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(Guadecitabine)
CMUH104- 2016_0080| Powder and Small bowel bleeding
1. 2016/4/7 initial 1,3 A
REC2-046 46 solvent for | [Small intestinal bleeding]
solution for
injection
Other Serious Criteria:
Medically Significant
DISSEMINATED
Guadecitabine
o INTRAVASCULAR
(Guadecitabine)
COAGULATION
CMUH104- 2018 0056 | Powder and ) )
2. 2018/3/3 initial [Disseminated 2,3 A
REC2-046 39 solvent for | )
] intravascular coagulation]
solution for )
S SEPSIS SHOCK [Septic
injection
shock]
NEUTROPENIC FEVER
[Neutropenic fever]
Other Serious Criteria:
Medically Significant
o DISSEMINATED
Guadecitabine
o INTRAVASCULAR
(Guadecitabine)
COAGULATION
CMUH104- 2018 _0056 |follow up| Powder and ) )
3. 2018/3/3 [Disseminated 2,3 A
REC2-046 39 1 solvent for | )
] intravascular coagulation]
solution for )
o SEPSIS SHOCK [Septic
injection
shock]
NEUTROPENIC FEVER
[Neutropenic fever]
Heart failure (Grade 5) -
BR31-
CMUH104- follow |MEDI4736/Plac Fatal
4. 2017/11/1 |FRAP0004- o 12| A
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REC2-084 035644 up 1 (Code not 2.hyponatriaemia
broken) Tablet [Hyponatraemia]
FINERENONE 1.suicide [Completed
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6. 2018/2/1 o 1.3
REC2-084 035644 up2 |[(FINERENONE 2.hyponatriaemia
) Tablet [Hyponatraemia]
2.
1.Hyperkalemia
FINERENONE ] 3.7.(
[Hyperkalaemia] )
CMUH105- 2017- or PLACEBO Medi
7. 2017/10/20 Initial 2.Diarrhea [Diarrhoea]
REC2-084 205323 (PLACEBO ) cally
3.Lightheadedness o
(17530)) o Signif
[Dizziness] )
icant)
1.Hyperkalemia )
[Hyperkalaemia] '
FINERENONE _ _ 3.7
2.Diarrhea [Diarrhoea]
CMUH105- 2017- Folllow | or PLACEBO Medi
8. 2017/10/20 3.Hyperkalemia
REC2-084 205323 up 1 (PLACEBO ) cally
[Hyperkalaemia] o
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4.Lightheadedness ]
o icant)
[Dizziness]
FINERENONE 1.suicide [Completed
CMUH105- 2018- Folllow | or PLACEBO suicide] 1.
9. 2018/2/1
REC2-084 035644 up3 |(FINERENONE 2.hyponatriaemia 3.
) Tablet [Hyponatraemia]
INTERSTITIAL
NEPHRITIS (Nephritis
interstitial)
Atezolizumab
CMUH105- Follow ACUTE RENAL
10. 2017/8/25 | 1973592 Gemcitabine 2,3
REC2-074 up 4 o (TUBULAR) DAMAGE
Cisplatin
INJURY (Renal tubular
injury)
SEPSIS (Sepsis)
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(1)LINAGLIPTI
N(TRAJENTA)(
LINAGLIPTIN)
(T-
ablet)(LINAGLI
PTIN)(Blinded)
2)
CMUH102- 2015-BI-
11. 2015/7/19 FU4 |NOVOMIX(INS DIABETIC COMA 171 A
REC2-137 39836BI(4)
ULIN ASPART,
INSULIN
ASPART
PROTAMINE)
(CRYSTALLIN
E))(Flexpen)(IN
SULIN)
HYPOGLYCEMIA;
HYPOGLYCEMIA;
(1)LINAGLIPTI| HYPOGLYCEMIA,;
2016-BI-
CMUH102- N DIARRHEA;
12. 2016/4/3 |22023BI(16] FU16 ) 237 A
REC2-137 ) (2)Metformin HYPOGLYCEMIA;
(3)Insulin NPH HYPOGLYCEMIA;
HYPOGLYCEMIA;
HYPOGLYCEMIA
HYPOGLYCEMIA;
HYPOGLYCEMIA;
(1)LINAGLIPTI| HYPOGLYCEMIA,;
2016-BI-
CMUH102- N DIARRHEA;
13. 2016/4/3 |22023BI(18| FU18 ) 237 A
REC2-137 ) (2)Metformin HYPOGLYCEMIA;
(3)Insulin NPH HYPOGLYCEMIA;
HYPOGLYCEMIA;
HYPOGLYCEMIA
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HYPOGLYCEMIA;
HYPOGLYCEMIA;
(1)LINAGLIPTI HYPOGLYCEMIA;
2016-BI-
CMUH102- N DIARRHEA,;
14. 2016/4/3 |22023BI(19| FU19 . 2371 A
REC2-137 ) (2)Metformin HYPOGLYCEMIA;
(3)Insulin NPH HYPOGLYCEMIA;
HYPOGLYCEMIA;
HYPOGLYCEMIA
ACUTE RESPIRATORY
DISTRESS; RENAL
FAILURE; SEVERE
ISCHEMIC HEART
LINAGLIPTIN( DISEASE; GROSS
2016-BI- TRAJENTA)(LI| ANARSACA,; SEVERE
CMUH102-
15. REC2-137 2016/7/1 [45011BI(13| FU13 |NAGLIPTIN)(T PERIPHERAL 1,341 A
) ablet)(LINAGLI| VASCULAR DISEASE;
PTIN)(Blinded) SEPTICAEMIA;
[CARDIOGENIC AND]
SEPTIC
SHOCK; CARDIOGENIC
[AND SEPTIC] SHOCK
SEVERE
LINAGLIPTIN HYPOGLYCEMIA;
NITROFURAZ BASOCELLULAR
ONE CARCINOMA,;
CMUH102- 2016-BI-
16. 2014/9/29 FU16 INSULIN PHOTOALLERGIC 2,7 A
REC2-137 066820(16)
GLARGINE CONTACT
INSULIN DERMATITIS;
NOVORAPID | PALPEBRAL EDEMA;
EGFR > 50%
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SEVERE
LINAGLIPTIN HYPOGLYCEMIA;
NITROFURAZ BASOCELLULAR
ONE CARCINOMA;
CMUH102- 2016-BI-
17. 2014/9/29 FU19 INSULIN PHOTOALLERGIC 2,7 A
REC2-137 066820(19)
GLARGINE CONTACT
INSULIN DERMATITIS;
NOVORAPID | PALPEBRAL EDEMA;
EGFR > 50%
PANCREATIC
NEOFORMATIVE
CMUH102- 2017-BI- Trajenta® / PROCESS;
18. 2017/11/1 Initial ) o 2 A
REC2-137 063520(0) Linagliptin PULMONARY
NODULES; SPLEEN
INFARC
Trajenta® /
2016-BI- Linagliptin
CMUH102- . HYPOGLYCEMIA;
19. 2016/4/3 [22023BI(11 F11 Metformin/MET 2371 A
REC2-137 DIARRHEA
) FORMIN
Insulin NPH
Trajenta® /
2016-BI- Linagliptin
CMUH102- ) HYPOGLYCEMIA;
20. 2016/5/16 [22023BI(13] F13 Metformin/MET 2371 A
REC2-137 DIARRHEA;
) FORMIN)
Insulin NPH
CARBOPLATI
CMUH105- -
21. 2017/8/26 | 8179573 FU2 N; Pseudomembranous colitis| 1,2,3| A
REC2-050
PEMETREXED
CARBOPLATI
CMUH105- -
22. 2017/8/26 | 8179573 FU3 N; Pseudomembranous colitis| 1,2,3| A
REC2-050
PEMETREXED
CARBOPLATI
CMUH105- -
23. 2017/8/26 | 8179573 FU4 N; Pseudomembranous colitis| 1,2,3| A
REC2-050
PEMETREXED
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AVELUMARB;
PEMETREXED| )
CMUH105- Disease progression, Lung
24, 2017/8/31 | 8180332 FU1 ; ] ) 131 A
REC2-050 infection
CARBOPLATI
N
AVELUMARB,;
PEMETREXED| )
CMUH105- Disease progression, Lung
25. 2017/8/31 | 8180332 FU2 ; 131 A
REC2-050 infection
CARBOPLATI
N
AVELUMARB,;
PEMETREXED| ]
CMUH105- Disease progression, Lung
26. 2017/8/31 | 8180332 FU3 ; 13 A
REC2-050 infection
CARBOPLATI
N
PEMETREXED
CMUH105- ;
27. 2017/7/21 | 8171648 FU3 Febrile neutropenia 1,23 A
REC2-050 CARBOPLATI
N
AVELUMAB;
PEMETREXED| )
CMUH105- Disease progression, Lung
28. 2017/8/31 | 8180332 FU4 ; ) ) 131 A
REC2-050 infection
CARBOPLATI
N
CARBOPLATI
CMUH105- »
29. 2017/8/26 | 8179573 FU5 N; Pseudomembranous colitis| 1,2,3| A
REC2-050
PEMETREXED
PEMETREXED
CMUH105- ; . .
30. 2017/7/21 | 8171648 FU5 Febrile neutropenia 123 A
REC2-050 CARBOPLATI
N
CARBOPLATI
CMUH105- .
31. 2017/8/26 | 8179573 FU6 N; Pseudomembranous colitis| 1,2,3]| A
REC2-050
PEMETREXED
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PEMETREXED
CMUH105- ; ) )
32. 2017/7/21 | 8171648 FU6 Febrile neutropenia 1,23 A
REC2-050 CARBOPLATI
N
CARBOPLATI
CMUH105- .
33. 2017/8/26 | 8179573 FU7 N; Pseudomembranous colitis| 1,2,3| A
REC2-050
PEMETREXED
PEMETREXED
CMUH105- ;
34. 2017/7/21 | 8171648 FU7 Febrile neutropenia 1,231 A
REC2-050 CARBOPLATI
N
PACLITAXEL;
CMUH105- E2B_80049 ) -
35. 2016/9/7 FU10 [ CARBOPLATI Sepsis; Vomiting 131 A
REC2-050 742
N
PEMETREXED
CMUH105- ; . .
36. 2017/7/21 | 8171648 FU8 Febrile neutropenia 1,23 A
REC2-050 CARBOPLATI
N
PEMETREXED
CMUH105- ; . .
37. 2017/7/21 | 8171648 FU9 Febrile neutropenia 1,23 A
REC2-050 CARBOPLATI
N
CMUH105- CISPLATIN; Gastric haemorrhage;
38. 2016/8/2 | 8101089 FU9 131 A
REC2-050 PEMETREXED Gastric ulcer
CMUH105- CISPLATIN; Gastric haemorrhage;
39. 2016/8/2 | 8101089 | FU10 ) 13| A
REC2-050 PEMETREXED Gastric ulcer
Hypovolemic shock
MK-3475 )
CMUH105- 1801CHNO [follow up ) [Hypovolaemic shock]
40. 2018/1/26 (pembrolizumab _ o 23| A
REC2-127 13934 7 ) Acute renal insufficiency
[Acute kidney injury]
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Other Serious Criteria:
Medically Significant
Alteration of general state
CMUH105- BMS-2017- ) [General physical health
4]. 2017/9/5 INITIAL| Nivolumab o 131 A
REC2-042 082743 deterioration]
Multivisceral failure
[Multiple organ
dysfunction syndrome]
Other Serious Criteria:
Medically Significant
Alteration of general state
CMUH105- BMS-2017- FOLLO . [General physical health
42. 2017/9/5 Nivolumab o 13| A
REC2-042 082743 | WUP 1 deterioration]
Multivisceral failure
[Multiple organ
dysfunction syndrome]
Pneumocystis pneumonia
CMUH105- 2017KR006| FOLLO ) o -
43. 2017/5/21 Sorafenib [Pneumocystis jirovecii | 2,3 [ A
REC2-042 416 WUP 4 ]
pneumonia]
Pneumocystis pneumonia
CMUH105- 2017KR006| FOLLO ) o -
44, 2017/5/21 Sorafenib [Pneumocystis jirovecii | 2,3 [ A
REC2-042 416 WUP 5 ]
pneumonia]
Other Serious Criteria:
CMUH105- BMS-2017- ) Medically Significant
45. 2017/10/10 INITIAL| Nivolumab ] ] ] 1 A
REC2-042 101515 Liver failure [Hepatic
failure]
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46.

CMUH105-
REC2-042

2017/9/5

BMS-2017-
082743

FOLLO
WUP 2

Nivolumab

Other Serious Criteria:
Medically Significant
Alteration of general state
[General physical health
deterioration]
Multivisceral failure
[Multiple organ
dysfunction syndrome]
Hepatitis [Hepatitis]
Drug eruption [Drug
eruption]
Hand-foot-genital
syndrome [Hand-foot-

genital syndrome]

1,3

47.

CMUH105-
REC2-042

2017/10/10

BMS-2017-
101515

FOLLO
WUP 1

Nivolumab

Other Serious Criteria:
Medically Significant
Liver failure [Hepatic

failure]

48.

CMUH105-
REC2-042

2017/7/24

BMS-2017-
066499

FOLLO
WUP 3

Sorafenib

Other Serious Criteria:
Medically Significant
DECOMPENSATION OF
CIRRHOSIS WITH
HEPATORENAL
SYNDROME

[Hepatorenal syndrome]

1,3

49.

CMUH105-
REC2-042

2017/11/4

BMS-2017-
107368

INITIAL

Sorafenib

Other Serious Criteria:
Medically Significant
Malignant Neoplasm

Progression [Malignant

neoplasm progression]
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50.

CMUH105-
REC2-042

2017/7/24

BMS-2017-
066499

FOLLO
WUP 5

Sorafenib

Other Serious Criteria:
Medically Significant
DECOMPENSATION OF
CIRRHOSIS WITH
HEPATORENAL
SYNDROME

[Hepatorenal syndrome]

1,3

51.

CMUH105-
REC2-042

2017/5/21

PDMCKR-
20170011

FOLLO
WUP 6

Sorafenib

Pneumocystis pneumonia
[Pneumocystis jirovecii

pneumonia]

2,3

52.

CMUH105-
REC2-042

2018/2/2

BMS-2018-
011050

INITIAL

Nivolumab

Other Serious Criteria:
Medically Significant
Hepatic failure leading to

death [Hepatic failure]

1,3

53.

CMUH105-
REC2-042

2017/9/5

BMS-2017-
082743

FOLLO
WUP 4

Nivolumab

Other Serious Criteria:
Medically Significant
Multivisceral failure

[Multiple organ
dysfunction syndrome]
Hepatitis [Hepatitis]
Alteration of general state
[General physical health
deterioration]
Hand-foot-genital
syndrome [Hand-foot-
genital syndrome]
Drug eruption [Drug

eruption]

1,3

54.

CMUH105-
REC2-042

2018/2/2

BMS-2018-
011050

FOLLO
WUP 1

Nivolumab

Other Serious Criteria:
Medically Significant
Hepatic failure leading to

death [Hepatic failure]

1,3
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55.

CMUH105-
REC2-042

2018/3/8

BMS-2018-
022707

FOLLO
WUP 1

Sorafenib

Other Serious Criteria:
Medically Significant
Worsening general
condition [General
physical health
deterioration]
Malignant neoplasm
progression [Malignant

neoplasm progression]

1,3

56.

CMUH105-
REC2-042

2018/3/8

BMS-2018-
022707

FOLLO
WUP 2

Sorafenib

Other Serious Criteria:
Medically Significant
Worsening general
condition [General
physical health
deterioration]
Malignant neoplasm
progression [Malignant

neoplasm progression]

1,3

S7.

CMUH106-
REC2-096

2018/1/11

1801FRAO
05861

Follow

up 3

#1) MK-3475
Study (Code not
broken)
#2)
CARBOPLATI
N
#3)
ETOPOSIDE

anemia [Anaemia]
hydropneumothorax
[Pneumothorax]
urinary infection [Urinary

tract infection]

2.3
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1) ONO-4538
(nivolumab)
Blind therapy
2) S-1 Taiho
Combination
53 CMUH105- 2018/3/6 PDM-JP- |follow up| OD Tablet Sudden death NOS
REC2-079 20180077 1 (tegafur/ [Sudden death]
gimeracil/
oteracil
potassium)
3) Oxaliplatin

(oxaliplatin)

1) ONO-4538
(nivolumab)

Blind therapy

2) S-1 Taiho
Combination
CMUH105- 2018/3/6 PDM-JP- [followup| OD Tablet Sudden death NOS
REC2-079 20180077 2 (tegafur/ [Sudden death]
gimeracil/
oteracil
potassium)
3) Oxaliplatin
(oxaliplatin)
(DCerebral infarction
[Cerebral infarction]
2017/10/2 ONO-4538 )
CMUH105- PDM-JP- |follow up (@Acute pneumonia
2017/12/2 (nivolumab)
REC2-079 20170187 7 ] [Pneumonia]
2018/1/30 Blind therapy

(@lnterstitial pneumonia

[Interstitial lung disease]
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#1) MK-3475
Study (Code not
broken) sepsis [Sepsis]
61 CMUH106- 2018/2/1 1802KORO| Follow #2) dyspnea [Dyspnoea] 3l A
REC2-096 01634 up 3 ETOPOSIDE |febrile neutropenia [Febrile
#3) neutropenia]
CARBOPLATI
N
#1) MK-3475
Study (Code not
broken)
CMUH106- 1802ISR01 | Follow #2) death for unknown reason
62. 2018/2/26 1 A
REC2-096 3524 up 3 CARBOPLATI [Death]
N
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not
broken)
CMUH106- 1802ISR01 | Follow #2) death for unknown reason
63. 2018/2/26 1|1 A
REC2-096 3524 up 4 CARBOPLATI [Death]
N
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not
broken) sepsis [Sepsis]
CMUH106- 1802KORO0| Follow #2) dyspnea [Dyspnoea]
64. 2018/2/1 13| A
REC2-096 01634 up 4 ETOPOSIDE |febrile neutropenia [Febrile
#3) neutropenia]
CARBOPLATI
N
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#1) MK-3475
Study ) )
#2) sepsis [Sepsis]
CMUH106- 1802KORO0| Follow dyspnea [Dyspnoea]
65. 2018/2/1 ETOPOSIDE ) ) 113 A
REC2-096 01634 up 5 4) febrile neutropenia [Febrile
neutropenia]
CARBOPLATI
N
#1) MK-3475
Study (Code not
broken)
CMUH106- 1802ISR0O1 | Follow #2) death for unknown reason
66. 2018/2/26 1 A
REC2-096 3524 up5 | CARBOPLATI [Death]
N
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not
broken) Febrile neutropenia
CMUH106- 1803ESP0O0| Follow #2) [Febrile neutropenia]
67. 2018/3/16 ) 23 [ A
REC2-096 7879 upl | CARBOPLATI Thrombopenia
N [Thrombocytopenia]
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not
broken)
CMUH106- 1802ISR01 | Follow #2) death for unknown reason
68. 2018/2/26 1 A
REC2-096 3524 up6 | CARBOPLATI [Death]
N
#3)
ETOPOSIDE
107 # 05 * 16 p % 39 F % 54 |
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#1) MK-3475
Study (Code not
broken) Febrile neutropenia
CMUH106- 1803ESP00| Follow #2) [Febrile neutropenia]
69. 2018/3/16 23 [ A
REC2-096 7879 up2 | CARBOPLATI Thrombopenia
N [Thrombocytopenia]
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not
broken) sepsis [Sepsis]
CMUH106- 1802KORO0| Follow #2) dyspnea [Dyspnoea]
70. 2018/2/1 ) ) 113 A
REC2-096 01634 up 6 ETOPOSIDE (febrile neutropenia [Febrile
#3) neutropenia]
CARBOPLATI
N
#1) MK-3475
Study (Code not . )
anemia [Anaemia]
broken)
hydropneumothorax
CMUH106- 1801FRAO | Follow #2)
71. 2018/1/11 [Pneumothorax] 23| A
REC2-096 05861 up4 | CARBOPLATI ) ] ) ]
N urinary infection [Urinary
tract infection]
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not
broken) Febrile neutropenia
CMUH106- 1803ESPO0| Follow #2) [Febrile neutropenia]
72. 2018/3/16 ) 23| A
REC2-096 7879 up3 | CARBOPLATI Thrombopenia
N [Thrombocytopenia]
#3)
ETOPOSIDE
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#1) MK-3475
Study (Code not ) )
anemia [Anaemia]
broken)
hydropneumothorax
CMUH106- 1801FRAO | Follow #2)
73. 2018/1/11 [Pneumothorax] 23| A
REC2-096 05861 up5 | CARBOPLATI ) ) ) )
N urinary infection [Urinary
tract infection]
#3)
ETOPOSIDE
worsening superior vena
#1) MK-3475 cava compression
Study (Code not| syndrome [Superior vena
broken) cava syndrome]
CMUH106- 1710RUSO |Followup #2) neutropenia [Neutropenia]
74. 2017/10/25 23 | A
REC2-096 13838 2 CARBOPLATI general weakness
N [Asthenia]
#3) pneumonia [Pneumonia]
ETOPOSIDE | paracancroic pneumonia
[Pneumonia]
#1) MK-3475
Study (Code not
broken) Febrile neutropenia
CMUH106- 1803ESPO0 [Followup #2) [Febrile neutropenia]
75. 2018/3/16 ) 23 | A
REC2-096 7879 4 CARBOPLATI Thrombopenia
N [Thrombocytopenia]
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not
broken)
CMUH106- 1804ESP00 #2) Sudden death [Sudden
76. 2018/4/4 Initial 1 A
REC2-096 2559 CARBOPLATI death]
N
#3)
ETOPOSIDE
107 # 05 * 16 p % 41 F > % 54 |
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77.

CMUH106-
REC2-096

2018/4/4

1804ESP00
2559

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
CARBOPLATI
N
#3)
ETOPOSIDE

Sudden death [Sudden
death]

78.

CMUH106-
REC2-096

2018/3/16

1803ESP0O0
7879

Followup
5

#1) MK-3475
Study (Code not
broken)
#2)
CARBOPLATI
N
#3)
ETOPOSIDE

Febrile neutropenia
[Febrile neutropenia]
Thrombopenia

[Thrombocytopenia]

2.3

79.

CMUH106-
REC2-096

2017/11/9

1801AUSO
01820

Followup
3

#1) MK-3475
Study (Code not
broken)
#2)
CARBOPLATI
N
#3)
ETOPOSIDE

E Coli sepsis [Sepsis]

neutropenia [Neutropenia]

2.3

80.

CMUH106-
REC2-096

2018/4/4

1804ESP0O0
2559

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
CARBOPLATI
N
#3)
ETOPOSIDE

Sudden death [Sudden
death]
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#1) MK-3475
Study (Code not
broken) ) ) o
E. Coli sepsis [Escherichia
CMUH106- 1801AUSO |Followup #2) ]
81. 2017/11/9 sepsis] 23| A
REC2-096 01820 4 CARBOPLATI ) ]
N neutropenia [Neutropenia]
#3)
ETOPOSIDE
Musculoskeletal plus
AC-220
CMUH104- DSU-2016- Connective Tissue
82. 2016/9/9 Initial |(QUIZARTINIB 1.3 A
REC2-156 130591 Disorder, Myocardial
) Tablet ]
Infarction
Neutropenic Sespsis
AC-220
CMUH104- DSU-2016-| Follow [Neutropenic sepsis] and
83. 2016/9/9 (QUIZARTINIB 1.3 A
REC2-156 130591 up 1 Myocardial Infarction
) Tablet o )
[Myocardial infarction]
AC-220
(QUIZARTINIB
CMUH104- DSU-2016- - Pneumopathy [Lung
84. 2016/11/17 Initial | ) Tablet {Lot # ] 2 A
REC2-156 139040 disorder]
677301,
677310}
AC-220
(QUIZARTINIB
CMUH104- DSU-2016-| Follow Pneumopathy [Lung
85. 2016/11/17 ) Tablet {Lot # ) 2 A
REC2-156 139040 up 1 disorder]
677301,
677310}
AC-220
(QUIZARTINIB
CMUH104- DSU-2016-( Follow Pneumopathy [Lung
86. 2016/11/17 ) Tablet {Lot # ) 1.3 A
REC2-156 139040 up 2 disorder]
677301,
677310}
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AC-220
(QUIZARTINIB
CMUH104- DSU-2016-( Follow Pneumopathy [Lung
87. 2016/11/17 ) Tablet {Lot # ) 1,3 A
REC2-156 139040 up 3 disorder]
677301,
677310}
AC-220
Pneumonia
CMUH104- DSU-2016- (QUIZARTINIB
88. 2016/12/22 Initial Haemorrhage intracranial |1;2;3| A
REC2-156 143676 ) Tablet {Lot # ) )
Acute Kidney Injury
4005}
Other Serious Criteria:
AC-220 IME
CMUH104- DSU-2016- - )
89. 2016/12/26 Initial [(QUIZARTINIB Right Lower Lobe 2;3;71 A
REC2-156 144046 )
) Tablet Pneumonia
Hypoxic respiratory failure
AC-220 Pneumonia
CMUH104- DSU-2016-| Follow |(QUIZARTINIB| Intracranial Hemorrhage
90. 2016/12/22 ) ) 1;2;3 A
REC2-156 143676 up 1 ) Tablet {Lot # Acute Kidney Injury
4005} Sepsis
AC-220 General Status Decreased
CMUH104- DSU-2017-
91. 2017/1/31 Initial [(QUIZARTINIB [Performance status 1 A
REC2-156 103793
) Tablet decreased]
AC-220 Pneumonia
CMUH104- DSU-2016-( Follow |(QUIZARTINIB| Haemorrhage intracranial
92. 2016/12/22 ) ) 1;2;3 A
REC2-156 143676 up 2 ) Tablet {Lot # Acute Kidney Injury
4005} Sepsis
Other Serious Criteria:
MEC (AC-220 IME
CMUH104- DSU-2017- - Study) Multi-organ failure
93. 2017/2/19 Initial ) 71 A
REC2-156 106265 (CYTARABINE [Multiple organ
) Infusion dysfunction syndrome]
Sepsis [Sepsis]
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Other Serious Criteria:
IME
AC-220
CMUH104- DSU-2016-( Follow Right Lower Lobe
94, 2016/12/26 (QUIZARTINIB 2:3;71 A
REC2-156 144046 up 1 Pneumonia [Pneumonia]
) Tablet ] ] ]
Hypoxic respiratory failure
[Respiratory failure]
AC-220 General Status Decreased
CMUH104- DSU-2017-| Follow
95. 2017/1/31 (QUIZARTINIB|  [Performance status 1 A
REC2-156 103793 up 1
) Tablet decreased]
AC-220
(QUIZARTINIB
CMUH104- DSU-2016-| Follow Pneumopathy [Lung
96. 2016/11/17 ) Tablet {Lot # ] 1.3 A
REC2-156 139040 up 4 disorder]
677301,
677310}
Other Serious Criteria:
IME
AC-220
CMUH104- DSU-2016-| Follow Right Lower Lobe
97. 2016/12/26 (QUIZARTINIB _ 237 A
REC2-156 144046 up 2 ) Tabl Pneumonia [Pneumonia]
ablet
Hypoxic respiratory failure
[Respiratory failure]
AC-220 General Status Decreased
CMUH104- DSU-2017-| Follow
98. 2017/1/31 (QUIZARTINIB|  [Performance status 1 A
REC2-156 103793 up 2
) Tablet decreased]
MEC (AC-220
Multi-organ failure
CMUH104- DSU-2017-( Follow Study) )
99. 2017/2/19 [Multiple organ 12 | A
REC2-156 106265 upl |(CYTARABINE _
) dysfunction syndrome]
) Infusion
MEC (AC-220 ) )
Multi-organ failure
CMUH104- DSU-2017-( Follow Study) )
100 2017/2/19 [Multiple organ 12| A
REC2-156 106265 up2 |(CYTARABINE _
) dysfunction syndrome]
) Infusion
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101

CMUH104-
REC2-156

2017/8/18

DSU-2017-
131696

Initial

Flag IDA (AC-
220 Study)
(IDARUBICIN,
FLUDARABIN
E,
CYTARABINE,
GRANULOCY
TE COLONY

leus [lleus]

102

CMUH104-
REC2-156

2017/8/18

DSU-2017-
131696

Follow

up 1l

Flag IDA (AC-
220 Study)
(IDARUBICIN,
FLUDARABIN
E,
CYTARABINE,
GRANULOCY
TE COLONY

Pneumonia [Pneumonia]

103

CMUH104-
REC2-156

2017/8/7

DSU-2017-
131696

Follow

up 2

Flag IDA (AC-
220 Study)
(IDARUBICIN,
FLUDARABIN
E,
CYTARABINE,
GRANULOCY
TE COLONY

Other Serious Criteria:
IME

Pneumonia [Pneumonia]

1,7

104

CMUH104-
REC2-156

2017/8/7

DSU-2017-
131696

Follow

up 3

Flag IDA (AC-
220 Study)
(IDARUBICIN,
FLUDARABIN
E,
CYTARABINE,
GRANULOCY

TE COLONY

Other Serious Criteria:
IME
Aspiration pneumonia
[Pneumonia aspiration]
E.

1,7
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: #1)
Patient ID:
EPACADOSTA
715011
T Study
COMS
#2)
MFR
PEMBROLIZU
CMUH106- control no. . sudden death [Sudden
105 2018/4/27 Initial MAB 1 A
REC2-132 1805TWNO 4) death]
00038
CARBOPLATI
ADR no.
N
TWN/18/05
#4)
02
PACLITAXEL
#1)
BEVACIZUMA
B
#2) N
Colon diverticulum
CMUH104- 1802JPNOO |Followup| OXALIPLATIN ] o
106 2018/2/13 perforation [Diverticular | 2.3 | A
REC2-181 6630 16 #3) ]
perforation]
LEUCOVORIN
#4)
FLUOROURAC
IL
#1)
CETUXIMAB
#2) Neutrophil count decreased
LEUCOVORIN [Neutrophil count
CMUH104- 1802FRAO [Followup
107 2018/2/21 #3) decreased] 23| A
REC2-181 12803 5 )
IRINOTECAN left foot wound [Limb
#4) injury]
FLUOROURAC
IL
107 & 05 * 16 F % 47 7 > % 54 |
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#1)
BEVACIZUMA
B
#2) N
Colon diverticulum
CMUH104- 1802JPNOQO |Followup| OXALIPLATIN ) o
108 2018/2/13 perforation [Diverticular | 2.3 [ A
REC2-181 6630 17 #3) )
perforation]
LEUCOVORIN
#4)
FLUOROURAC
IL
#1)
BEVACIZUMA
B
#2) .
Colon diverticulum
CMUH104- 1802JPNOO |Followup| OXALIPLATIN ] o
109 2018/2/13 perforation [Diverticular | 2.3 | A
REC2-181 6630 18 #3) ]
perforation]
LEUCOVORIN
#4)
FLUOROURAC
IL
#1)
BEVACIZUMA
B
#2) .
Colon diverticulum
CMUH104- 1802JPNOO |Followup | OXALIPLATIN ) o
110 2018/2/13 perforation [Diverticular | 2.3 | A
REC2-181 6630 19 #3) ]
perforation]
LEUCOVORIN
#4)
FLUOROURAC
IL
trombopenia
#1) MK-3475 [Thrombocytopenia]
CMUH104- 1801FRAO [Followup ) )
111 2018/1/10 (pembrolizumab|  malignant neoplasm 13| A
REC2-181 04966 8 ) )
) progression [Malignant
neoplasm progression]
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#1)
CETUXIMAB
#2) Neutrophil count decreased
LEUCOVORIN [Neutrophil count
CMUH104- 1802FRAO [Followup
112 2018/2/21 #3) decreased] 23| A
REC2-181 12803 6
IRINOTECAN | left foot wound [Limb
#4) injury]
FLUOROURAC
IL
hypomagnesemia
#1) MK-3475 [Hypomagnesaemia]
CMUH104- 1802GBRO |Followup ) - -
113 2018/2/14 (pembrolizumab|  vomiting [Vomiting] 23| A
REC2-181 09037 2 ) )
) worsening of diarrhoea
[Diarrhoea]
#1)
CETUXIMAB
#2) Neutrophil count decreased
LEUCOVORIN [Neutrophil count
CMUH104- 1802FRAO [Followup
114 2018/2/21 #3) decreased] 23| A
REC2-181 12803 7
IRINOTECAN left foot wound [Limb
#4) injury]
FLUOROURAC
IL
Disseminated intravascular
coagulation; Cerebral
DMR101- PHHY?2018 Tasigna haemorrhage; Cardiac
115 2014/8/22 Initial o ) 1 A
IRB2-271 TWO055417 (Nilotinib) arrest; Hyperleukocytosis;
Blast crisis in myelogenous
leukaemia; Bone pain
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Disseminated intravascular
coagulation; Cerebral
) haemorrhage; Cardiac
DMR101- PHHY2018 . Tasigna )
116 2014/8/19 Initial o arrest;Hyperleukocytosis; A
IRB2-271 TWO055244 (Nilotinib) o
Blast crisis in myelogenous
leukaemia; Vomiting;
Nausea
Other Serious Criteria:
Flag IDA (AC- IME
220 Study) Aspiration pneumonia
(IDARUBICIN, | [Pneumonia aspiration]
117 CMUH104- DSU-2017-| Follow |FLUDARABIN E. A
REC2-156 131696 up 4 E, Coli Sepsis [Escherichia
CYTARABINE, sepsis]
GRANULOCY Febrile Neutropenia
TE COLONY [Febrile neutropenia]
leus [lleus]
1.ASP2215
Blinded 1.Pneumonia,
2. Graceptor 2.Cytomegalovirus
CMUH106- 2017JP021 - N
118 Initial [(TACROLIMUS enterocolitis, A
REC2-036 627 .
) 3.Acute renal failure ,
3.PREDNISOL 4.Pulmonary oedema
ONE
1.ASP2215
Blinded 1.Pneumonia,
2. Graceptor 2.Cytomegalovirus
CMUH106- 2017JP021 | Follow N
119 (TACROLIMUS enterocolitis, A
REC2-036 627 up 1 )
) 3.Acute renal failure ,
3.PREDNISOL 4.Pulmonary oedema
ONE
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1.Pneumonia, 2.Febrile
1.ASP2215 ]
) neutropenia,
Blinded i
3.Cytomegalovirus
2. Graceptor
CMUH106- 2017JP021 | Follow enterocolitis,
120 2017/10/25 (TACROLIMUS ] 1231 A
REC2-036 627 up 2 ) 4.Acute renal failure,
5. Pulmonary oedema,
3.PREDNISOL
6. Antithrombin 111
ONE o
deficiency
1.Pneumonia, 2.Febrile
1.ASP2215
neutropenia,
Blinded
3.Cytomegalovirus
2. Graceptor .
CMUH106- 2017JP021 | Follow enterocolitis,
121 2017/10/25 (TACROLIMUS 123 A
REC2-036 627 up 3 ) 4.Acute renal failure,
5. Pulmonary oedema,
3.PREDNISOL
6. Antithrombin 111
ONE
deficiency
. #1)
Patient ID:
EPACADOSTA
715011
T Study
COMS
#2)
MFR
PEMBROLIZU
CMUH106- control no. [follow up sudden death [Sudden
122 2018/4/27 MAB 1 A
REC2-132 1805TWNO 1 43) death]
00038
CARBOPLATI
ADR no. N
TWN/18/05
#4)
02
PACLITAXEL
(k] R
4
B 5 * € S : FEPNF
AgEA
(AT RIRE 4]
1. | CMUH102-REC2-060 s
kAR * A 1 [4C-MC-JTBB_eCRF_15Dec2015
107 # 05 * 16 p ¥ 51 7 - ¥ 54 F
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+ ¥

ER
*pdp 12015 % 127 15 p

[DSMB i3 i 4]

2. | CMUH105-REC2-115 | § -4k S/ p #0107 £ 03 0 28

[z % 21482 ]

*E%R & LA - Tofacitinib

* 2MIFLHEFI2017 117 1 p 3 2018 £
17 31p

3. | CMUH106-REC2-046 | & % P

[ii 3¢ DSMB ;&3 2 2]
1.2017 # 57 25 p ¢ &
2.2017 & 12 % 25 p

4. | CMUH104-REC2-155

g

N\
&
M

[ 2pap ]

*ES% L LA 0 Multikine

*E rMARLHRE 106 #0200 04p 1 107
#0277 03p

5. | DMR101-IRB2-133

B
2
&

CEEE XD
* i 0 8.0
*p #p 12018 # 01 * 19 p

6. | CMUH103-REC2-010

S

X
@)
!

[z % 21402 ]

*ik5 ¥ 4 1 AC220/Quizartinib

*% rMLHPEF 105# 107 29p 3 106
#0407 285p

[ % 2142 ]

*ik5 ¥ 4 1 AC220/Quizartinib

*% rMILYEF 1062040 29p 3 106
#1007 28 p

7. | CMUH104-REC2-156

W
lL'
2

Bt AR P W 502 b A AFEE A
TR (SUSAR) ¥ ¢ PTMS g % 2 £ 2 F %
T S EtRiES R ApRFRES L B R
PEFTRIPLE DPUEFL 40T R 6 F R
(1) = @ =% >1+3F 2 (6-Monthly SUSAR
Line- Listing)

1. ONO-4538 6-monthly SUSAR Line Listing
20160615 - 20161214

2. ONO-4538 6-monthly SUSAR Line Listing
20161215 - 20170614

3. ONO-4538 6-monthly SUSAR Line Listing

8. | CMUH105-REC2-042

g

S
&
Al
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20170615 - 20171214

(2) BiT- R FHZTRIL R € §RAE:
CA209-459 DMC Meeting
Recommendation_20Mar2018

CMUH106-REC2-073

WA

[ 57 wil i &)
*E S p Hp o
1.2017 #+ 10 * 25 p (Note to File - Annual
review of 1B V7.0 dated 27Apr2016)
2.2017 &= 09 * 13 p (Re: Simplified Chinese
Translation Error on Clarithromycin Labels)
3.2017 & 09 * 27 p (Memo 5, Prohibited
medications as per Urea Breath Test (UBT)
product insert)
4.2017 # 10 * 25 p (Memo 6, Schematic
Diagram of Study Design)
5.2018 # 01 * 08 F (Memo 7, Excluded
Medications: Insulin/Oral Antidiabetic
Medications and Tetracycline Antibiotics)

10.

CMUH104-REC2-111

wh
o
=

P N2 % > ML T SUSAR 3R,
AL BHF L 2016 £ 12 ¢ 22 p 1 2017 #
122 21 p

11.

CMUH104-REC2-139

IR R

[ DSMB -3k 4]
*d 2k z it p#p 12018 # 03 % 05p
*d kit pHp 2018 # 04 % 19 p

12.

CMUH106-REC2-058

v A8 R

[ % 21242 ]

*i&5 ¥4 ¢ 4L Regorafenib

*x rMIFLHF 2106 #0400 01 p 3 107
£037 31lp

13.

CMUH103-REC2-076

[ 2idp4 ]
R E S LA N9-GP
*E rMIFLYPREF 20172107 01 p X
2018 # 03 * 31 p

~ & & #: N9-GP Periodic SUSAR report Q4
2017—Q1 2018, Version: 1.0, Date: 18-Apr-2018

14.

CMUH105-REC2-131

[(##]
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15. | CMUH105-REC2-074

W
\L.
2

A FF A S (24 Apr2018) 5 AR
1335 3% J‘ﬁﬁ—g % B IDMC s g i :x » 3%
foir 5 i DIL o
2.DMC # g4 11 iz 0 % > st g o
g eris gkt 4 3 (VB)/ = Fé‘“JFE e
* TFDA 2 IRB % & 12 /8 18 B 43y (7 o
4w RF(VO)X# L g R o ol
e o M FIFFRIRBULERER LY R
IRB -

16. | CMUH104-REC2-030

58k

[ = 214p4 ]

*ESRE LA 1 MK3475 (Pembrolizumab)
*F > MFLHEF 106 £ 09" 04 p 1 107
£037 03p

(k] F 2P

8 FEPRELE (%)
tid  WEER (%)
BT 4cg (209850 &)
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