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REC1-189 55(0)
CMUH107- 202009127 | follow 1.MULTI-ORGAN
2. 221221 2? Niraparib 1 A
REC1-189 55(1) up 1 FAILURE
#1)
PEMBROLIZU
MAB
(pembrolizumab
CMUH108- 2009MEXO0 ) Solution for | Stroke vascular cerebral
2020/8/31 Initial 1.3 A
REC1-059 01085 injection [Cerebrovascular accident]
#2) MK-7902
(lenvatinib
mesylate)
Capsule
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CMUH108-
REC1-059

2020/8/31

2009MEXO0
01085

Followup
1

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7903
(lenvatinib
mesylate)

Capsule

Stroke vascular cerebral

[Cerebrovascular accident]

1.3

CMUH108-
REC1-059

2020/8/31

2009MEX0
01085

Followup
2

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7904
(lenvatinib
mesylate)

Capsule

Stroke vascular cerebral

[Cerebrovascular accident]

1.3

CMUH108-
REC1-059

2020/9/4

2009TURO
02750

Initial

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

cerebrovascular disease

[Cerebrovascular disorder]

2.3
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CMUH108-
REC1-059

2020/9/4

2009TURO
02750

Followup
1

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

cerebrovascular disease

[Cerebrovascular disorder]

2.3

CMUH108-
REC1-059

2020/9/4

2009TURO
02750

Followup
2

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

cerebrovascular disease

[Cerebrovascular disorder]

2.3

CMUH108-
REC1-059

2020/8/31

2009MEX0
01085

Followup
3

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib

mesylate)

Capsule

Stroke vascular cerebral

[Cerebrovascular accident]

1.3
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CMUH108-
REC1-059

2020/4/8

2004BRA0
03494

Followup
8

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Accute breathing
insufficiency [Acute

respiratory failure]

1.3

11.

CMUH108-
REC1-059

2020/6/4

2006BRAO0
02492

Followup
5

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

due to hemorrhagic stroke
due to hypertensive crisis
[Hypertensive crisis]
due to hemorrhagic stroke
due to hypertensive crisis

[Haemorrhagic stroke]

1.3

12.

CMUH108-
REC1-059

2020/9/4

2009TURO
02750

Followup
3

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection

cerebrovascular disease

[Cerebrovascular disorder]

2.3
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13.

CMUH108-
REC1-059

2020/9/16

2009AUSO
08308

Initial

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Colonic perforation [Large

intestine perforation]

14.

CMUH108-
REC1-059

2020/6/4

2006BRAO0
02492

Followup
6

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Hemorrhagic stroke due to
hypertensive crisis
[Hypertensive crisis]
Hemorrhagic stroke due to
hypertensive crisis

[Haemorrhagic stroke]

1.3

15.

CMUH108-
REC1-059

2020/9/16

2009AUSO
08308

Followup
1

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Colonic perforation [Large

intestine perforation]
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16.

CMUH108-
REC1-059

2020/9/4

2009TURO
02750

Followup
4

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

cerebrovascular disease

[Cerebrovascular disorder]

2.3

17.

CMUH108-
REC1-059

2020/9/16

2009AUSO
08308

Followup
2

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Colonic perforation [Large

intestine perforation]

18.

CMUH108-
REC1-059

2020/9/4

2009TURO
02750

Followup
5

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

cerebrovascular disease

[Cerebrovascular disorder]

2.3

19.

CMUH107-
REC1-188

2020/7/20

2007CHLO
08666

Followup
6

#1) MK-7902
Study (Code not
broken)

sepsis [Sepsis]

2.3
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Increase ALT worsening
[Alanine aminotransferase
increased]
Increase worsening ALT
#1) MK-7902 | [Alanine aminotransferase
CMUH107- 2002USAO0 |Followup )
20. 2020/1/31 Study (Code not increased] 23| A
REC1-188 02339 33
broken) Increase worsening ALT
[Alanine aminotransferase
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
#1) MK-7902
CMUH107- 2007CHLO |Followup ) )
21. 2020/7/20 Study (Code not sepsis [Sepsis] 23 | A
REC1-188 08666 7
broken)
#1) MK-7902
CMUH107- 2007CHLO |Followup ) )
22. 2020/7/20 Study (Code not sepsis [Sepsis] 23 | A
REC1-188 08666 8
broken)
#1) MK-7902
Study (Code not Thrombocytopenia
broken) [Thrombocytopenia]
CMUH107- 2005USAO0 [Followup #2) Blood and lymphatic
23. 2020/5/18 ) ) ) 23 | A
REC1-188 07205 15 indomethacin disorders, other (ITP)
(indomethacin) [Immune
Capsule, 50 thrombocytopenia]
milligram
#1) MK-7902
CMUH107- 2007CHLO |Followup ] )
24. 2020/7/20 Study (Code not sepsis [Sepsis] 23 | A
REC1-188 08666 9
broken)
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Increase ALT worsening
[Alanine aminotransferase
increased]
Increase worsening ALT
#1) MK-7902 | [Alanine aminotransferase
CMUH107- 2002USAO0 |Followup )
25. 2020/1/31 Study (Code not increased] 23 | A
REC1-188 02339 34
broken) Increase worsening ALT
[Alanine aminotransferase
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
#1) MK-7902 | stroke [Cerebrovascular
CMUH107- 2001RUSO |Followup )
26. 2020/1/15 Study (Code not accident] 1.2.3| A
REC1-188 06729 2 » N
broken) paraproctitis [Proctitis]
#1) MK-7902 | stroke [Cerebrovascular
CMUH107- 2001RUSO |Followup )
27. 2020/1/15 Study (Code not accident] 1.2.3| A
REC1-188 06729 3 » N
broken) paraproctitis [Proctitis]
#1) MK-7902 | stroke [Cerebrovascular
CMUH107- 2001RUSO |Followup )
28. 2020/1/15 Study (Code not accident] 1.2.3| A
REC1-188 06729 4 . -
broken) paraproctitis [Proctitis]
#1) MK-7902
CMUH107- 2007CHLO |Followup ] )
29. 2020/7/20 Study (Code not sepsis [Sepsis] 23 | A
REC1-188 08666 10
broken)
duodenal ulcer bleeding
#1) MK-7902 [Duodenal ulcer
CMUH107- 1911POL00|Followup
30. 2019/11/1 Study (Code not haemorrhage] 23 | A
REC1-188 3251 15 ) )
broken) severe abdominal pain
[Abdominal pain]
#1) MK-7902 | stroke [Cerebrovascular
CMUH107- 2001RUSO |Followup )
31. 2020/1/15 Study (Code not accident] 1.2.3| A
REC1-188 06729 5 » -
broken) paraproctitis [Proctitis]
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#1 ) MK-7902
Study (Code not
broken) Elevation of Total Bilirubin
CMUH107- 2009MEX0 . #2 ) BLINDED ([Blood bilirubin increased]
32. 2020/8/31 Initial 1 A
REC1-188 01158 THERAPY liver failure [Hepatic
(pembrolizumab failure]
) Solution for
injection
#1) MK-7902 )
CMUH107- 1912MEXO0 |Followup Hepatic encephalopathy
33. 2019/12/22 Study (Code not ) 123 A
REC1-188 11230 7 [Hepatic encephalopathy]
broken)
#1) MK-7902
Study (Code not
broken) Elevation of Total Bilirubin
CMUH107- 2009MEXO [Followup| #2 ) BLINDED |[Blood bilirubin increased]
34. 2020/8/31 ) ) ) 1 A
REC1-188 01158 1 THERAPY liver failure [Hepatic
(pembrolizumab failure]
) Solution for
injection
#1) MK-7902
Study (Code not
Elevation of Total Bilirubin
broken) S
[Blood bilirubin increased]
CMUH107- 2009MEXO[Followup| #2 ) BLINDED )
35. 2020/8/31 malignant neoplasm 1 A
REC1-188 01158 2 THERAPY ) )
) progression [Malignant
(pembrolizumab ]
) neoplasm progression]
) Solution for
injection
#1) INC424 Encephalitis
CMUH105- PHHO2019 [follow up| INC+TAB infection/worsening of
36. 2019/8/4 1-31 A
REC1-139 ITO08088 4 (RUXOLITINIB| encephalitis infection
) TABLET [Encephalitis fungal]
) Other Serious Criteria:
CMUH106- 2020GB020|follow up| Pracinostat/Plac ) o
37. 2020/4/20 Medically Significant 1,3 A
REC1-103 601 1 ebo
Pneumonia [Pneumonia]
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#1) FPA144 vs.
Placebo (Code | Aspiration pneumonia
F144004-50
CMUH107- not broken) [Pneumonia aspiration] | 2~
38. 2019/4/17 [123016001| FU7 A
REC1-071 6 #2) Oxaliplatin Febrile neutropenia 3~7
(OXALIPLATI [Febrile neutropenia]
N) intravenous
#1) FPA144 vs.
Placebo (Code | Aspiration pneumonia
F144004-50 ) o
CMUH107- not broken) [Pneumonia aspiration] | 2 -
39. 2019/4/17 [123016001| FU8 o ) ) A
REC1-071 6 #2 ) Oxaliplatin Febrile neutropenia 3~7
(OXALIPLATI [Febrile neutropenia]
N) intravenous
Mental status changes
#1) MK-3475 | Cytomegalovirus hepatitis
CMUH107- 2006KORO0 |Followup o B
40. 2020/6/18 Study (Code not| Pneumocystis jirovecii |1,2,3| A
REC1-174 07899 9 _
broken) pneumonia
Interstitial lung disease
#1) MK-3475
Study (Code not
broken)
#2) Mental status changes
PACLITAXEL | Cytomegalovirus hepatitis
CMUH107- 2006KORO0 |Followup o B
41. 2020/6/18 #3) Pneumocystis jirovecii  |1,2,3]| A
REC1-174 07899 10 _
DOXORUBICI pneumonia
N Interstitial lung disease
#4)
CYCLOPHOSP
HAMIDE
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#1) MK-3475
Study (Code not
broken)
#2) Mental status changes
PACLITAXEL | Cytomegalovirus hepatitis
CMUH107- 2006KORO |Followup o B
42. 2020/6/18 #3) Pneumocystis jirovecii  [1,2,3| A
REC1-174 07899 11
DOXORUBICI pneumonia
N Interstitial lung disease
#4)
CYCLOPHOSP
HAMIDE
#1) MK-3475
CMUH107- 2004RUSO |Followup | Study (Code not
43, 2020/4/14 Anaemia 23| A
REC1-174 04870 8 broken)
#2 ) doxorubicin
#1) MK-3475
Study (Code not
broken) Mental status changes
#2) Cytomegalovirus hepatitis
CMUH107- 2006KORO0 |Followup o B
44, 2020/6/18 DOXORUBICI | Pneumocystis jirovecii [1,2,3| A
REC1-174 07899 12 )
N pneumonia
#3) Interstitial lung disease
CYCLOPHOSP
HAMIDE
(k] FRPE -
R FEEwEARER
4
@ v
B3 * € %t 1A FapE
[+ %]
1. CMUH108-REC1-085 | F & =
REVERI ARG
[ 579 il 4of 3]
1. R B E #5% i 43 4 0 R1979-ONC-1625- Notification of
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