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Renal failure (10038435)
(Renal failure (10038435))
[v.23.0] - Death
Acute kidney injury
(10069339) (Acute kidney
injury (10069339)) [v.23.0]
H - Not recovered/not
resolved
IBRUTINIB(Ca
psule)(IBRUTI
Leukemia relapse
NIB)(Blinde-
(10054444) (Leukaemia
CMUH106- 19P-163- [follow up| d),Unknown I~
1. 2019/8/29 recurrent (10062489)) A
REC3-070 3158422-00 5 2) 23
[v.23.0] - Not
PREDNISONE(
recovered/not resolved
PREDNISONE)
(Open
Atrial fibrillation
Label),Unknown
(10003658) (Atrial
fibrillation (10003658))
[v.23.0] -
Recovered/resolved
Cardiac arrest (10007515)
(Cardiac arrest
(10007515)) [v.23.0] -
Recovered/resolved
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Renal failure (10038435)
(Renal failure (10038435))
[v.23.0] - Death
Leukemia relapse
(10054444) (Leukaemia
recurrent (10062489))
[v.23.0] - Not
H recovered/not resolved
IBRUTINIB(Ca
Cardiac arrest (10007515)
psule)(IBRUTI
(Cardiac arrest
NIB)(Blinde-
(10007515)) [v.23.0] -
CMUH106- 19P-163- [follow up| d),Unknown I~
2. 2019/8/29 Recovered/resolved A
REC3-070 3158422-00 6 2) 23
PREDNISONE(
Atrial fibrillation
PREDNISONE)
(10003658) (Atrial
(Open
fibrillation (10003658))
Label),Unknown
[v.23.0] -
Recovered/resolved
Acute kidney injury
(10069339) (Acute kidney
injury (10069339)) [v.23.0]
- Not recovered/not
resolved
#1 ) MK-7339
(olaparib)
CMUH108- 2004ARGO |Followup Respiratory tract infection
2020/3/24 #2) L3 A
REC3-057 00130 6 Dengue fever
PEMBROLIZU
MAB
#1) MK-7339
(olaparib)
CMUH108- 2003ARGO [Followup Subdural haematoma
2020/2/13 #2) L3 A
REC3-057 01009 8 Craniocerebral injury
PEMBROLIZU
MAB
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#1 ) MK-7339
(olaparib)
CMUH108- 2003ARGO [Followup Subdural haematoma
5. 2020/2/13 #2) L3 A
REC3-057 01009 9 Craniocerebral injury
PEMBROLIZU
MAB
ONO-2020-
011534
CMUH107- Nivolumab vs
6. 2020/6/19 (BMS- INI Rectal neoplastia 2 A
REC3-031 Placebo
2020-
058323)
ONO-2020-
011534
CMUH107- Nivolumab vs
7. 2020/6/19 (BMS- FUI Rectal neoplastia 2 A
REC3-031 Placebo
2020-
058323)
CMUH108- BMS-2020- Nivoulumab/Ipil Presumed immune
8. 2020/7/22 Initial 1 A
REC3-169 059473 imumab mediated hepatitis
#1)
PEMBROLIZU
MAB
#2)
CMUH108- 2005UKRO [Followup Cardiac failure
9. 2020/5/11 CARBOPLATI 131 A
REC3-151 03754 11 Pulmonary embolism
N
#3)
GEMCITABIN
E
#1)
PEMBROLIZU
MAB
#2)
CMUH108- 2005UKRO |Followup Cardiac failure
10. 2020/5/11 CARBOPLATI 3] A
REC3-151 03754 12 Pulmonary embolism
N
#3)
GEMCITABIN
E
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11.

CMUH108-
REC3-151

2020/5/11

2005UKRO
03754

Followup
13

#1)
PEMBROLIZU
MAB
#2)
CARBOPLATI
N
#3)
GEMCITABIN
E

Cardiac failure

Pulmonary embolism

13

12.

CMUH108-
REC3-151

2020/5/8

2005UKRO
03754

Followup

14

#1)
PEMBROLIZU
MAB
#2)
CARBOPLATI
N
#3)
GEMCITABIN
E

Pulmonary embolism

Cardiac failure acute

1,3

13.

CMUH108-
REC3-058

2020/1/30

2007ESP00
5060

Initial

#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

diarrhea [Diarrhoea]

23
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14.

CMUH108-
REC3-058

2020/1/30

2007ESPO00
5060

Follow

up 1

Study (Code not

#1 ) MK-3475

broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

diarrhea [Diarrhoea]

23

15.

CMUH108-
REC3-058

2020/6/24

2006ESPO1
0893

Initial

Study (Code not

#1 ) MK-3475

broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

#3 ) clavulanic
acid (clavulanic
acid) Coated
tablet
#4 ) amoxicillin

(amoxicillin)

Coated tablet

chlostridium difficile septic
shock [Clostridial sepsis]
Colitis due to Clostridium

Difficile [Clostridium

difficile colitis]

1.3

16.

CMUH106-
REC3-081

2020/2/13

2551945

Initial

Abiraterone,

Ipatasertib

FATAL ACUTE
MYOCARDIAL
INFARCTION

1,3

17.

CMUH106-
REC3-081

2020/2/13

2551945

follow up
1

Abiraterone,

Ipatasertib

FATAL ACUTE
MYOCARDIAL
INFARCTION

1,3
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FATAL ACUTE
CMUH106- follow up| Abiraterone,
18. 2020/2/13 | 2551945 MYOCARDIAL L3 A
REC3-081 2 Ipatasertib
INFARCTION
FATAL ACUTE
CMUH106- follow up| Abiraterone,
19. 2020/2/13 | 2551945 MYOCARDIAL L3 A
REC3-081 3 Ipatasertib
INFARCTION
CMUH106- follow up
20. 2020/2/13 | 2551945 Ipatasertib MYOCARDITIS L3 A
REC3-081 4
Fatigue
CMUH107- 202004368 [ Follow
21. 2020/4/26 Erdafitinib Death due to disease 1,3 A
REC3-090 76(1) up 1
progression
#1 ) MK-3475
CMUH105- 1705BRAO |Followup [ (pembrolizumab Myocarditis
22. 2017/5/16 1,23 A
REC3-093 10302 11 ) Musculoskeletal chest pain
#2 ) AXITINIB
#1 ) MK-3475
CMUH105- 1705BRAO |Followup [ (pembrolizumab Myocarditis
23. 2017/5/16 1,23 A
REC3-093 10302 12 ) Musculoskeletal chest pain
#2 ) AXITINIB
#1 ) MK-3475
CMUH105- 1904USA0 (pembrolizumab Pyelonephritis
24, 2019/4/5 Initial 231 A
REC3-093 05244 ) Neutropenia
#2 ) AXITINIB
#1 ) MK-3475
Study (Code not Hypokalaemia
CMUH108- 2005ARGO [Followup broken) Septic shock
25. 2020/5/17 1,3 ] A
REC3-098 06907 4 #2) Aspartate aminotransferase
ENZALUTAMI increased
DE
#1 ) MK-3475
Study (Code not
Hypokalaemia
CMUH108- 2005ARGO |Followup broken)
26. 2020/5/17 Aspartate aminotransferase| 1,3 | A
REC3-098 06907 5 #2)
increased
ENZALUTAMI
DE
109 # 09 * 24 p % 28 F > % 33 F
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217.

CMUH108-
REC3-098

2020/7/10

2007COLO
06108

Initial

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Pneumonia

2,3

28.

CMUH108-
REC3-098

2020/7/10

2007COLO
06108

Followup
1

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Pneumonia

2,3

29.

CMUH108-
REC3-098

2020/7/10

2007COLO
06108

Followup
2

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Pneumonia

2,3

30.

CMUH108-
REC3-098

2020/7/10

2007COLO
06108

Followup
3

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Pneumonia bacterial

2,3

31.

CMUH108-
REC3-098

2020/7/10

2007COLO
06108

Followup

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Pneumonia bacterial

2,3
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32.

CMUH108-
REC3-098

2020/7/10

2007COLO
06108

Followup

7

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Pneumonia bacterial

2,3

33.

CMUH108-
REC3-098

2020/7/10

2007COLO
06108

Followup
8

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Pneumonia bacterial

2,3

34.

CMUH108-
REC3-098

2019/12/1

1912ISR0O0
3792

Followup
16

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Pneumonia

Subdural haematoma

1,2,3

35.

CMUH108-
REC3-098

2020/6/30

2007USA0
01269

Followup
2

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Suicidal ideation

2,3

36.

CMUH108-
REC3-098

2020/6/30

2007USA0
01269

Followup

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Suicidal ideation

2,3
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37.

CMUH108-
REC3-098

2020/5/17

2005ARGO
06907

Followup

6

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Hypokalaemia

increased

Aspartate aminotransferase

1,3

38.

CMUH108-
REC3-098

2020/7/10

2007COLO
06108

Followup

9

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Pneumonia bacterial

2,3

39.

CMUH108-
REC3-098

2020/7/10

2007COLO
06108

Followup

10

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Pneumonia bacterial

2,3

40.

CMUH107-
REC3-139

2019/2/11

2019SE845
33
(E7402002)

follow up

4

1.MEDI4736

(DURVALUMA
B)

2.TREMELIMU

MAB

3.GEMCITABI
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