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#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475 Febrile neutropenia
SOLUTION [Febrile neutropenia]
CMUHL08. 2004TURD 3 FOR Duodenal obstructfon
REC2.134 2020/3/27 00245 Initial INJECTION [Duodenal obstruction] 2.3 A
STUDY) worsening of pericardial
#3) effusion [Pericardial
GEMCITABIN effusion]
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
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CMUH108-
REC2-134

2021/3/24

2103ESPO0
7800

Initial

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

apex bulbar ulcer

[Duodenal ulcer]
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CMUH108-
REC2-134

2020/3/27

2004TURO
00245

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Febrile neutropenia

[Febrile neutropenia]
Duodenal obstruction
[Duodenal obstruction]

worsening of pericardial

effusion [Pericardial

effusion]

2.3
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CMUH108-
REC2-134

2021/3/24

2103ESPO0
7800

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

apex bulbar ulcer

[Duodenal ulcer]

2.3
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CMUH108-
REC2-134

2021/6/10

2106GBRO
04435

Initial

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

death [Death]
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CMUH108-
REC2-134

2020/3/27

2004TURO
00245

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Febrile neutropenia

[Febrile neutropenia]
Duodenal obstruction
[Duodenal obstruction]

worsening of pericardial

effusion [Pericardial

effusion]

2.3
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CMUH108-
REC2-134

2021/6/19

2106GBRO
05838

Initial

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Bowel perforation

[Intestinal perforation]

2.3
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REC2-134

2021/6/10

2106GBRO
04435

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

death [Death]
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CMUH108-
REC2-134

2020/3/27

2004TURO
00245

Followup
3

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Febrile neutropenia

[Febrile neutropenia]
Duodenal obstruction
[Duodenal obstruction]

worsening of pericardial

effusion [Pericardial

effusion]

2.3
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10.

CMUH108-
REC2-134

2021/6/19

2106GBRO
05838

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Bowel perforation

[Intestinal perforation]

2.3
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11.

CMUH108-
REC2-134

2021/6/10

2106GBRO
04435

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

death [Death]
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CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Initial

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

myocarditis [Myocarditis]

2.3
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13.

CMUH108-
REC2-134

2021/6/10

2106GBRO
04435

Followup
3

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

cholangiocarcinoma

[Cholangiocarcinoma]
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14.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

myocarditis [Myocarditis]
Myasthenia gravis

[Myasthenia gravis]

2.3

15.

CMUH110-
REC2-058

2021/3/29

21TH00008
7

Follow

up 1

Rezafungin/Plac
ebo vs
Caspofungin
(Code not
broken)

Anaphylactic shock

16.

CMUH109-
REC2-155

2021/4/22

2104CHNO
07600

Followup
5

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Tumour haemorrhage

1.3
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17.

CMUH109-
REC2-155

2021/4/18

2104CHNO
06194

12

Followup

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Tumour haemorrhage

1.3

18.

CMUH109-
REC2-155

2020/9/16

2009CHNO
08328

Followup
26

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Platelet count decreased
Respiratory failure
Renal failure
Arrhythmia
lleus
Diarrhoea

Febrile neutropenia

2.3

19.

CMUH108-
REC2-059

2021/4/26

2104ARGO
08664

Followup
2

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLATI
N

Anaemia

13

20.

CMUH108-
REC2-059

2021/3/14

2103AUTO
04492

Followup
7

#1)

PEMBROLIZU

MAB

#2)

PEMETREXED
#3)

CISPLATIN

Pericarditis
Aortitis
General physical health

deterioration

1,3
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#1)
PEMBROLIZU
MAB _
Pneumonia
CMUH108- 1912ARGO |Followup #2) )
21. 2019/12/2 Malignant neoplasm 1,23 A
REC2-059 03229 8 PEMETREXED )
progression
#3)
CARBOPLATI
N
#1)
PEMBROLIZU
MAB
Back pain
#2) .
Sepsis
CMUH108- 2103DEUO |Followup |PEMETREXED .
22. 2021/3/2 Immune-mediated 13| A
REC2-059 04490 12 #3) .
enterocolitis
CISPLATIN A id o
cute Kidney Injury
#4)
DIMENHYDRI
NATE
#1)
PEMBROLIZU
MAB
Death
CMUH108- 2004AUTO |Followup #2) ]
23. 2020/3/26 General physical health | 23 | A
REC2-059 00132 12 PEMETREXED o
deterioration
#3)
CARBOPLATI
N
#1)
PEMBROLIZU
CMUH108- 2104NZLO0 |Followup o
24. 2021/4/8 MAB Glucose tolerance impaired| 2,3 [ A
REC2-059 02219 6
#2)
PEMETREXED

110 # 08 * 04 p
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#1)
PEMBROLIZU
CMUH108- 2104NZLO |Followup ] )
25. 2021/4/8 MAB Type 1 diabetes mellitus | 2,3 [ A
REC2-059 02219 7
#2)
PEMETREXED
Thrombocytopenia
#1) .
Pulmonary sepsis
PEMBROLIZU ) ) o
CMUH108- 2004FRAOQ |Followup Gastrointestinal toxicity
26. 2020/4/1 MAB ) o 23 [ A
REC2-059 02523 20 ) Autoimmune hepatitis
Serratia infection
PEMETREXED )
Anaemia
#1)
PEMBROLIZU )
General physical health
MAB o
CMUH108- 2103AUTO |Followup deterioration
27. 2021/3/14 #2) . 13 A
REC2-059 04492 9 Aortitis
PEMETREXED o
Pericarditis
#3)
CISPLATIN
#1)
PEMBROLIZU
CMUH108- 2104NZLO |Followup ) )
28. 2021/4/8 MAB Type 1 diabetes mellitus | 2,3 | A
REC2-059 02219 8
#2)
PEMETREXED
#1) MK-7339
(olaparib) )
CMUH108- 2103BRAO0 |Followup Severe acute respiratory
29. 2021/3/15 #2) 13| A
REC2-059 07229 5 syndrome
PEMBROLIZU
MAB
110 # 08 * 04 p % 48 7> % 59 |
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30.

CMUH108-
REC2-059

2021/6/3

2106FRAQ
01438

Followup
1

#1)

PEMBROLIZU
MAB
#2)

PEMETREXED
#3)

CARBOPLAT

N

Septic shock

31.

CMUH108-
REC2-059

2020/4/16

2006ROMO
02684

Followup
23

#1)
PEMBROLIZU

MAB

#2)
PEMETREXED

#3)
CARBOPLAT

N
#4)
CISPLATIN

Anaemia

Thrombocytopenia

2,3

32.

CMUH108-
REC2-059

2020/4/1

2004FRAQ
02523

Followup
21

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Thrombocytopenia
Pulmonary sepsis
Gastrointestinal toxicity
Autoimmune hepatitis

Serratia infection

Anaemia

2,3

33.

CMUH108-
REC2-059

2021/3/31

2105ROMO
00861

Followup
3

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLAT
N

Thrombocytopenia

110 # 08 * 04 p
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34.

CMUH108-
REC2-059

2021/6/3

2106FRAQ
01438

Followup
2

#1)

PEMBROLIZU
MAB
#2)

PEMETREXED
#3)

CARBOPLAT

N

Septic shock

2,3

35.

CMUH108-
REC2-059

2021/3/2

2103DEU0
04490

Followup
13

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CISPLATIN

Acute kidney injury
Sepsis
Immune-mediated
enterocolitis

Back pain

1,3

36.

CMUH108-
REC2-059

2021/6/3

2106FRAQ
01438

Followup
3

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLAT
N

Septic shock

2,3

37.

CMUH108-
REC2-059

2021/3/2

2103DEU0
04490

Followup
14

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CISPLATIN

Back pain
Sepsis
Immune-mediated
enterocolitis
Acute kidney injury

Platelet count decreased

1,3

38.

CMUH108-
REC2-059

2021/2/21

2102ARGO
08315

Followup
7

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Pneumonitis

13
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| 6P 2 | ul N
#1)
PEMBROLIZU
MAB
CMUH108- 2106FRAQ |Followup #2) ]
39. 2021/6/3 Septic shock 23| A
REC2-059 01438 4 PEMETREXED
#3)
CARBOPLATI
N
#1)
PEMBROLIZU
Pericarditis
MAB )
CMUH108- 2103AUTO |Followup General physical health
40. 2021/3/14 #2) o 13 A
REC2-059 04492 10 deterioration
PEMETREXED
Aortitis
#3)
CISPLATIN
#1)
PEMBROLIZU
CMUH108- 2007FRAQ |Followup ) )
41, 2020/5/22 MAB Respiratory distress 13 A
REC2-059 01841 11
#2)
PEMETREXED
#1)
PEMBROLIZU Anaemia
CMUH108- 2103COLO [Followup ) o
42, 2021/3/10 MAB Acute kidney injury 13 A
REC2-059 03832 5 )
#2) COVID-19 pneumonia
PEMETREXED
Gastrointestinal toxicity
#1) )
Pulmonary sepsis
PEMBROLIZU ) .
CMUH108- 2004FRAOQ |Followup Autoimmune hepatitis
43. 2020/4/1 MAB o ) 23 | A
REC2-059 02523 22 #) Serratia infection
Anaemia
PEMETREXED ]
Thrombocytopenia
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5, § ¥ 2 | ul N
Thrombocytopenia
#1) Pulmonary sepsis
PEMBROLIZU | Autoimmune hepatitis
CMUH108- 2004FRAOQ |Followup o )
44, 2020/4/1 MAB Serratia infection 23| A
REC2-059 02523 23
#2) Anaemia
PEMETREXED Thrombocytopenia
Gastrointestinal toxicity
#1)
Platelet count decreased
PEMBROLIZU ]
Sepsis
MAB ]
CMUH108- 2103DEUO |Followup Immune-mediated
45, 2021/3/2 #2) . 13 ] A
REC2-059 04490 15 enterocolitis
PEMETREXED ] o
Acute kidney injury
#3)
Back pain
CISPLATIN
#1)
PEMBROLIZU
MAB
CMUH108- 2104ARGO |Followup #2) ]
46. 2021/4/26 Anaemia 13 A
REC2-059 08664 4 PEMETREXED
#3)
CARBOPLATI
N
#1)
Platelet count decreased
PEMBROLIZU ]
Sepsis
MAB ) o
CMUH108- 2103DEUO |Followup Acute Kidney injury
47. 2021/3/2 #2) ) 13 A
REC2-059 04490 16 Immune-mediated
PEMETREXED N
enterocolitis
#3)
Back pain
CISPLATIN
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48.

CMUH108-
REC2-059

2020/12/9

2012ARGO
06069

Initial

#1)

PEMBROLIZU
MAB
#2)

PEMETREXED
#3)

CARBOPLAT

N

Malignant neoplasm
progression
Anaemia

Thrombocytopenia

1,3

49,

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Followup

5

#1)

PEMBROLIZU
MAB
#2)

PEMETREXED
#3)

CARBOPLAT

N

Neutropenia

Septic shock

2,37

50.

CMUH108-
REC2-059

2021/4/26

2104ARGO
08664

Followup
5

#1)

PEMBROLIZU
MAB
#2)

PEMETREXED
#3)

CARBOPLAT

N

Anaemia

13

51.

CMUH108-
REC2-059

2020/11/10

2012NZLO
01304

Followup
8

#1)
PEMBROLIZU
MAB
#2)

Myocarditis

PEMETREXED

1,3
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| 6P 2 | ul N
#1)
PEMBROLIZU
MAB )
CMUH108- 2006ROMO|Followup Anaemia
52. 2020/4/16 #2) ) 23 [ A
REC2-059 02684 24 Thrombocytopenia
PEMETREXED
#3)
CISPLATIN
#1)
PEMBROLIZU
MAB Thrombocytopenia
CMUH108- 2012ARGO |Followup #2) Malignant neoplasm
53. 2020/12/9 ) 13 A
REC2-059 06069 1 PEMETREXED progression
#3) Anaemia
CARBOPLATI
N
#1)
Back pain
PEMBROLIZU ]
Sepsis
MAB ) o
CMUH108- 2103DEUO |Followup Acute Kidney injury
54. 2021/3/2 #2) ] 131 A
REC2-059 04490 17 Immune-mediated
PEMETREXED N
enterocolitis
#3)
Platelet count decreased
CISPLATIN
#1)
PEMBROLIZU
MAB
CMUH108- 2104ARGO |Followup #2) Anaemia
55. 2021/4/26 13 A
REC2-059 08664 6 PEMETREXED COVID-19
#3)
CARBOPLATI
N
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#1)
PEMBROLIZU Thrombocytopenia
MAB Anaemia
CMUH108- 2012ARGO |Followup #2) COVID-19
56. 2020/12/9 ] 131 A
REC2-059 06069 2 PEMETREXED Malignant neoplasm
#3) progression
CARBOPLATI Anaemia
N
#1)
PEMBROLIZU
MAB
CMUH108- 2106FRAOQ |Followup #2) Neutropenia
57. 2021/5/14 _ 237 A
REC2-059 01438 6 PEMETREXED Septic shock
#3)
CARBOPLATI
N
#1) MK-7339
Study (Code not
CMUH108- 2102TURO [Followup broken) Acute myocardial
58. 2021/2/4 23| A
REC2-060 03260 8 #2 ) MK-3475 infarction
(pembrolizumab
)
#1) MK-7339
CMUH108- 2102BRAO |Followup .
59. 2021/2/17 Study (Code not Hepatitis 1,23 A
REC2-060 08045 4
broken)
DIARRHEA
CMUH109- GLY-2020- [follow up
60. 2021/2/18 GNX102 DEHYDRATION 2,3 C
REC2-108 00004 2
HYPOTENSION
CMUH108- Follow o o
61. 2021/5/30 [2120983US Cariprazine Suicide Attempt 2&3| A
REC2-108 up 1
CRS
CMUH109- 202105116 |follow up
62. 2021/5/5 JNJ-75348780 NEUTROPENIA 1-3] A
REC2-192 36(2) 2
BACTEREMIA
CMUH105- A20210351| Follow CNS infection [Central | 1~
63. 2021/3/16 ALXN1210 o A
REC2-142 7 up 1 nervous system infection] |2 ~ 3
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CMUH105- A20210351| Follow CNS infection [Central | 1~
64. 2021/3/16 ALXN1210 ) ] A
REC2-142 7 up 2 nervous system infection] [2 ~ 3
CMUH105- A20210351 » CNS infection [Central
65. 2021/3/16 Initial ALXN1210 ) ) 23 A
REC2-142 7 nervous system infection]
Intracranial infection with
cerebral edema
CMUH105- A20210311| Follow o ) 1-
66. 2021/3/8 ALXN1210 [Intracranial infection] A
REC2-142 8 up 2 _ ) 2~3
Febrile neutropenia
[Febrile neutropenia]
Intracranial infection with
CMUH105- A20210351| Follow 1-
67. 2021/3/16 ALXN1210 cerebral edema A
REC2-142 7 up 3 o ) 2~3
[Intracranial infection]
Intracranial infection with
CMUH105- A20210351| Follow 1-
68. 2021/3/16 ALXN1210 cerebral edema A
REC2-142 7 up 4 o ] 2~3
[Intracranial infection]
[iR] RRTIH -
QR #F i# }i‘ is 1 IE % ﬁ
o
g 2
B > ¢ e FEPF
[z % 21484 ]
1. CMUH107-REC2-055 vAlR | Y E S L4 ¢ Zolbetuximab
* pMAFL YT 2020 052 07 F % 2021+ 05 06 P
[TaragEr£p]
L. *1x A ¢ Ramucirumab (LY3009806)_25May2021
2. | CMUH104-REC2-116 LR | wp g 0021 5 05 1 25§
[z % 21484 ]
*W% ¥ L4 Atezolizumab
s g rMARL YT 2020+ 117 18 p 3 2021 & 057 17 B
3. CMUH109-REC2-119 9 AR (202 > pdes )
*E o ¥4 LA © Tiragolumab
* pMIFLPHF 2020# 107 22 p 3 2021 & 04 % 21 p
(EETERICEED
4. | CMUH106-REC2-096 LAkt | Y% EFF LL 0 MK-3475 Pembrolizumab
* pMIFLHPF 2020 09" 04p 3 2021 & 03 % 03 F
[z 2p4E2]
5. CMUH107-REC2-142 v A8k *:22 &4 ¢4 Irinotecan Liposome Injection
* rMAFL YT 2020 102 23 p % 2021 # 04 % 22 p
[ %¢ <id & 3] Letter to Investigators: Updated results from
6. CMUH108-REC2-002 E£L 7 | phase 3 OCEAN study shows melflufen met primary endpoint of
superior PFS — Overall Survival data lead to partial clinical hold
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*Tapd 2020 &7 8p

[ ¥ i 5otz 3] Letter to Investigators: Oncopeptides
implementation of FDA partial clinical hold of all clinical studies
with melflufen pending further investigation — Urgent Safety
Measure dated 08 Jul 2021
*Fap g 120217 8p

[ ¥ i 50z 3] Subject: Oncopeptides implementation of FDA
partial clinical hold of all clinical studies with melflufen, pending
further investigations — Urgent Safety Measure dated 08 Jul 2021
*Bap g 1202172 8p

CMUH105-REC2-084

i
[
B

CUEFYE TS
CRRER
*E > PFAHEF 1092032 01p 3 110&205% 31 p

CMUH109-REC2-191

FIH

[#=]
*n % ¢ ICF notification letter dated 14Jun2021

CMUH108-REC2-059

Lt

[z 2pdp2]
*RS% E P LA T MK-7339
*g MMAF AP 2020 127 16p % 20216 15 P

10.

CMUH106-REC2-158

o
|~
I3

[(##=]

*hE CATRBAREA VS

*p#p 12020# 097 01 p

LATRTH ~BE 2 B2 ARPMF 022 FTEF R &ATH
TP T AL A > 2 FF ek 3 4 Bone lytic disease i o % { {5
TR ERARFE G ARRI DG 2 FRFLREL BT D
12 AGAL -

*hECATEBEE VI

*p# :2021 & 03 " 16 p

LATATH B2 B ARPMF LI FARTRTRIATHT 5
Isatuximab 7 < A § 9L 0 02 &G B EK PR 3 DIRT O
B ERG O RUBE T GH LR FE AR IR A
PRELRE T PR AwAL

[(##=]

*hE AT BEEA VO

*p#p:2021 %037 16 p

LATATH ~B%2 B AHp 30 0 P £ RUATHT 5
Isatuximab ¥ ¥ A4k § 1L > 2 k4G B ;;éiﬂf @ P 7 4 ] 37 e
WEFR O RLLE D GH L EE R R AR RO G 4
PREL R B RTIE AGAL

[{a7a8c2p]

*5= A~ 1 ED12

*p# :2021 & 05 19 p

AXAFFALP AR A ERF e K8 22§ ok
TR 0 I e FTenlicdy -

=

11.

CMUH108-REC2-060

ETEEYEED
*ipsh E L4 0 MK-7339
*% p AR PR 12020 & 127 16 p 1 2021 &6 0 15 p

12.

CMUH107-REC2-147

[z 2432 ]
*R & LA Isatuximab
*E rMAFLHF 202101 06 p T 202103 % 01 p

13.

CMUH106-REC2-118

W
2

(2% 21484 ]
*Eo% ¥4 L4 ¢ Vilaprisan
*E rMAELHEF 109 F 122 01p T 110# 052 31 p
3M Quarterly Summary Report
| Quarterly Summary Report_01Dec2020 to 28Feb2021
I SUSAR Study Cases_01Dec2020 to 28Feb2021
| Serious Study Conduct Related Cased_01Dec2020 to 28Feb2021

110 # 08 * 04 p
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pn|  rpuww | w4 PG
I Quarterly Summary Report_01Mar2021 to 31May2021
| SUSAR Study Cases_01Mar2021 to 31May2021
| Serious Study Conduct Related Cased 01Mar2021 to 31May2021
[z 2p4E2]
*R % & 4L Rezafungin
*E >MAFAMHAF 2019 077 11p X 2020# 07 2 10 p
- [##]
14. | CMUH110-REC2-058 FIE | an g - m b SUSAR 4% - = 21FRO00096_ it & A -
[2#]
*M % @ E e SUSAR i 4 - 2 21FR000096(1)_FU-1 7= (]
COVID-19 5= » 22 & @ hl) -
[z 2p4E2]
*EEHREY LA ZW25
* pMAFLPEFI2020& 07 P 29 p 3 2021 & 01" 28 p (6
# * SUSAR Line-Listing)
s *ES% E ¥ L4 BGB-A3l7
15. | CMUH109-REC2-048 AR g ypaps ;Fy 12020 117 21p % 2021 & 05" 20p (6
i * SUSAR Line-Listing)
*E% ¥4 Lf - BGB-A317
*E rMAFAHREF 20202 052 21 p 3 2021 & 057 20 ¢
(DSUR#06 & & % > 1447 2)
[57° widdviz &)
*Z S p g r110& 05" 06 p
16. | CMUH104-REC2-065 LA [zip% 2p4R2]
*:k5% ¥4 ¢4k 1 Durvalumab (MEDI4736)
*X rMEFLHF 110#£01 % 13p 3 110E 047 12
. [DSMC -3 i )
17. | CMUH104-REC2-065 LAt ki 4 p #2021 & 40 23 p
[z % 21484 ]
SUSAR Line Listing :
o 6 Month Safety Report for BR11-179-835-001
18. | CMUH110-REC2-048 AR eIy
BRII-179 (VBI-2601) % BRII-835 (VIR-2218)
*X rMEFLHF110#-£012 01p 2 110#06* 30
[z 2p4F2]
#ek ¥ ¢4 1 MEDI4736(Durvalumab)
* pMAFLYF 2019 17 13p 3 2019 & 70 12 p
* pMAFLYF 2019 72 13 p 3 2020 17 12 p
X >MEFAHREF 2020 1 13 p 3 2020& 7 % 12 p
19. | CMUH105-REC2-015 BHFM | RPARA M A 12020£ 70 138 3 20214# 10 12p
W F 5 4L Tremelimumab
* pMFLYF 2019 17 13p 3 2019 & 70 12 p
* pMAFLHF 2019 72 13 p 3 2020 1% 12 p
*H rMAFLYTF 2020 12 13 p 3 2020 7% 12 B
*E rMAFLYTF 2020 72 13 p 3 2021 & 1% 12 B
[z 2p4E2]
20. | CMUH107-REC2-048 Lt *E%E 5 LfE - ONO-4538

*E rMAFLYPF 1109 & 120 01p 3 110# 02 7 28 p

(k] FRPHE -

FR-REFEFALR (%)
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