIA
DE/PLACEBO
JNJ-56021927/P
PL-JNJFO
CMUH104- followup| LACEBO 1.ACUTE
132 2017/12/3 [ C-2017120 23 [ A
REC1-116 5 BICALUTAMI PANCREATITIS
3300(5)
DE/PLACEBO
dehydration [Dehydration]
pulmonary embolism
#1) [Pulmonary embolism]
PEMETREXED| increased ALT [Alanine
CMUH103- 1507CANO [Followup )
133 2015/6/28 #2) aminotransferase 1.23] A
REC1-123 02349 8
CARBOPLATI increased]
N increased AST [Aspartate
aminotransferase
increased]
#1) o o
ketoacidosis [Ketoacidosis]
PACLITAXEL ) ]
CMUH103- 1612CHNO |Followup pneumonia [Pneumonia]
134 2016/11/29 #2) ) ) 1231 A
REC1-123 07819 28 type 2 diabetes worsening
CARBOPLATI ) ]
N [Type 2 diabetes mellitus]
#1)
PACLITAXEL
CMUH103- 1702CHNO |Followup Bone marrow hypocellular
135 2017/1/31 #2) ) 2 A
REC1-123 08106 7 [Bone marrow failure]
CARBOPLATI
N
#1) MK-3475 Sepsis [Sepsis]
CMUH103- 1510BRAO0 [Followup ) - -
136 2015/10/2 (pembrolizumab [Pneumonitis [Pneumonitis]| 1.2.3| A
REC1-123 07228 26 ) ]
) Pneumonia [Pneumonia]
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Suspected myocardial
infarction [Myocardial
infarction]
#1) MK-3475 o
CMUH103- 1711CHNO [Followup ) Coagulation disorders
137 2017/11/1 (pembrolizumab 13| A
REC1-123 04846 17 ) [Coagulopathy]
upper respiratory infection
[Upper respiratory tract
infection]
#1) MK-3475 heart failure [Cardiac
CMUH103- 1712BRAO |Followup ) .
138 2017/12/8 (pembrolizumab failure] 23| A
REC1-123 08853 2 . -
) Myocarditis [Myocarditis]
#1) MK-3475 heart failure [Cardiac
CMUH103- 1712BRAO |Followup ) .
139 2017/12/8 (pembrolizumab failure] 23| A
REC1-123 08853 3 . -
) Myocarditis [Myocarditis]
pulmonary sepsis
#1) _
[Pulmonary sepsis]
PEMETREXED| _ _
CMUH103- 1608BRAO |Followup febrile neutropenia [Febrile
140 2016/8/21 #2) ) 1231 A
REC1-123 11687 7 neutropenia]
CARBOPLATI o
N neutropenic colitis
[Neutropenic colitis]
Pulmonary fistula
#1) [Pulmonary fistula]
PACLITAXEL pulmonary sepsis
CMUH103- 1611BRAO |Followup )
141 2016/10/19 #2) [Pulmonary sepsis] 123 A
REC1-123 00279 15
CARBOPLATI respiratory infection
N [Respiratory tract
infection]
pulmonary sepsis
#1) .
[Pulmonary sepsis]
PEMETREXED ) ) )
CMUH103- 1608BRAO [Followup febrile neutropenia [Febrile
142 2016/8/19 #2) ] 1231 A
REC1-123 11687 8 neutropenia]
CARBOPLATI ) -
\ neutropenic colitis
[Neutropenic colitis]
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#1) MK-3475 Sepsis [Sepsis]
CMUH103- 1510BRAO [Followup
143 2015/10/2 (pembrolizumab | Pneumonitis [Pneumonitis] | 1.2.3| A
REC1-123 07228 27
) Pneumonia [Pneumonia]
#1) MK-3475 Sepsis [Sepsis]
CMUH103- 1510BRAO |Followup ) . -
144 2015/10/2 (pembrolizumab |Pneumonitis [Pneumonitis] | 1.2.3| A
REC1-123 07228 28 ) )
) Pneumonia [Pneumonia]
Suspected myocardial
infarction [Myocardial
infarction]
#1) MK-3475 o
CMUH103- 1711CHNO |Followup ) Coagulation disorders
145 2017/10/30 (pembrolizumab 13 A
REC1-123 04846 18 ) [Coagulopathy]
upper respiratory infection
[Upper respiratory tract
infection]
#1) MK-3475 malignant neoplasm
CMUH103- 1603PEROO(Followup ) ) )
146 2016/3/2 (pembrolizumab| progression [Malignant |1.2.3| A
REC1-123 4463 13 _
) neoplasm progression]
pulmonary sepsis
#1) .
[Pulmonary sepsis]
PEMETREXED ) ) )
CMUH103- 1608BRAO [Followup febrile neutropenia [Febrile
147 2016/8/19 #2) ] 1231 A
REC1-123 11687 9 neutropenia]
CARBOPLATI ) N
\ neutropenic colitis

[Neutropenic colitis]
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pneumonia [Pneumonia]
Thrombocytopenia
[Thrombocytopenia]
Anemia [Anaemia]
gastrointestinal bleeding
[Gastrointestinal
#1) haemorrhage]
PEMETREXED| Leukopenia [Leukopenia]
CMUH103- 1604TURO |Followup _ _ _
148 2015/9/28 #2) febril neutropenia [Febrile | 1.2.3| A
REC1-123 02203 18 .
CARBOPLATI neutropenia]
N hyperuricemia
[Hyperuricaemia]
Elevated AST [Aspartate
aminotransferase
increased]
blood bilirubin increase
[Blood bilirubin increased]
[iAR] B EFH -
x FREEAER
P ,
B > § % S FAN G
[{araiFc2p])
1. | CMUH103-REC1-067 | #f X%+ | *5< 4 : 2.0
*pdp 12017 £ 117 21 p
[ % 214p2 ]
*:x2k ¥ 1 4L : Bexagliflozin
2. | CMUH104-REC1-091 | ‘J%E”' >MIFL 1HRF2016 117 30p 3 2017
#05% 30p;2017+# 05" 31 p % 2017 #
11 7 30 p
CEEEREED
3. | CMUH103-REC1-118 | i *# 4% TR RO
*pdp o107 & 17 10p
[DSMB ji-3x i &)
107 & 05 * 02 p % 67 F > x 72 F
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*AZEEpH 107E3 7 9
4. | CMUH106-REC1-081 | ¥ #« 44 Sl
ROE IR E AHEFER 10 S
5. | CMUH107-REC1-020 | 4t} | IDMC Recommendation Form 28-Feb-18
[ % >4 ]
| *imE 440 0 NC-6004
0. | CMUHIO2-RECL-095 | =86 = |, . i'ris*ﬁ%z_a* 105127 29 I 106
#1277 28 p
[ =% >4p2 ]
. *:xgk # e 2 £ MK3475 (Pembrolizumab)
7. | CMUHIOS-RECL-123 | R i |, i'kté’ﬁiéz:%&:ml?& 09" 04p 2 2017
#1277 03 p
[# =]
8. | CMUH105-REC1-082 | £ & = | *p % : R =% > 4442 2016~2018(F £ &7 F
Tk kE > FEPAZE TR AN )
[# =]
9. | CMUH106-REC1-113 | £8 % 3 | *p % R % > 444 2016~2018(F £ &7 F
Tk E T EPAL T HET R R )
(&% 23R4 )
‘ *REE S 2 £ L Dupilumab
10. | CMUH105-RECL-126 | £ 745 |, aé'r.ﬂr_s*ﬁﬁéga&:zgﬂ& 111 21p 2 2018
#0307 p
CEEE LD
11. | CMUH105-REC1-057 | %l#t4> | *4< 4 : Edition 11
*p ) : MAR-2018
[ % 2H3F2]
o L | *HEBRES AL 1 MK3475 (Pembrolizumab)
12.| CMUHI04-REC1-039 | %= 3= |, . illiﬂ%gﬁ?:ml?ﬁ 09" 04p = 2017
£127 03 p
(2] Bk4FL £
13. | CMUH104-REC1-088 | v 4R | *} % : I14T-JE-JVCW_Annotated Study
Book_March 26, 2018 5:32PM
[ % >4 ]
14. | CMUH103-REC1-110 | % 46+ | *:#5% ¥4 & 4L : MEDI4736

*x pMIFL P RF 2017 £ 07 7 13 p 3 2018
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#0177 12 p

15.

CMUH104-REC1-118

\5;\
e
#

(QERE LR

*Es%k E 4 LA 1 MK3475 (Pembrolizumab)

*x > PAFLHEF 2017 £ 09 % 04 p 1 2017
#1277 03 p

16.

CMUH103-REC1-123

(QERE LR

*E 5% ¥ 5 L H:MK3475 (Pembrolizumab)

*E MR L HPRE 2017 £ 12 7 04 p 1 2018
#£03% 03p

17.

CMUH102-REC1-079

[ =% >24p2 ]

*E% F 5 AL Atrasentan

*E pMHARLHEF 106 £ 12 % 15 p 3 107
#0377 31p

18.

CMUH104-REC1-073

A

WERhARSFFIFR I FRGFFL 2
A iR

- Synopsis of Clinical Study Report
TAK-438_303, Report Date: 08 December 2017

- Clinical Study Report Addendum 1, Report Date:
05 February 2018

- Synopsis of Clinical Study Report Addendum 1,
Report Date: 05 February 2018

19.

DMR101-IRB1-148

ki
| .
Bt

[#]
*Mox 12018 # 3 7 30 p i riEsk A 4F A (Dear
Investigator letter, DIL) 3% 2 & 5L

20.

CMUH106-REC1-064

v AR

GEIEIIEEES |

*R%E S LA BBI-608

*E rMARAYPREF 12017 12 22 p 3 2018
#1072 21p

(2]

*nE i PTMS % £ 1+ @4 % Investigator's
Brochure Edition 6 dated 16 Jun 2017

21.

DMR101-IRB1-216

\;\
b
#

TRk ks kIR 2 2
FE A V2
*p #1077 # 32 7p

22.

CMUH104-REC1-088

v AR

[ 7144 £p)
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*p 4 @ Approval Date: 30-Mar-2018 GMT

23.

CMUH102-REC1-033

wh
aof+
=

[{ a7 £p]
*5< A 1 Baricitinib LY3009104 Investigator’s
Brochure: Approval Date 28-Mar-2018
*p g . 28-Mar-2018

24.

CMUH105-REC1-152

\5;\
e
#

[ % 24482 ]

*iR5% % 4 ¢ fL - Encorafenib and Binimetinib
¥ rPFLHPEF 2017287 29p 1 2018
£271260p

25.

CMUH106-REC1-065

& 4

[# =]

*n %t Reference Safety Information for
CLS-TA _08Mar2018

[# =]

*p % CLS1003-301 DSMB Meeting Minutes_
13December2017

26.

CMUH102-REC1-067

(2% 22474 ]
& >3 3R
1. Development Safety Update Report No. 7
Executive Summary PCI-32765(ibrutinib)
Wk E 5 AL Ibrutinib
X rMFLYPEF 105+ 117 13 p I 106 &
117 12 p

2. Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARS)
PCI-32765(ibrutinib)

ok E 5 AL Ibrutinib

FrAMAFLHPF 106 #50 13 p 5 106 &
11 7 12 p

27.

CMUH105-REC1-040

[{a7i8 4 2p]
*A 110
*p Hp 1107 & 03 7 08 p

28.

CMUH105-REC1-057

FIA

*p 4 : MAR-2018
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29. | CMUH106-RECL-050 | 4% ’i'rf_ﬁ%za& 1106 # 08 7" 22 p % 107
#0245 21p
(AT 2p]
30. | CMUH105-REC1-126 | # #\#& | *4= 4 : Edition 12
*p g 12018 &£ 04 * 04 B

[Ak] B RPH -

PnFHPEFLE

FE. L
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N P R X AR R IR 7 R R R s
PR ‘o BT Z-100 2 % = B sk
[£R-+4a32]
- %Eﬁi*@}% FEIFRGE X RFFNR AT ERT B
-’éﬁ; Z{;z_.t; »F*ln&‘f”" ’*?\.o
S RRFFEFORAL ARLE RS FLSC T A GRS
WA a3 EF 0 - %o
pupage |(AR-PELA]
- ~305-02 > 2016/7/1 fc% » 3L * & € $2.82 ICF % = 5% (2016/6/8
he) o e BRIt a2 ICF p #p 5 2016/7/7 > F]pt 305-02 £ %
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