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

1 CMUH109- 2021/11/23 2111CHNO [Followup| CISPLATIN Preumonia 23 A
REC2-155 08692 11 FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR

JAPAN

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

5 CMUH109- 2021/11/23 2111CHNO [Followup| CISPLATIN Preumonia 23 A
REC2-155 08692 12 FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR

JAPAN
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CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
13

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

Pneumonia

2,3

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
14

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

Pneumonia

2,3

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
15

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

Pneumonia

2,3
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CMUH109-
REC2-155

2021/9/25

2111FRAQO
1820

Followup
3

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
ACIL FOR
JAPAN
#3)
OXALIPLATIN
FOR JAPAN
#4)
LEVOLEUCOV
ORIN FOR
JAPAN

Hyperthermia

Interstitial lung disease
Staphylococcal infection

General physical health

deterioration

1,23

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
16

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

Pneumonia

2,3

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
17

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

Pneumonia

2,3
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CMUH109-
REC2-155

2021/12/3

2112CHNO
05932

Initial

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

Upper gastrointestinal

haemorrhage

Oesophagitis

2,3

10.

CMUH109-
REC2-155

2021/12/3

2112CHNO
05932

Followup
1

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

Upper gastrointestinal

haemorrhage

Oesophagitis

2,3

11.

CMUH109-
REC2-155

2021/12/3

2112CHNO
05932

Followup
2

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

Oesophagitis

Upper gastrointestinal

haemorrhage

2,3
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12.

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
18

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

Pneumonia

2,3

13.

CMUH109-
REC2-155

2021/12/3

2112CHNO
05932

Followup
3

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

Oesophagitis

Upper gastrointestinal

haemorrhage

2,3

14.

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
19

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

Pneumonia

2,3
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#1) MK-3475
Study (Code not
broken)
#2) i
Oesophagitis
CMUH109- 2112CHNO Followup| CISPLATIN ) )
15. 2021/12/3 Upper gastrointestinal 23| A
REC2-155 05932 4 FOR JAPAN
haemorrhage
#3)
5-FLUOROUR
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2111CHNO [Followup| CISPLATIN ]
16. 2021/11/23 Pneumonia 23| A
REC2-155 08692 20 FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN
CMUH109- Tiragolumab
17. 2021/7/28 | 2881001 Initial UNEXPLAINED DEATH | 1 A
REC2-195 Atezolizumab
CMUH109- Follow | Tiragolumab
18. 2021/7/28 | 2881001 UNEXPLAINED DEATH | 1 A
REC2-195 up 1 Atezolizumab
CMUH109- - Tiragolumab
19. 2021/7/28 | 2881001 Initial UNEXPLAINED DEATH | 1 A
REC2-195 Atezolizumab
CMUH109- Follow | Tiragolumab MASSIVE TUMOR
20. 2021/9/10 | 2910560 1 A
REC2-195 up 1 Atezolizumab HEMORRHAGE
CMUH109- Follow | Atezolizumab
21. 2021/7/28 | 2881001 ] UNEXPLAINED DEATH | 1 A
REC2-195 up 1 Tiragolumab
CMUH109- » Atezolizumab MASSIVE TUMOR
22. 2021/9/10 | 2910560 | Initial ) 1 A
REC2-195 Tiragolumab HEMORRHAGE
CMUH109- Follow | Atezolizumab MASSIVE TUMOR
23. 2021/9/10 | 2910560 ) 1 A
REC2-195 up 1 Tiragolumab HEMORRHAGE
111 #02* 16 p % 38 F % 65T




éﬁl?% ﬁm'ﬁpﬂffwi»% EY SRS EEY R
F-t-2R5-ZFEEREEC R
B % AR (AR L
AE R |FAP D V5B LEE R N
g |6 EX T N
CMUH109- . Tiragolumab MASSIVE TUMOR
24. 2021/9/10 | 2910560 | Initial 1 A
REC2-195 Atezolizumab HEMORRHAGE
2,3,
7:Imp
CMUH109- 2021A5821 [follow up| Blinded for | ALLERGIC REACTION |ortant
25. 2021/6/29 ) 1 A
REC2-078 26 3 Investigator TO CETUXIMAB Medi
cal
Event
CMUH109- 2021A8209 Blinded for
26. 2021/11/15 Initial Gastric haemorrhage 1,5 A
REC2-078 33 Investigator
CMUH109- 2021A8209[follow up| Blinded for )
27. 2021/11/15 _ Gastric haemorrhage 1 A
REC2-078 33 1 Investigator
) WORSENING OF
CMUH109- 2021A6464 follow up| Blinded for
28. 2021/7/16 ULCERATIVECOLITIS | 1,3 | A
REC2-078 46 4 Investigator . .
(Colitis ulcerative)
CMUH109- 2022A0149 Blinded for DEATH OF UNKNOWN
29. 2022/1/7 Initial ) 1 A
REC2-078 35 Investigator CAUSE (Death)
) WORSENING OF
CMUH109- 2021A6464 follow up| Blinded for
30. 2021/7/16 ) ULCERATIVECOLITIS | 1,3 | A
REC2-078 46 5 Investigator . )
(Colitis ulcerative)
2,3,
4] 5!
7:IM
2022A0281 PORT]
CMUH109- » Blinded for )
31. 2022/1/14 43 Initial ] INFECTION (Infection) [ANT| A
REC2-078 Investigator
(E7404007) MED
ICAL
EVE
NT
#1) MK-7902 ]
o Hypertension
(lenvatinib ) )
Posterior reversible
CMUH110- 2108USAO |Followup mesylate)
32. 2021/8/13 encephalopathy syndrome | 2,3 [ A
REC2-034 04810 20 #2) ) o
Acute kidney injury
PEMBROLIZU H hvroidi
yperthyroidism
MAB
111 #02* 16 p % 39 F % 65 T
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#1)
PEMBROLIZU ) )
Gastrointestinal
CMUH110- 2111DEUO |Followup MAB
33. 2021/11/10 haemorrhage 23| A
REC2-034 04023 3 #2 ) MK-7902 i
eus
(lenvatinib
mesylate)
#1)
PEMBROLIZU '
eus
CMUH110- 2111DEUO |Followup MAB
34. 2021/11/10 Gastrointestinal 23| A
REC2-034 04023 4 #2 ) MK-7902 A "
aemorrhage
(lenvatinib
mesylate)
#1)
PEMBROLIZU lleus
CMUH110- 2111DEUO [Followup MAB Gastrointestinal
35. 2021/11/10 23 [ A
REC2-034 04023 5 #2 ) MK-7902 haemorrhage
(lenvatinib Sepsis
mesylate)
#1)
PEMBROLIZU lleus
CMUH110- 2111DEUO [Followup MAB Gastrointestinal
36. 2021/11/10 23 [ A
REC2-034 04023 6 #2 ) MK-7902 haemorrhage
(lenvatinib Sepsis
mesylate)
#1)
PEMBROLIZU lleus
37 CMUH110- 202111110 2111DEUO |Followup MAB Sepsis ’3 A
"| REC2-034 04023 7 #2) MK-7902 Gastrointestinal ’
(lenvatinib haemorrhage
mesylate)
111 #02* 16 p % 40 £ 65 F
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#1) MK-7902 ) o
Acute kidney injury
(lenvatinib . ]
Posterior reversible
CMUH110- 2108USAO |Followup mesylate)
38. 2021/8/13 encephalopathy syndrome | 2,3 [ A
REC2-034 04810 21 #2) o
Hyperthyroidism
PEMBROLIZU )
Hypertension
MAB
2022A0383
CMUH110- Blinded for PNEUMONITIS
39. 2022/1/11 72 Initial ) N 2,3 A
REC2-073 Investigator (Pneumonitis)
(E7405001)
2022A0383
CMUH110- follow up| Blinded for PNEUMONITIS
40. 2022/1/11 72 ) N 2,3 A
REC2-073 1 Investigator (Pneumonitis)
(E7405001)
2022A0383
CMUH110- follow up| Blinded for PNEUMONITIS 1,2,
41. 2022/1/11 72 ) N A
REC2-073 2 Investigator (Pneumonitis) 3
(E7405001)
2,3,
7:1mp
] ALLERGIC REACTION
CMUH110- 2021A8862 [follow up| Blinded for ortant
42. 2021/12/16 ] TO THE DRUG (Drug 1 A
REC2-073 96 2 Investigator o Medi
hypersensitivity)
cal
Event
21
7:1mp
AFEBRILE
CMUH110- 2022A0253follow up| Blinded for _|ortant
43. 2022/1/12 NEUTROPENIA (Febrile A
REC2-073 54 1 Investigator ) Medi
neutropenia)
cal
Event
111 #02* 16 p % 41 F > % 65 |
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44,

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
22

#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)(cisplat
in) Intravenous

infusion

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

2.3
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CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
23

#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)(cisplat
in) Intravenous

infusion

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

2.3
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46.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
24

#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)(cisplat
in) Intravenous

infusion

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

2.3
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47.

CMUH108-
REC2-134

2021/6/14

2106BRA0
04643

Followup
9

#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)(cisplat
in) Intravenous

infusion

Hepatorenal syndrome

[Hepatorenal syndrome]

1.3
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CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
25

#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)(cisplat
in) Intravenous

infusion

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

2.3
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CMUH108-
REC2-134

2020/9/14

2009USA0
05967

Followup
13

#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)

Intra-abdominal abscess
[Abdominal abscess]
Pancreatitis [Pancreatitis]
Acute Kidney Injury
[Acute kidney injury]

1.2.3
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50.

CMUH108-
REC2-134

2021/6/14

2106BRA0
04643

Followup
10

#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)(cisplat
in) Intravenous

infusion

Hepatorenal syndrome

[Hepatorenal syndrome]

1.3
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CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
26

#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)(cisplat
in) Intravenous

infusion

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

2.3
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52.

CMUH108-
REC2-134

2021/12/27

2112CHLO
09782

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)

[Gastrointestinal

haemorrhage]

Gastrointestinal bleeding

2.3
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53.

CMUH108-
REC2-134

2021/12/27

2112CHLO
09782

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)

[Gastrointestinal

haemorrhage]

Gastrointestinal bleeding

2.3

111 # 02 * 16 p
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54.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
24

#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

111 # 02 * 16 p
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55.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
27

#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)(cisplat
in) Intravenous

infusion

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

2.3

111 # 02 * 16 p
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56.

CMUH108-
REC2-134

2021/5/28

2106CHNO
00035

Followup
25

#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
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S7.

CMUH108-
REC2-134

2021/12/27

2112CHLO
09782

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)

[Gastrointestinal

haemorrhage]

Gastrointestinal bleeding

2.3

111 # 02 * 16 p
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58.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
28

#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)(cisplat
in) Intravenous

infusion

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

2.3

111 # 02 * 16 p
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59.

CMUH108-
REC2-134

2021/12/27

2112CHLO
09782

Followup
5

#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)

Gastrointestinal bleeding

[Gastrointestinal

haemorrhage]

2.3

60.

CMUH109-
REC2-155

2021/12/3

2112CHNO
05932

Followup
5

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

JAPAN

Upper gastrointestinal

haemorrhage
Death
Oesophagitis

1,23

111 # 02 * 16 p
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#1) MK-3475
Study (Code not
broken)
#2) Death
CMUH109- 2112CHNO [Followup| CISPLATIN Oesophagitis
61. 2021/12/3 ) ] 1231 A
REC2-155 05932 6 FOR JAPAN Upper gastrointestinal
#3) haemorrhage
5-FLUOROUR
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
Hyperthermia
ACIL FOR - )
Interstitial lung disease
CMUH109- 2111FRAO00|Followup JAPAN ] ]
62. 2021/9/25 Staphylococcal infection [1,2,3]| A
REC2-155 1820 4 #3) )
General physical health
OXALIPLATIN o
deterioration
FOR JAPAN
#4)
LEVOLEUCOV
ORIN FOR
JAPAN
#1) MK-3475
Study (Code not
broken)
#2) Death
CMUH109- 2112CHNO [Followup| CISPLATIN Oesophagitis
63. 2021/12/3 ) ) 123] A
REC2-155 05932 7 FOR JAPAN Upper gastrointestinal
#3) haemorrhage
5-FLUOROUR
ACIL FOR
JAPAN
111 202" 16 p % 58 F > % 65 F
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64.

CMUH109-
REC2-155

2021/12/3

2112CHNO
05932

Followup
8

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

Oesophagitis

Upper gastrointestinal

haemorrhage

1,23

65.

CMUH109-
REC2-158

2021/11/23

2111FRAOQ0
8897

Followup
6

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Cardiac failure

66.

CMUH109-
REC2-158

2021/10/1

2110ITAQO
1081

Followup
6

#1)
OXALIPLATIN
#2)
LEVOLEUCOV
ORIN
#3)
5-FLUOROUR
ACIL

Intestinal obstruction

Septic shock

2,3

111 # 02 * 16 p
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67.

CMUH109-
REC2-158

2021/12/27

2201ESPO0
0402

Followup
1

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
CAPECITABIN
E

Gastrointestinal toxicity

2,3

68.

CMUH109-
REC2-158

2021/11/29

2112CHLO
01991

Followup
2

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

Urosepsis

1,2

69.

CMUH109-
REC2-158

2021/12/27

2201ESPO0
0402

Followup
2

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
CAPECITABIN
E

Immune-mediated

enterocolitis

1,2,3

111 # 02 * 16 p
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70.

CMUH109-
REC2-158

2021/12/27

2201ESPO0
0402

Followup
3

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
CAPECITABIN
E

Immune-mediated

enterocolitis

1,23

71.

CMUH109-
REC2-158

2021/11/23

2111FRAOQ0
8897

Followup
7

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Cardiac failure

72.

CMUH109-
REC2-158

2021/11/29

2112CHLO
01991

Followup
3

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

Urosepsis

1,2

111 # 02 * 16 p
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73.

CMUH109-
REC2-158

2021/12/27

2201ESPO0
0402

Followup
4

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
CAPECITABIN
E

Immune-mediated

enterocolitis

1,23

74.

CMUH109-
REC2-158

2021/12/27

2201ESP0O0
0402

Followup
5

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
CAPECITABIN
E

Immune-mediated

enterocolitis

1,23

75.

CMUH109-
REC2-158

2022/1/10

2201CHLO
04404

Initial

#1)
OXALIPLATIN
#2)
LEVOLEUCOV
ORIN
#3)
5-FLUOROUR
ACIL

Acute myocardial

infarction

111 # 02 * 16 p
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76.

CMUH109-
REC2-158

2022/1/23

2201CHLO
07379

Followup
2

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Pulmonary embolism
COVID-19 pneumonia

1,2

77.

CMUH108-
REC2-059

2021/10/30

2111RUSO0
3715

Followup
5

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Cardiac failure acute

78.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Followup
26

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

Neutropenia

Septic shock

2,37

79.

CMUH108-
REC2-059

2021/6/21

2107DEUO0
01119

Followup
16

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Epistaxis

2,3

111 # 02 * 16 p




PRFFAETURFAFLRRLR B FEANE
F-T-EZR5-XFHEREE(L PR
NNy 4
2{ A P &j;f ﬁwﬁj VRES 1E @ %% |
#1)
PEMBROLIZU
MAB
CMUH108- 2106FRAQ |Followup #2) Neutropenia
80. 2021/5/14 2371 A
REC2-059 01438 27 PEMETREXED Septic shock
#3)
CARBOPLATI
N
#1)
PEMBROLIZU Pneumonia aspiration
MAB Infusion related reaction
81, CMUH108- 2021/5/14 2105USAO0 [Followup #2) Failure to thrive 23 A
REC2-059 03770 17 PEMETREXED Asthenia
#3) Sepsis
CARBOPLATI Rhabdomyolysis
N
(3R] B &4 -
x FREEAER
P ,
B * ¢ ¥ e FRPAE
[z 2pap]
1. | CMUH108-REC2-060 LY | RmES L4 MK-7339

*H rMIFLYPF 2021 £62 16 p 5 2021 & 122 15 p

2. CMUH108-REC2-155

(ETTEFYEED |
*RERE AL © Tirzeptide

*E rMAFAYPRF 12021 & 040 29p 3 2021 10 % 28 p

3. CMUH106-REC2-126

[z 214p2 ]
*i&% % $ ¢ 4L © Risankizumab

*E rMAFLYPF 12021 £ 37 26p 3 2020 & 9% 25 p

4, CMUH106-REC2-071

5E YA

(e % 244p2 ]
Fé%éﬁfﬁrﬂ & # © MK-3475 Pembrolizumab

XM AFL PR 120212030 04p 3 2021 % 09 % 03 p

5. CMUH108-REC2-134

9 AR

[z =% 2442 ]
*E% ¥4 L - MK-3475 Pembrolizumab
*E rMAFLHF 2021 £ 03 04p 3 2021 # 09 * 03 p

6. CMUH109-REC2-192

| >zkz#p= 244 © INJ-75348780 Blinded Line Listing of
Suspected Unexpected Serious Adverse Reactions (SUSARS) ;
Reporting Period : 23 April 2021 to 22 October 2021

1 INJ-75348780 Development Safety Update Report No. 1 Executive
Summary ; Period Covered: 23 October 2020 to 22 October 2021

111 & 02

716 p




PAPELRTURFEELRRLT 3B AR

F-t-ER¥ B ERES(L 2R
2L i
¥ 5 P
AR TR A FERG
[y 2p4p2]
7. | CMUH108-REC2-169 Ik | *HEEEP LA 0 MK-3475 Pembrolizumab
*g > AEL G F D 04-MAR-2021 to 03-SEP-2021
(&R R
*R & L4 Atezolizumab
*E pMAFAHRF 120212050 18 p 3 2021 & 11 % 17 p
8. | CMUH109-REC2-195 BB | RS EE RET A R SRR EL AP M R R

*3k5 ¥ ¢4 Tiragolumab/RO7092284
*E pMAFLAHREF 120212047 22 p 3 2021 & 107 21 p
AR X 2R F A HFD BERES AR ERLER.

(k] FRPH -

2
2

Imlﬂ-

3

BRBPEFTH (F)
L TRER (%)

~ ¥7§ (20850 4 )
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