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PEMBROLIZU ] ]
CMUH108- 2107DEUO |Followup Gastrointestinal
5. 2021/7/1 MAB 23 [ A
REC2-059 01119 4 haemorrhage
#2)
PEMETREXED
#1)
PEMBROLIZU
MAB
CMUH108- 2106FRAOQ |Followup #2) Neutropenia
6. 2021/5/14 ) 237 A
REC2-059 01438 10 PEMETREXED Septic shock
#3)
CARBOPLATI
N
#1)
PEMBROLIZU ] )
CMUH108- 2107DEUO |Followup Gastrointestinal
7. 2021/7/1 MAB 23 [ A
REC2-059 01119 5 haemorrhage
#2)
PEMETREXED
#1)
PEMBROLIZU
MAB
#2)
CMUH108- 2006ROMO | Followup |PEMETREXED Anaemia
8. 2020/4/16 ] 23 [ A
REC2-059 02684 25 #3) Thrombocytopenia
CARBOPLATI
N
#4)
CISPLATIN

110 # 09 * 29 p
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#1) .
Immune-mediated
PEMBROLIZU N
enterocolitis
MAB )
CMUH108- 2103DEUO |Followup Sepsis
9. 2021/3/2 #2) ) o 13 A
REC2-059 04490 20 Acute kidney injury
PEMETREXED
Platelet count decreased
#3) .
Back pain
CISPLATIN
#1)
PEMBROLIZU ] ]
CMUH108- 2107DEUO |Followup Gastrointestinal
10. 2021/7/1 MAB 23| A
REC2-059 01119 6 haemorrhage
#2)
PEMETREXED
#1)
PEMBROLIZU ] ]
CMUH108- 2107DEUO |Followup Gastrointestinal
11. 2021/7/1 MAB 23| A
REC2-059 01119 7 haemorrhage
#2)
PEMETREXED
#1) .
Immune-mediated
PEMBROLIZU N
enterocolitis
MAB ]
CMUH108- 2103DEUO |Followup Sepsis
12. 2021/3/2 #2) . o 13 A
REC2-059 04490 21 Acute kidney injury
PEMETREXED
Platelet count decreased
#3)
Back pain
CISPLATIN
#1)
PEMBROLIZU o
CMUH108- 2107DEUO |Followup Gastrointestinal
13. 2021/7/1 MAB 23 [ A
REC2-059 01119 8 haemorrhage
#2)
PEMETREXED
#1)
PEMBROLIZU
CMUH108- 2108BRA0
14, 2021/7/30 Initial MAB Pancytopenia 13 A
REC2-059 02128
#2)
PEMETREXED

110 # 09 * 29 p
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#1) .
Immune-mediated
PEMBROLIZU N
enterocolitis
MAB _
CMUH108- 2103DEUO |Followup Sepsis
15. 2021/3/2 #2) ) o 13 A
REC2-059 04490 22 Acute kidney injury
PEMETREXED
Platelet count decreased
#3) .
Back pain
CISPLATIN
#1)
PEMBROLIZU _ _
CMUH108- 2107DEUO |Followup Gastrointestinal
16. 2021/7/1 MAB 23 [ A
REC2-059 01119 9 haemorrhage
#2)
PEMETREXED
#1)
PEMBROLIZU
CMUH108- [2021/Unkno | 2108RUSO -
17. Initial MAB Death 1 A
REC2-059 wn date 07308
#2)
PEMETREXED
#1) .
Thrombocytopenia
PEMBROLIZU ]
CMUH108- 2108BRAO [Followup Neutropenia
18. 2021/7/30 MAB ) 13 A
REC2-059 02128 1 42) Leukopenia
Anaemia
PEMETREXED
CMUH109- LINTON20
19. 2021/4/25 initial | Catumaxomab DYSPNEA 2,3 A
REC2-061 210001
CMUH109- LINTON20
20. 2021/4/25 FUl Catumaxomab DYSPNEA 2,41 A
REC2-061 210001
CMUH109- LINTON20
21. 2021/4/25 FU2 Catumaxomab DYSPNEA 2,5 A
REC2-061 210001
CMUH109- LINTON20
22. 2021/4/25 FU3 | Catumaxomab DYSPNEA 2,6 | A
REC2-061 210001

110 # 09 * 29 p
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23.

CMUH110-
REC2-034

2021/5/27

2105ESPO0
7522

Followup
6

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

Cerebral haemorrhage

1,3

24,

CMUH110-
REC2-034

2021/7/23

2108KORO0
00694

Followup
1

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

Interstitial lung disease

Musculoskeletal chest pain

13

25.

CMUH110-
REC2-034

2021/8/13

2108USA0
04810

Initial

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

Posterior reversible
encephalopathy syndrome

Hypertension

2,3

26.

CMUH110-
REC2-034

2021/7/23

2108KORO0
00694

Followup
2

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

Interstitial lung disease

Musculoskeletal chest pain

13

217.

CMUH110-
REC2-034

2021/8/13

2108USA0
04810

Followup
1

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

Posterior reversible
encephalopathy syndrome

Hypertension

2,3

110 # 09 * 29 p
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#1)
PEMBROLIZU
CMUH110- 2106ESPO0 - MAB
28. 2021/6/10 Initial Encephalopathy 23| A
REC2-034 3747 #2 ) MK-7902
(lenvatinib
mesylate)
#1) MK-7902
(lenvatinib
CMUH110- 2108KORO |Followup mesylate) Interstitial lung disease
29. 2021/7/23 113 A
REC2-034 00694 3 #2) Musculoskeletal chest pain
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2106ESPOO | Followup mesylate)
30. 2021/6/10 Encephalopathy 23| A
REC2-034 3747 1 #2)
PEMBROLIZU
MAB

110 # 09 * 29 p
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31.

CMUH108-
REC2-134

2021/6/14

2106BRAO0
04643

Initial

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

infusion

hepatorenal syndrome

[Hepatorenal syndrome]

kidney injury]

Acute kidney injury [Acute

1.3

110 # 09 * 29 p
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32.

CMUH108-
REC2-134

2021/3/24

2103ESPO0
7800

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)
(gemcitabine)
Intravenous

infusion

apex bulbar ulcer

[Duodenal ulcer]

2.3

110 # 09 * 29 p
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#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475 )
Intracranial Hemorrhage
SOLUTION ) ]
[Haemorrhage intracranial]
FOR
Neutrophil count decreased
INJECTION )
[Neutrophil count
CMUH108- 2104CHNO |Followup STUDY)
33. 2021/4/22 decreased] 1.23] A
REC2-134 07668 8 #3)
Platelet Count Decreased
GEMCITABIN
[Platelet count decreased]
E FOR JAPAN
biliary tract infection
(3475 . ) ]
[Biliary tract infection]
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion

110 # 09 * 29 p
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34.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
14

#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)
(gemcitabine)
Intravenous

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

1.2.3

110 # 09 * 29 p
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35.

CMUH108-
REC2-134

2021/6/14

2106BRAO0
04643

Followup
1

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

infusion

hepatorenal syndrome

[Hepatorenal syndrome]

kidney injury]

Acute kidney injury [Acute

1.3

110 # 09 * 29 p
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36.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
15

#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)
(gemcitabine)
Intravenous

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

1.2.3

110 # 09 * 29 p
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37.

CMUH108-
REC2-134

2021/6/14

2106BRAO0
04643

Followup
2

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

infusion

hepatorenal syndrome

[Hepatorenal syndrome]

kidney injury]

Acute kidney injury [Acute

1.3

110 # 09 * 29 p
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38.

CMUH108-
REC2-134

2021/7/4

2107CHLO
01539

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)
(gemcitabine)
Intravenous

infusion

SEPSIS [Sepsis]

110 # 09 * 29 p
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#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
Death of unknown cause
SOLUTION
[Death]
FOR
Neutrophil count decreased
INJECTION )
[Neutrophil count
CMUH108- 2104CHNO |Followup STUDY)
39. 2021/4/22 decreased] 1.23] A
REC2-134 07668 9 #3)
Platelet Count Decreased
GEMCITABIN
[Platelet count decreased]
E FOR JAPAN
biliary tract infection
(3475 . ) ]
[Biliary tract infection]
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
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40.

CMUH108-
REC2-134

2021/8/11

2108CHNO
03790

Followup
1

#2)
CISPLATIN
FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion
#3)

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

Multiple organ failure
[Multiple organ

dysfunction syndrome]

2.3

110 # 09 * 29 p
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#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
Death of unknown cause
SOLUTION
[Death]
FOR
Neutrophil count decreased
INJECTION )
[Neutrophil count
CMUH108- 2104CHNO |Followup STUDY)
41, 2021/4/22 decreased] 1.23] A
REC2-134 07668 10 #3)
Platelet Count Decreased
GEMCITABIN
[Platelet count decreased]
E FOR JAPAN
biliary tract infection
(3475 . ) ]
[Biliary tract infection]
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
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#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475 Esophagitis [Oesophagitis]
sophagitis [Oesophagitis
SOLUTION Phad Pheg
nausea [Nausea]
FOR
vomiting [Vomiting]
INJECTION
Platelet count decreased
CMUH108- 2001TURO [Followup STUDY)
42, 2020/1/27 [Platelet count decreased] |1.2.3| A
REC2-134 10432 1 #3)
bacterial pneumonia
GEMCITABIN _ _
[Pneumonia bacterial]
E FOR JAPAN
Oral intake reduce
(3475 [Hypophagic]
ophagia
SOLUTION ypophag
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
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43.

CMUH108-
REC2-134

2021/8/11

2108CHNO
03790

Followup
2

#2)
CISPLATIN
FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion
#3)

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

Multiple organ failure
[Multiple organ

dysfunction syndrome]

2.3

110 # 09 * 29 p
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#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
Death of unknown cause
SOLUTION
[Death]
FOR
Neutrophil count decreased
INJECTION )
[Neutrophil count
CMUH108- 2104CHNO |Followup STUDY)
44, 2021/4/22 decreased] 1.23] A
REC2-134 07668 11 #3)
Platelet Count Decreased
GEMCITABIN
[Platelet count decreased]
E FOR JAPAN
biliary tract infection
(3475 . ) ]
[Biliary tract infection]
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
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45.

CMUH108-
REC2-134

2021/6/14

2106BRAO0
04643

Followup
3

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

infusion

hepatorenal syndrome

[Hepatorenal syndrome]

1.3

110 # 09 * 29 p

S




PRFFAETEARFAIRBLAEF -FELA €
" F-CERFLEIFEEREE( RK)

¢

L P

R e
2 5o

SIS )
&

g

| d
=

" 5

*AFE R

i
,‘m

por
e

46.

CMUH108-
REC2-134

2021/8/11

2108CHNO
03790

Followup
3

#2)
CISPLATIN
FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion
#3)

GEMCITABIN
E FOR JAPAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

Multiple organ failure
[Multiple organ

dysfunction syndrome]

2.3

110 # 09 * 29 p
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47.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
16

#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)
(gemcitabine)
Intravenous

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

1.2.3

110 # 09 * 29 p
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#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
Death of unknown cause
SOLUTION
[Death]
FOR
Neutrophil count decreased
INJECTION )
[Neutrophil count
CMUH108- 2104CHNO |Followup STUDY)
48, 2021/4/22 decreased] 1.23] A
REC2-134 07668 12 #3)
Platelet Count Decreased
GEMCITABIN
[Platelet count decreased]
E FOR JAPAN
biliary tract infection
(3475 . ) ]
[Biliary tract infection]
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
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49,

CMUH108-
REC2-134

2021/8/11

2108CHNO
03790

Followup
4

#2)
CISPLATIN
FOR JAPAN

(3475
SOLUTION

FOR

INJECTION
STUDY)
(cisplatin)

Intravenous

infusion

#3)

GEMCITABIN
E FOR JAPAN
(3475
SOLUTION

FOR

INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

Multiple organ failure
[Multiple organ
dysfunction syndrome]
Thromboembolic event

[Embolism]

2.3
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50.

CMUH108-
REC2-134

2021/7/16

2107DEUO0
06194

Followup
4

#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)
(gemcitabine)
Intravenous

infusion

fatigue [Fatigue]
bleeding after ascites
puncture [Puncture site

haemorrhage]

1.3
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CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
17

#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)
(gemcitabine)
Intravenous

infusion

myocarditis [Myocarditis]

Myasthenia gravis

[Myasthenia gravis]

1.2.3

52.

CMUH109-
REC2-155

2021/4/22

2104CHNO
07600

Followup
6

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

JAPAN

Tumour haemorrhage

1.3

110 # 09 * 29 p
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#1) MK-3475
Study (Code not
broken)
#2)
Platelet count decreased
CMUH109- 2107CHNO » CISPLATIN )
53. 2021/7/11 Initial Neutrophil count decreased| 2.3 | A
REC2-155 04843 FOR JAPAN )
Infection
#3)
5-FLUOROUR
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken)
#2)
Platelet count decreased
CMUH109- 2107CHNO |Followup| CISPLATIN )
54, 2021/7/11 Neutrophil count decreased| 2.3 | A
REC2-155 04843 1 FOR JAPAN ]
Infection
#3)
5-FLUOROUR
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
Platelet count decreased
broken) ) ]
Respiratory failure
#2)
Renal failure
CMUH109- 2009CHNO |Followup| CISPLATIN )
55. 2020/9/16 Arrhythmia 23 | A
REC2-155 08328 27 FOR JAPAN
lleus
#3)
Diarrhoea
5-FLUOROUR ) )
Febrile neutropenia
ACIL FOR
JAPAN

110 # 09 * 29 p




PRFFAETEARFAIRBLAEF -FELA €
" F-CERFLEIFEEREE( RK)

* § St

L P

2 5L

R e

SIS )
&

B

|4
|5

" 5

?AEE

Er

por
e

56.

CMUH109-
REC2-155

2021/3/11

03818

2103TWNO

follow up
7

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

Hepatitis [Hepatitis]

sepsis [Sepsis]

2.3

S7.

CMUH109-
REC2-155

2021/4/22

2104CHNO
07600

Followup
7

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

Tumour haemorrhage

1.3

110 # 09 * 29 p
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58.

CMUH109-
REC2-158

2021/7/30

2108FRAQ
01332

Followup
2

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
#6)
LEVOLEUCOV
ORIN

Perforation

2,3

59.

CMUH109-
REC2-158

2021/7/30

2108FRAQ
01332

Followup
3

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
#6)
LEVOLEUCOV
ORIN

Perforation

2,3

110 # 09 * 29 p
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#1) MK-7902
(lenvatinib
mesylate)

#2)
PEMBROLIZU
MAB
#3)

CMUH109- 2108FRAOQ |Followup| OXALIPLATIN

REC2-158 2021/7/30 01332 A 44) Gastric perforation 2,3

5-FLUOROUR

ACIL
#5)
LEUCOVORIN
#6)
LEVOLEUCOV
ORIN

#1) MK-7902
(lenvatinib
mesylate)

#2)

PEMBROLIZU

MAB

CMUH109- 2108FRAOQ |Followup

2021/7/30 #3) Gastric perforation 1,2,3

REC2-158 01332 5

OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN

110 # 09 * 29 p % 60 F > x 65 F
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#1) MK-7902
(lenvatinib
mesylate)

#2)

PEMBROLIZU

MAB

CMUH109- 2108FRAQ |Followup

2021/7/30 #3) Gastric perforation 1,2,3

REC2-158 01332 6

OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN

#1) MK-7902
(lenvatinib
mesylate)

#2)
PEMBROLIZU
MAB
#3)

CMUH109- 2108FRAOQ |Followup| OXALIPLATIN ] .

REC2.158 2021/7/30 01330 . 4) Gastric perforation 1,2,3

5-FLUOROUR

ACIL
#5)
LEUCOVORIN
#6)
LEVOLEUCOV
ORIN

110 # 09 * 29 p % 61 F > x 65 |
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64.

CMUH109-
REC2-158

2021/7/30

2108FRAQ
01332

Followup
8

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
#6)
LEVOLEUCOV
ORIN

Gastric perforation

1,23

65.

CMUH109-
REC2-158

2021/7/30

2108FRAQ
01332

Followup
9

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN

Gastric perforation

1,23

66.

CMUH109-
REC2-050

2020/11/??

21P-028-38
05275-00

FOLLO
W UP

Upadacitinib

1. Tuberculosis of spine

2. Hemoglobin low

110 # 09 * 29 p
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67.

CMUH109-
REC2-155

2021/3/11

2103TWNO
03818

follow up
8

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

Hepatitis [Hepatitis]

sepsis [Sepsis]

2.3

68.

CMUH108-
REC2-002

2021/7/13

RU-ONCO
PEPPR-008
39

follow

up 1

- Pomalidomide
(POMALIDOM
IDE)
DEXAMETHA
SONE(DEXAM
ETHASONE)

-Pneumonitis

(Pneumonitis)

1,3,7
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CMUH108-REC2-155

[z 2142 ]

*W% ¥ L4 Tirzepatide
% > 43R4 # & © Approval Date: 29-Jun-2021

- AfRR A RBAFL RAPY

: Nonclinical Safety Report,

Approval Date: 29-Jun-2021

CMUH108-REC2-115 EX§

[ed L6 4]

W p P 1 CO41101 Study memo_Study CO41101 (IPATunity170) —
Notification of Final Clinical Cut-off Date for Efficacy Data, Date:

19 August 2021

CMUH109-REC2-061

[DSMB i+ i 4]
12021 & 07 * 14 p

- UL

CMUH108-REC2-144

[z 213484 ]

*3 % %4 ¢4 : Durvalumab

*E rMAFLHPF 12020 01 7 13 p 3

2021 # 01 * 12 p

CMUH108-REC2-087 E2

[ % 21484 ]

a. SSR_Selexipag_Blinded_21Dec2020-20Jun2021
*R & L4 Selexipag

XML YF 109 E 120 21 p 3

1102 06 * 20 p

CMUH107-REC2-136

[z 213484 ]

*E 5% ¥4 L4 : Brigatinib (AP26113)

110 & 09

729 p

% 63 F > x 65 F
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BB

* g%

P&
344

I

*E rMAFLYPF 1108& 47 28p 3 110# 04 % 27 p

g AR

1. Brigatinib 6 Monthly SUSAR LL_28APR2020-270CT2020

2. Brigatinib 6 Monthly SUSAR LL_280CT2020-27APR2021

3. Brigatinib-2002 PRA Brigatinib DSUR_28April2019-27 April2020
10 Jun 2020

4. Brigatinib-2002 PRA Brigatinib DSUR_28April2020-27April2021
14 Jun 2021

CMUH108-REC2-075

8 AR

[ DSMB -3 i 4]
*isk s p 12021 & 05 7 21 p

CMUH107-REC2-015

trim ik

[#&]
P
« LR F R LE LR #:BGB-A317-302_Study Country Level
NTF Template_ICF typo error_19Mar2021
« LR F R LFILE > 1 BGB-A317-302-ICF typo error
clarification letter_site 886048_29Jul2021
e ® £ 9 % % Covance :x £ 5 Labcorp ;1 §# <~ i*: Potential Impact
of Name Change_20210526_Billingual
« ¢ £ 9 % % Covance :x % % Labcorp ;1 §# < i: LN 50941
Branding Entity Name SGP 15June2021
o ¢ £ 9 % % Covance :x £ 5 Labcorp j1f# < i+:
BGB-A317-302_Study NTF of Covance lab name
changes_30Jun2021

CMUH109-REC2-192

o
|~
I3

[2#]
*F\ g :
1. % 4% > 4F (Urgent Safety Measure » USM) 5= 4 p #p :
Urglnt Safety Measure(USM), Date: 03 September 2021
2. Genentech and Roche Statements 3= # p # : 16 August 2021

10.

CMUH107-REC2-138

o
|~
I3

(EEIEEICE TS

*:Rk5% ¥ ¢4k ACE-536 (luspatercept)
*EAPELPE

2021 # 1" 14 p-2021# 6" 24 p
*:k% &4 L4 © Epoetin

*E AR YR

2021 # 1" 14 p-2021# 6" 24 p

11.

CMUH109-REC2-018

[#dp % 2HEL 2 547])
*35% ¥ L4 Venetoclax
X >MAELHF 2020#& 117 29p 1 2021 & 057 28 p

12.

CMUH109-REC2-050

[z#=% 2p82]
*:R 2 & ¢4 Upadacitinib
* pMAFLEHEF 2020 £ 01" 01 p 3 2021 £ 06 * 30 P
CEEE-REED
*5= 4 p g @ Upadacitinib Investigator Brochure Edition 12 - 16
August 2021

13.

CMUH105-REC2-042

b
&
S

[zh% 2id4r2]
*35% # ¥ ¢4 Nivolumab, Sorafenib
*% pPARLE[H ]
*P\ »5 :
ONO-2020-015034 (BMS-2020-076260)
ONO-2020-015034 (BMS-2020-076260)
ONO-2017-005995 (BMS-2017-049292)

(3R] FaPHE -

FR-REVPEFATE (B)

E8E - WEER (%)

110 # 09 * 29 p
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