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Blood bilirubin increased:;
CMUH108- NVSC2021| Ribociclib Alanine aminotransferase

1. 2021/2/13 initial ) 26 [ A
REC1-032 PL026533 (LEEO11) increased; Aspartate

aminotransferase increased
Blood bilirubin increased:;
CMUH108- NVSC2021 |follow up|Ribociclib Alanine aminotransferase

2. 2021/2/3 ) 26 | A
REC1-032 PL026533 |1 (LEEO11) increased; Aspartate

aminotransferase increased
CMUH108- NVSC2021 |follow up|Ribociclib o

3. 2021/2/3 Liver injury 2 A
REC1-032 PL026533 |2 (LEEO11)

CMUH108- NVSC2021 |follow up|Ribociclib o

4. 2021/2/3 Liver injury 2 A
REC1-032 PL026533 |3 (LEEO11)

CMUH107- 202009366 | follow ) )

5. 2020/9/17 Niraparib 1.PNEUMONIA 13 A
REC1-189 02(2) up 2
CMUH107- 20P-008-34 |Follow-u o -Rectal bleeding 2,3,

6. 2020/5/14 Upadacitinib _ A
REC1-077 06603-00 [p5 -Anal fistula 6

-Bowel perforation
CMUH107- 20P-163-35 [Follow-u o ] 2,3,
7. 2020/8/6 Upadacitinib -Sepsis A
REC1-077 16863-00 |p7 ] 6
-Leukocytosis
Methicillin-resistant
Staphylococcus aureus
pneumonia;
Pulmonary empyema;
CMUH105- 19P-034-28 [follow up|Upadacitinib Pleural effusion;

8. 2019/6/20 ) 2,3 A

REC1-043 45233-00 |10 (ABT-494) Pulmonary embolism;
Influenza AH1IN1
pneumonia;
Pneumococcal pneumonia;
Pneumonia hemophilus

CMUH105- 18P-090-25 [follow up|Upadacitinib Death;

9. 2018/11/14 1,6 A
REC1-043 70051-00 (11 (ABT-494) Lung cancer
CMUH105- 20P-118-35 [follow up|Upadacitinib Pneumocystis jiroveci 2,3,

10. 2020/9/8 _ A
REC1-043 65486-00 (5 (ABT-494) pneumonia 6
CMUH105- 19P-269-26 [follow up|Upadacitinib 2,3,

11. 2019/2/14 Melanoma A
REC1-043 72147-00 (16 (ABT-494) 6

110 # 05 * 26 F % 37 % 58 |
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#1)V937(oncoly
CMUH109- 2011ESPOO0 [Followup |tic virus vaccine [Vomiting
12. 2020/11/12 o ) 23 [ A
REC1-131 9622 12 (Coxsacjievirus [Hyponatraemia
A21
#1) MK-7902 |Hypertensive crisis
CMUH108- 2103AUSO [Followup |(lenvatinib [Hypertensive crisis]
13. 2021/3/11 o 23 [ A
REC1-059 03326 2 mesylate) status epilepticus [Status
Capsule epilepticus]
Subcutaneous vascular
hemorrhage of the left
medial thigh [Haemorrhage
#1) MK-7902
subcutaneous]
CMUH108- 2011CHNO [Followup |(lenvatinib o
14, 2020/11/17 Drug myocarditis 1.23] A
REC1-059 14656 22 mesylate) N
[Myocarditis]
Capsule o o
liver injury [Liver injury]
Lung infection
[Pneumonia]
Subcutaneous vascular
hemorrhage of the left
medial thigh [Haemorrhage
#1) MK-7902
subcutaneous]
CMUH108- 2011CHNO [Followup |(lenvatinib o
15. 2020/11/17 Drug myocarditis 1.23] A
REC1-059 14656 23 mesylate) N
[Myocarditis]
Capsule o o
liver injury [Liver injury]
Lung infection
[Pneumonia]

110 # 05 * 26 p
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#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
CMUH108- 2103CHNO [Followup [#2)
16. 2021/3/2 Death [Death] 1 A
REC1-059 02138 4 PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
CMUH108- 2102DEUO [Followup [MAB brain hemorrhage
17. 2021/1/28 131 A
REC1-059 00590 11 (pembrolizumab |[Cerebral haemorrhage]
) Solution for
injection
#3 ) heparin
(heparin)
Solution for
injection
Subcutaneous vascular
hemorrhage of the left
medial thigh [Haemorrhage
#1) MK-7902
subcutaneous]
CMUH108- 2011CHNO (Followup |(lenvatinib
18. 2020/11/17 Drug myocarditis 123 A
REC1-059 14656 24 mesylate) .
[Myocarditis]
Capsule o o
liver injury [Liver injury]
Lung infection
[Pneumonia]
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19.

CMUH108-
REC1-059

2021/3/11

2103AUSO
03326

Followup
3

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule

Hypertensive crisis
[Hypertensive crisis]
status epilepticus [Status

epilepticus]

2.3

20.

CMUH108-
REC1-059

2021/4/3

2104ESPO0
1500

Initial

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

right
fronto-temporo-patietal
haematoma [Cerebral

haematoma]

1.23

21.

CMUH108-
REC1-059

2020/8/31

2009MEXO0
01085

Followup
5

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection

#2 ) MK-7902
(lenvatinib
mesylate)

Capsule

Stroke vascular cerebral

[Cerebrovascular accident]

1.3

22.

CMUH108-
REC1-059

2021/3/2

2103CHNO
02138

Followup
5

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Death [Death]
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23.

CMUH108-
REC1-059

2021/4/3

2104ESPO00
1500

Followup
1

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

right
fronto-temporo-patietal
haematoma [Cerebral

haematoma]

1.2.3

24,

CMUH108-
REC1-059

2021/1/28

2102DEU0
00590

Followup
12

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection

#3 ) heparin
(heparin)
Solution for

injection

brain hemorrhage

[Cerebral haemorrhage]

1.3

25.

CMUH108-
REC1-059

2020/8/18

2008CANO
10803

Followup
1

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Prolonged QTC on EKG
[Electrocardiogram QT

prolonged]

110 # 05 * 26 p
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26.

CMUH108-
REC1-059

2020/4/8

2004BRA0
03494

Followup
1

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Accute breathing
insufficiency [Acute

respiratory failure]

1.2.3

27.

CMUH108-
REC1-059

2021/4/3

2104ESPO0
1500

Followup
2

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

right
fronto-temporo-patietal
haematoma [Intracranial

haematoma]

1.23

28.

CMUH108-
REC1-059

2021/3/11

2103AUSO
03326

Followup
4

#1) MK-7902
(lenvatinib
mesylate)

Capsule

Hypertensive crisis
[Hypertensive crisis]
status epilepticus [Status

epilepticus]

2.3

29.

CMUH108-
REC1-059

2021/4/3

2104ESPO0
1500

Followup
3

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

right
fronto-temporo-patietal
haematoma [Intracranial

haematoma]

1.23
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30.

CMUH108-
REC1-059

2021/3/2

2103CHNO
02138

Followup
6

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Death [Death]

31.

CMUH108-
REC1-059

2021/1/28

2102DEU0
00590

Followup
13

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection

#3 ) heparin
(heparin)
Solution for

injection

brain hemorrhage

[Cerebral haemorrhage]

1.3

32.

CMUH108-
REC1-059

2021/3/11

2103AUSO
03326

Followup
5

#1) MK-7902
(lenvatinib

mesylate)

Capsule

Hypertensive crisis
[Hypertensive crisis]

status epilepticus [Status

epilepticus]

2.3
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Other Serious Criteria:
#1 ) Tafasitamab |Medically Significant
(Tafasitamab) [PNEUMOCYSTIS
Injection JIROVECII PNEUMONIA
CMUH106- 2020-MOR o - 2~
33. 2020/6/5 FUS8 #2) [Pneumocystis jirovecii A
REC1-147 000550-ES ] ) _ 3~7
Lenalidomide |pneumonia]
(Lenalidomide) |Citomegalovirus Infection
N/A [Cytomegalovirus
infection]
#1 ) Tafasitamab
(Tafasitamab)
Injection
CMUH106- 2020-MOR | NEUTROPENIA
34. 2020/8/13 Initial #2) ] 2 A
REC1-147 000744-ES [Neutropenia]
Lenalidomide
(Lenalidomide)
N/A
Other Serious Criteria:
#1 ) Tafasitamab [Medically Significant
(Tafasitamab) |PNEUMOCYSTIS
Injection JIROVECII PNEUMONIA
CMUH106- 2020-MOR o - 2
35. 2020/6/5 FU7 #2) [Pneumocystis jirovecii A
REC1-147 000550-ES 3~7
Lenalidomide  |pneumonia]
(Lenalidomide) |Citomegalovirus Infection
N/A [Cytomegalovirus
infection]
#1 ) Tafasitamab ) o
) Other Serious Criteria:
(Tafasitamab) ) o
CMUH106- 2020-MOR | o Medically Significant
36. 2020/7/9 Initial  [Injection 271 A
REC1-147 000747-ES NEUTROPENIA
#2 ) R-CHOP )
[Neutropenia]
(R-CHOP) N/A

110 # 05 * 26 p
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Other Serious Criteria:
#1 ) Tafasitimab [Medically Significant
(Tafasitimab)  |Significant upper/lower
CMUH106- US-MOR-2 Lyophilized back pain [Back pain] 1-
37. 2020/7/31 FU2 A
REC1-147 0-000001 powder for Bilateral hips pain 3~7
reconstitition for |[Arthralgia]
infusion The patient progressed
[Disease progression]
#1 ) Tafasitamab
(Tafasitamab)
Injection
CMUH106- 2020-MOR NEUTROPENIA
38. 2020/8/13 FU2 #2) 2 A
REC1-147 000744-ES [Neutropenia]
Lenalidomide
(Lenalidomide)
N/A
Other Serious Criteria:
Medically Significant
) Bilateral hips pain
#1 ) Tafasitamab )
CMUH106- 2020-MOR ) [Arthralgia] 1-
39. 2020/7/31 FU2 (Tafasitamab) | A
REC1-147 000601-US o Significant upper/lower 3~7
Injection ) .
back pain [Back pain]
The patient progressed
[Disease progression]
#1 ) Tafasitamab
(Tafasitamab)
Injection
CMUH106- 2020-MOR NEUTROPENIA
40. 2020/8/13 FU1l #2) 2 A
REC1-147 000744-ES [Neutropenia]
Lenalidomide
(Lenalidomide)
N/A
#1) Tafasitamab
(Tafasitamab) ) )
CMUH106- 2020-MOR Febrile Neutropenia
41. 2020/5/31 Initial  [Injection 2~3] A
REC1-147 000558-CzZ [Febrile neutropenia]
#2 ) R-CHOP
(R-CHOP) N/A
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#1 ) Tafasitamab ) o
) Other Serious Criteria:
(Tafasitamab) ) o
CMUH106- 2020-MOR Medically Significant
42. 2020/7/9 FU1 Injection 271 A
REC1-147 000747-ES NEUTROPENIA
#2 ) R-CHOP )
[Neutropenia]
(R-CHOP) N/A
#1 ) Tafasitamab
(Tafasitamab)
Injection
CMUH106- 2020-MOR NEUTROPENIA
43. 2020/8/13 FU3 #2) ] 2 A
REC1-147 000744-ES [Neutropenia]
Lenalidomide
(Lenalidomide)
N/A
#1 ) Tafasitamab
(Tafasitamab) ] )
CMUH106- 2020-MOR o Febrile Neutropenia
44, 2020/5/31 FU1l Injection _ ) 2-3[ A
REC1-147 000558-Cz [Febrile neutropenia]
#2 ) R-CHOP
(R-CHOP) N/A
#1 ) Tafasitamab
(Tafasitamab) |ASTHENIA [Asthenia]
Injection {Lot # [FEBRILE
CMUH106- 2020-MOR | _ 2
45. 2020/10/10 Initial UNK} NEUTROPENIA [Febrile A
REC1-147 000833-US ) 34
#2 ) R-CHOP  [neutropenia]
(R-CHOP) N/A |SEPSIS [Sepsis]
{Lot # UNK}
#1 ) Tafasitamab
(Tafasitamab)
Injection {Lot #
UNK}
CMUH106- 2020-MOR NEUTROPENIA
46. 2020/8/13 FU4 #2) ) 2 A
REC1-147 000744-ES [Neutropenia]
Lenalidomide
(Lenalidomide)
N/A {Lot #
UNK}

110 # 05 * 26 p
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#1 ) Tafasitamab [Other Serious Criteria:
(Tafasitamab)  |Medically Significant
Injection {Lot # [PNEUMOCYSTIS
UNK} JIROVECII PNEUMONIA
CMUH106- 2020-MOR o - 2~
47. 2020/6/5 FU9 #2) [Pneumocystis jirovecii A
REC1-147 000550-ES o _ 37
Lenalidomide |pneumonia]
(Lenalidomide) |Citomegalovirus Infection
N/A {Lot # [Cytomegalovirus
UNK} infection]
#1 ) Tafasitamab
_ WORSENING
(Tafasitamab) )
ASTHENIA [Asthenia]
Injection {Lot # 1-
CMUH106- 2020-MOR FEBRILE
48. 2020/10/10 FU1l UNK} 2~ A
REC1-147 000833-US NEUTROPENIA [Febrile
#2 ) R-CHOP ] 3-4
neutropenia]
(R-CHOP) N/A )
SEPSIS [Sepsis]
{Lot # UNK}
#1 ) Tafasitamab
(Tafasitamab) ) )
CMUH106- 2020-MOR o Febrile Neutropenia
49. 2020/5/31 FU2 Injection _ ) 2-3| A
REC1-147 000558-CZ [Febrile neutropenia]
#2 ) R-CHOP
(R-CHOP) N/A
#1 ) Tafasitamab
(Tafasitamab)
Injection )
CMUH106- 2020-MOR Toxic encephalopathy
50. 2020/10/20 FU1 #2) _ 1-3] A
REC1-147 000845-RS ) [Toxic encephalopathy]
bendamustine
(BENDAMUST
INE) N/A
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#1 ) Tafasitamab [Other Serious Criteria:
(Tafasitamab)  |Medically Significant
Injection {Lot # [PNEUMOCYSTIS
UNK} JIROVECII PNEUMONIA
CMUH106- 2020-MOR o - 2~
51. 2020/6/5 FU10 #2) [Pneumocystis jirovecii A
REC1-147 000550-ES _ ) _ 3~7
Lenalidomide |pneumonia]
(Lenalidomide) |Citomegalovirus Infection
N/A {Lot # [Cytomegalovirus
UNK} infection]
#1 ) Tafasitamab
(Tafasitamab)
Injection ]
CMUH106- 2020-MOR Toxic encephalopathy
52. 2020/10/20 FU2 #2) _ 1-3] A
REC1-147 000845-RS ) [Toxic encephalopathy]
bendamustine
(BENDAMUST
INE) N/A
#1 ) Tafasitamab
(Tafasitamab)
Injection )
CMUH106- 2020-MOR Toxic encephalopathy
53. 2020/10/20 FU3 #2) _ 1-3] A
REC1-147 000845-RS ) [Toxic encephalopathy]
bendamustine
(BENDAMUST
INE) N/A
#1 ) Tafasitamab
(Tafasitamab)
Injection Pneumonia due to
CMUH106- 2021-MOR
54, 2021/1/1 FU3 #2) SARS-COV-2 [COVID-19 |1~3| A
REC1-147 000941-PL
bendamustine  |pneumonia]
(BENDAMUST
INE) N/A
110 # 05 * 26 p % 48 F > = 58 F
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#1 ) Tafasitamab
(Tafasitamab)
Injection Pneumonia due to
CMUH106- 2021-MOR
95. 2021/111 FU4 #2) SARS-COV-2 [COVID-19 (1~3| A
REC1-147 000941-PL ) )
bendamustine  |pneumonia]
(BENDAMUST
INE) N/A
#1 ) Tafasitamab
(Tafasitamab) ] o
o Other Serious Criteria:
Injection {Lot #
CMUH106- 2020-MOR Medically Significant
56. 2020/7/9 FU4 UNK} 2~7| A
REC1-147 000747-ES NEUTROPENIA
#2 ) R-CHOP ]
[Neutropenia]
(R-CHOP) N/A
{Lot # UNK}
#1 ) Tafasitamab
(Tafasitamab) ] o
o Other Serious Criteria:
Injection {Lot # ] o
CMUH106- 2020-MOR Medically Significant
57. 2020/7/9 FU3 UNK} 2~7| A
REC1-147 000747-ES NEUTROPENIA
#2 ) R-CHOP )
[Neutropenia]
(R-CHOP) N/A
{Lot # UNK}
Blinded for
Investigator
CMUH109- 2020SF707 | 1. Capivasertib [CARDIOPULMONARY
58. 2020/12/17 Initial 2 A
REC1-013 56 (AZD5363) ARREST
2. Fulvestrant
(Faslodex)
Blinded for
Investigator
CMUH109- 2020SF707 [follow up|1. Capivasertib
59. 2020/12/17 PYOTHORAX 2 A
REC1-013 56 1 (AZD5363)
2. Fulvestrant
(Faslodex)
110 # 05 * 26 F % 49 F > x 58 F
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Blinded for
Investigator
CMUH109- 2020SF707 [follow up|1. Capivasertib
60. 2020/12/17 PYOTHORAX 2 A
REC1-013 56 2 (AZD5363)
2. Fulvestrant
(Faslodex)
Blinded for
Investigator
CMUH109- 2020SF695 [follow up|l. Capivasertib ) 1,2,
61. 2020/12/04 Confusion A
REC1-013 86 1 (AZD5363) 3
2. Fulvestrant
(Faslodex)
Blinded for
Investigator
CMUH109- 2020SF695 | 1. Capivasertib ] 1,2,
62. 2020/12/04 Initial Confusion A
REC1-013 86 (AZD5363) 3
2. Fulvestrant
(Faslodex)
Suspected thrombotic
#1) FPA144 vs. )
thrombocytopenic purpura
Placebo (Code )
F144004-32 [Thrombotic
CMUH107- not broken) ]
63. 2020/11/28 073087215 [FU1 ~ |thrombocytopenic purpura] |2 ~ 3| A
REC1-071 #2 ) Oxaliplatin
2 ELEVATED INFECTION
(OXALIPLATI
) PARAMETER [C-reactive
N) intravenous o
protein increased]
Suspected thrombotic
#1) FPA144 vs. ]
thrombocytopenic purpura
Placebo (Code
F144004-32 [Thrombotic
CMUH107- not broken) )
64. 2020/11/28 073087215 [FU2 ~|thrombocytopenic purpura] |2 ~ 3| A
REC1-071 #2 ) Oxaliplatin
2 ELEVATED INFECTION
(OXALIPLATI
) PARAMETER
N) intravenous )
[Leukocytosis]
110 # 05 * 26 p % 50 % 58 |
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65.

CMUH107-
REC1-071

2020/11/20

F144004-32
073087215
2

FU3

Placebo (Code

not broken)

#2 ) Oxaliplatin
(OXALIPLATI

N) intravenous

#1) FPAl44 vs.

Suspected thrombotic
thrombocytopenic purpura
[Thrombotic
thrombocytopenic purpura]
Bihemispheric ischaemic
stroke [Ischaemic stroke]
ELEVATED INFECTION
PARAMETERS
[Leukocytosis]

1~
2~3

66.

CMUH107-
REC1-071

2020/11/20

F144004-32
073087215
2

FU4

Placebo (Code
not broken)
#2) Oxaliplatin
(OXALIPLATI

N) intravenous

#1) FPA144 vs.

Suspected thrombotic
thrombocytopenic purpura
[Thrombotic
thrombocytopenic purpura]
Bihemispheric ischaemic
stroke [Ischaemic stroke]
ELEVATED INFECTION
PARAMETERS
[Leukocytosis]

2~3

67.

CMUH107-
REC1-071

2020/11/20

F144004-32
073087215
2

FU5

Placebo (Code
not broken)

#2 ) Oxaliplatin
(OXALIPLATI

N) intravenous

#1) FPA144 vs.

Suspected thrombotic
thrombocytopenic purpura
[Thrombotic
thrombocytopenic purpura]
Bihemispheric ischaemic
stroke [Ischaemic stroke]
ELEVATED INFECTION
PARAMETERS

[C-reactive protein

increased]

110 # 05 * 26 p
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Suspected thrombotic
thrombocytopenic purpura
[Thrombotic
thrombocytopenic purpura]
#1) FPA144 vs.
Bihemispheric ischaemic
Placebo (Code
F144004-32 stroke [Ischaemic stroke]
CMUH107- not broken) 1-
68. 2020/11/20 073087215 |FU6 ~ |ELEVATED INFECTION A
REC1-071 #2 ) Oxaliplatin 2~3
2 PARAMETERS
(OXALIPLATI ]
) [Leukocytosis]
N) intravenous
ELEVATED INFECTION
PARAMETERS
[C-reactive protein
increased]
Suspected thrombotic
thrombocytopenic purpura
[Thrombotic
thrombocytopenic purpura]
#1)FPAl44vs. | o _
Bihemispheric ischaemic
Placebo (Code )
F144004-32 stroke [Ischaemic stroke]
CMUH107- not broken) 1-
69. 2020/11/20 073087215 |FU7 ~_ |ELEVATED INFECTION A
REC1-071 #2 ) Oxaliplatin 2~3
2 PARAMETERS
(OXALIPLATI )
) [Leukocytosis]
N) intravenous
ELEVATED INFECTION
PARAMETERS
[C-reactive protein
increased]
110 # 05 * 26 p % 52 F % 58 |
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70.

CMUH107-
REC1-071

2020/11/20

F144004-32
073087215
2

FU8

Placebo (Code
not broken)

#2 ) Oxaliplatin
(OXALIPLATI

N) intravenous

#1) FPAl44 vs.

Suspected thrombotic
thrombocytopenic purpura
[Thrombotic
thrombocytopenic purpura]
Bihemispheric ischaemic
stroke [Ischaemic stroke]
ELEVATED INFECTION
PARAMETERS
(Leukocytes increased and
CRP increased)
[Leukocytosis]
ELEVATED INFECTION
PARAMETERS
(Leukocytes increased and
CRP increased) [C-reactive
protein

increased]

1~
2~3

71.

CMUH107-
REC1-071

2020/11/20

F144004-32
073087215
2

FU9

Placebo (Code
not broken)
#2) Oxaliplatin
(OXALIPLATI

N) intravenous

#1) FPA144 vs.

Suspected thrombotic
thrombocytopenic purpura
[Thrombotic
thrombocytopenic purpura]
Bihemispheric ischaemic
stroke [Ischaemic stroke]
ELEVATED INFECTION
PARAMETERS
(Leukocytes increased and
CRP increased)
[Leukocytosis]
ELEVATED INFECTION
PARAMETERS
(Leukocytes increased and
CRP increased) [C-reactive
protein

increased]

1~
2~3
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g |6 2y | ul N
Suspected atypical
thrombotic
microangiopathy
[Thrombotic
microangiopathy]
#1) FPA144 vs. [Bihemispheric ischaemic
Placebo (Code |[stroke [Ischaemic stroke]
F144004-32
CMUH107- not broken) ELEVATED INFECTION
72. 2020/11/20 073087215 |FU10 o 231 A
REC1-071 ) #2) Oxaliplatin [PARAMETERS
(OXALIPLATI |(Leukocytes increased)
N) intravenous |[Leukocytosis]
ELEVATED INFECTION
PARAMETERS
(Leukocytes increased)
[C-reactive protein
increased]
Atezolizumab
Trastuzumab
CONGESTIVE HEART
Pertuzumab
CMUH107- Follow ) FAILURE
73. 2019/8/7 2388774 Paclitaxel 2,7 | A
REC1-126 upl MITRAL
Doxorubicin
|INSUFFICIENCY
Cyclophosphami
de
Atezolizumab
Trastuzumab
Cyclophosphami|congestive heart failure
CMUH107- Follow
74, 2019/8/7 2388774 de MITRAL 2,7 | A
REC1-126 up 1
Pertuzumab INSUFFICIENCY
Paclitaxel
Doxorubicin
GDC-9545
CMUH109- N NEUTROPHIL COUNT
75. 2021/4/5 2807100 [Initial  |Letrozole 2 A
REC1-084 DECREASED
Palbociclib
110 # 05 * 26 F % 54 F > % 58 |
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GDC-9545
CMUH109- Follow NEUTROPHIL COUNT
76. 2021/4/5 2807100 Letrozole 2 A
REC1-084 up 1 DECREASED
Palbociclib
Letrozole
CMUH109- » NEUTROPHIL COUNT
77. 2021/4/5 2807100 (Initial GDC-9545 2 A
REC1-084 o DECREASED
Palbociclib
Letrozole
CMUH109- Follow NEUTROPHIL COUNT
78. 2021/4/5 2807100 GDC-9545 2 A
REC1-084 up 1l DECREASED
Palbociclib
FILGOTINIB
CMUH106- 2020-04718(follow up )
79. 2020/6/8 (FILGOTINIB) |[Perianal abscess] 2 A
REC1-041 48 1
Tablet
FILGOTINIB
CMUH106- 2020-04718|(follow up ]
80. 2020/6/8 (FILGOTINIB) |[Perianal abscess] 2 A
REC1-041 48 2
Tablet
#1 ) MK-7902
CMUH107- 2007CHLO [Followup » »
81. 2020/7/13 Study (Code not |colitis [Colitis] 23 | A
REC1-188 08666 17
broken)
intestinal occlusion
#1) MK-7902 [[Intestinal obstruction]
CMUH107- 2003MEXO0 [Followup ] )
82. 2020/2/24 Study (Code not [Diarrhea [Diarrhoea] 23 | A
REC1-188 01284 20
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
#1) MK-7902
Study (Codenot|
bilirubin increase [Blood
broken) o
bilirubin increased]
CMUH107- 2004POLO00|Followup [#2 ) BLINDED ]
83. 2020/4/22 malignant neoplasm 1 A
REC1-188 7314 3 THERAPY ) ]
) progression [Malignant
(pembrolizumab i
) neoplasm progression]
) Solution for
injection
[k ] FRPHE -

110 # 05 * 26 p




ém?% FEARFRALRRLAREF-F8LR 4

F-LE#RFAXFRERIS( 2R
ey FEHEITARA
i ,
BB * % 1 e FAPF
[zip= 2P ]
*E % E 5 L 0 INJ-54767414 (daratumumab)
*E rMAFLHAF 109# 057 16 p 3 109# 11 % 15
1. CMUH106-REC1-110 £
[zip= 2482 ]
*E % E 5 L 0 INJ-54767414 (daratumumab)
*E rMEAFLHF108E 117 16p X 109# 11 % 15
[zip= 2P ]
*Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs) JNJ-73763989
*E%E 5 LA INJ-73763989
% >R H R 16 August 2020 to 15 February 2021
*Blinded Line Listing of Suspected Unexpected Serious Adverse
2. CMUH109-REC1-159 E/A R Reactions (SUSARs) JNJ-73763989
*E%E 5 LA 0 INJ-73763989
*% > 4F2 8 B 1 16 August 2020 to 15 February
2021*Development Safety Update Report No. 9
Executive Summary JNJ-73763989
*E%E 5 LA INJ-73763989
% >R 4 # 1 16 February 2020 to 15 February 2021
(8% 2424742 ]
*R% & L4 DARATUMUMAB
* pMAFLYPF 109 £ 057 16p 3 109# 117 15 p
(8% 2424742 ]
3. CMUH103-REC1-075 EFL R *R% & L4 DARATUMUMAB
X rMHIRLHEF 108+ 112 16 p % 109# 117 15 p
(8% 2424742 ]
*i&% # ¥ -4 ' DARATUMUMAB
* rMAFLYF 108~ 117 16p T 109F 057 15 p
[#¢]
*M ok D4R ERTO $e Bt 2% 202 5 B EL (FRH ERT
20-September-2020 #7% 4 2. - Az g% 2 F 2 > PRy >
1&@%@Emﬁﬁgwm$»j%?ﬁﬁﬁﬁ&Ww*
4 CMUH108-REC1-096 £ ?;;E-‘ﬁ Hepen@RE > ¥ ERT = 2 i P 1 IT RAZH - 4

BOPC A pr
g e AES

‘%—f‘ °
[pies 2% 2 dpis o)

22 % (independent impact assessment) ;
WL RH % 2 o i o

"é‘
7
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*ux 4~ @ Notification of ERT Cyber Security Incident
*p g 1 07-Oct-2020

[ppex 2T 2L EHEHFTS)
*5x & ¢ ERT® Cyber Security Incident — Outcome of Novartis
Independent Assessment of Impact
*p #p : 16-Nov-2020

CMUH103-REC1-080

|~
I3

wH

(% ial
*»x A~ ¢ AV001_B1871053_Supplemental CSR Published
060ct2020
*p #2020 % 10 * 06 p

[R5 i ]
*3 & @ AV001_B1871053-supplemental CSR synopsis
060ct2020
*p #2020 # 10 * 06 p

[R5 i ]
*3 & @ AV001_B1871053-supplemental CSR synopsis
060ct2020 * = 4 &
*p #p 2020 # 10 * 06 p

CMUH107-REC1-077

[h% 213484 ]
*:E % %4 ¢4 Upadacitinib

>MIRLPF 20202017 01 p 2020 = 06 * 30

fen

2
[z 214p2 ]
*3R5% ¥ ¢4 1 Upadacitinib

ML HF 2020 07 2 01 p 2020 & 12 * 31

fen

p

CMUH107-REC1-076

F

[z % 214p2]
*Egk ¥4 ¢4 ¢ Upadacitinib
2020 = 06 * 30

fen

*E rMAFL YR 12020 £ 01 0 01 p
2

(e % 24372 ]

*:%5% ¥4 ¢4+ Upadacitinib

*% > AFLH R 12020 07 F 01 p 2020 & 12 * 31

5

p

CMUH105-REC1-043

R

)

[z % 21484 ]
*:2% ¥ % 4L Upadacitinib (ABT-494)
* pMARA G 109 1% 1p 1 109% 120 31 p
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[z 244 ]
9. CMUH107-REC1-137 FLa *E% F 5 LfE 1 VAYT36, CFZ533
*E AMAFLYPF 1109 #0407 01p 3 109&F09 % 30

[z 244 ]

*E%E 5 L MKT7902
ErPHEHE
13-AUG-2020 to 12-FEB-2021

10. CMUH108-REC1-059 L

=
~F

LATRERFL A
11. CMUH108-REC1-118 RIFF 5 A Version 7.0
p #p: 24 Feb 2021

[ % 212484 ]

*35 ¥ ¢4 Satralizumab

=)

bm

12. CMUH109-REC1-183

Syl
=

*E ML HE
2020 £ 6% 1p-2021# 3" 31 p

[z 21 4r)

*RERE S L 0 ACP-196

*p gy 12019 06 % 27 p 3 20194 10 ¥ 30 p
[z 210 4r)

13. CMUH108-REC1-056 *E%E S L4 ACP-196

ki
|-
&

*p g :2019 & 10 % 31p % 2020& 04 % 30
[z 2]
*E%E e L4 1 ACP-196

*p g :2020# 057 01 p I 2020# 10 31 p

(k] FRATIH -
F¥-REPEAFATR (%)
ERE S WEER (3)
87tk (2050 4)
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