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CMUH108-
REC2-134

2020/12/15

2309BRA0
02318

Followup
6

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

Regimen #1

immune-mediated hepatitis

[Immune-mediated

hepatitis]

2,3
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Followup
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broken);
Regimen #1
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion;
Regimen #1
#3)

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion;

Regimen #1

#1) MK-3475
Study (Code not

GEMCITABIN
E FOR JAPAN

immune-mediated hepatitis

[Immune-mediated

hepatitis]
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CMUH108-
REC2-134

2020/12/14

2309BRA0
02318

Followup
8

broken);
Regimen #1
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion;
Regimen #1
#3)

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion;

Regimen #1

#1) MK-3475
Study (Code not

GEMCITABIN
E FOR JAPAN

immune-mediated hepatitis

[Immune-mediated

hepatitis]

2,3
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2020/12/14

2309BRA0
02318

Followup
9

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

Regimen #1

immune-mediated hepatitis

[Immune-mediated

hepatitis]

2,3
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CMUH108-
REC2-134

2020/12/14

2309BRA0
02318

Followup
10

broken);
Regimen #1
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion;
Regimen #1
#3)

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion;

Regimen #1

#1) MK-3475
Study (Code not

GEMCITABIN
E FOR JAPAN

immune-mediated hepatitis

[Immune-mediated

hepatitis]

2,3
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CMUH108-
REC2-134

2020/12/15

2309BRA0
02318

Followup
1

broken);
Regimen #1
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion;
Regimen #1
#3)

(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion;

Regimen #1

#1) MK-3475
Study (Code not

GEMCITABIN
E FOR JAPAN

immune-mediated hepatitis

[Immune-mediated

hepatitis]

2,3
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CMUH108-
REC2-134

2020/12/15

2309BRA0
02318

Followup
12

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

Regimen #1

hepatitis]

immune-mediated hepatitis

[Immune-mediated

2,3

CMUH109-
REC2-158

2023/5/12

2305CHNO
04756

Followup
21

#1)
PEMBROLIZU
MAB
#2') MK-7902

seizure [Seizure]

Intracranial hemorrhage

[Haemorrhage intracranial]
Malignant neoplasm

progression [Malignant

neoplasm progression]

2,3
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B XM (FLEH
wesn |mapw | T " vaEs 3 #1|#
B 2 S5 )
#1) MK-7902
#2)
PEMBROLIZU ) )
gastric perforation
MAB o ]
43) resulting in septic shock
CMUH109- 2304DEUO |Followup [Gastric perforation]
9. 2023/4/20 OXALIPLATIN ) ) 13 A
REC2-158 09003 5 44) gastric perforation
resulting in septic shock
5-FLUOROUR )
[Septic shock]
ACIL
#5)
LEUCOVORIN
#1) MK-7902 )
Malignant neoplasm
CMUH109- 2208ARGO |Followup #2) ) ]
10. 2022/8/20 progression [Malignant | 1,3 | A
REC2-158 09228 19 PEMBROLIZU ]
neoplasm progression]
MAB
#1) MK-7902
#2)
PEMBROLIZU ) ]
gastric perforation
MAB o ]
4) resulting in septic shock
CMUH109- 2304DEUO |Followup [Gastric perforation]
11. 2023/4/20 OXALIPLATIN ) ) 131 A
REC2-158 09003 6 i) gastric perforation
resulting in septic shock
5-FLUOROUR ]
[Septic shock]
ACIL
#5)
LEUCOVORIN
#1) MK-7902
#2)
PEMBROLIZU o o
Cardiac insufficiency
MAB
CMUH109- 2111FRAOQ0|Followup [Cardiac failure]
12. 2021/10/18 #3) 23 [ A
REC2-158 8897 30 dyspnea on effort
CAPECITABIN )
. [Dyspnoea exertional]
#4)
OXALIPLATIN

112 # 11 % 22 p




PRFFCSEURFRPRRLR 4R FALR 4

- F-LoERAFLCRPEBREEC #R)
B XM (FLEH
nps (e | S FF " v 3 age % |5
B 2 S5 )
#1) MK-7902
CMUH109- 2211CHNO |Followup #2) Gastrorrhagia [Gastric
13. 2022/11/1 131 A
REC2-158 00639 8 PEMBROLIZU haemorrhage]
MAB
Intracranial hemorrhage
#1) [Haemorrhage intracranial]
CMUH109- 2305CHNO |Followup| PEMBROLIZU Malignant neoplasm
14. 2023/5/12 ) ) 23 | A
REC2-158 04756 22 MAB progression [Malignant
#2 ) MK-7902 neoplasm progression]
seizure [Seizure]
#1) MK-7902
#2)
PEMBROLIZU
MAB
CMUH109- 2207CHNO |Followup ) ) )
15. 2022/7/2 #3) lung infection [Pneumonia]| 1,3 A
REC2-158 01119 27
CAPECITABIN
E
#4)
OXALIPLATIN
#1) MK-7902
#2)
PEMBROLIZU o o
Cardiac insufficiency
MAB
CMUH109- 2111FRAOQO|Followup [Cardiac failure]
16. 2021/10/18 #3) 23 [ A
REC2-158 8897 31 dyspnea on effort
CAPECITABIN ]
. [Dyspnoea exertional]
#4)
OXALIPLATIN
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17.

CMUH109-
REC2-158

2022/7/2

2207CHNO
01119

Followup
28

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

lung infection [Pneumonia]

1,3

18.

CMUH109-
REC2-158

2023/3/26

2303ISR00
9490

Followup
10

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

myocarditis [Myocarditis]

1,3

19.

CMUH109-
REC2-158

2023/9/27

2310USA0
00107

Initial

#1)
PEMBROLIZU
MAB
#2') MK-7902

Septic Shock [Septic

shock]
Colitis [Colitis]

2,3

20.

CMUH109-
REC2-158

2023/9/27

2310USA0
00107

Followup
1

#1)
PEMBROLIZU
MAB
#2') MK-7902

Septic Shock [Septic

shock]
Colitis [Colitis]

2,3
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— - ERF Lo F A EREEC PR
B XM (FLEH
wesn |mapw | T " vaEs 3 # % [3m0
B 2 S5 )
#1) MK-7902
#2)
PEMBROLIZU
MAB
#3) : . .
CMUH109- 2304DEUO |Followup gastric perforation [Gastric
21. 2023/4/20 OXALIPLATIN ) 13 A
REC2-158 09003 7 perforation]
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
#1) . :
Septic Shock [Septic
CMUH109- 2310USAO |Followup | PEMBROLIZU
22. 2023/9/27 shock] 23 | A
REC2-158 00107 2 MAB - .
Colitis [Colitis]
#2 ) MK-7902
#1)
CAPECITABIN| sensitive neuropathy in
CMUH109- 2212CHLO |Followup .
23. 2022/11/29 E glottic spasm 2,3 A
REC2-158 00470 4
#2) [Laryngospasm]
OXALIPLATIN
#1) MK-7902 ] )
Septic Shock [Septic
CMUH109- 2310USAO |Followup #2)
24, 2023/9/27 shock] 237 A
REC2-158 00107 3 PEMBROLIZU . -
Colitis [Colitis]
MAB
#1 ) MK-7902 N N
Colitis [Colitis]
CMUH109- 2310USAO |Followup #2) ) )
25. 2023/9/27 Septic Shock [Septic 2371 A
REC2-158 00107 4 PEMBROLIZU
shock]
MAB
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26.

CMUH109-
REC2-158

2023/4/20

2304DEU0
09003

Followup
8

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

gastric perforation [Gastric

perforation]

1,3

27.

CMUH109-
REC2-158

2022/6/26

2206CHLO
08709

Followup
9

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

Sepsis [Sepsis]

1,23

28.

CMUH109-
REC2-158

2022/12/7

2212CHLO
03823

Followup
26

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

Anaphylaxis [Anaphylactic
reaction]
malignant neoplasm
progression [Malignant

neoplasm progression]

1,3,7

29.

CMUH109-
REC2-158

2023/9/25

2310USA0
00107

Followup
5

#1) MK-7902
#2)
PEMBROLIZU
MAB

Colitis [Colitis]
Septic Shock [Septic
shock]

2,37
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B XM (FLEH
wesn |mapw | T " vaEs 3 # % [3m0
B 2 S5 &
Intracranial hemorrhage
#1) [Haemorrhage intracranial]
CMUH109- 2305CHNO |Followup| PEMBROLIZU Malignant neoplasm
30. 2023/5/12 23 [ A
REC2-158 04756 23 MAB progression [Malignant
#2 ) MK-7902 | neoplasm progression]
seizure [Seizure]
#1) MK-7902
Colitis [Colitis]
CMUH109- 2310USAO0 |Followup #2) ) )
31. 2023/9/25 Septic Shock [Septic 237 A
REC2-158 00107 6 PEMBROLIZU
shock]
MAB
#1) MK-7902 - .
Colitis [Colitis]
CMUH109- 2310USAO |Followup #2) ) ]
32. 2023/9/25 Septic Shock [Septic 237 A
REC2-158 00107 7 PEMBROLIZU
shock]
MAB
#1) MK-7902 - .
Colitis [Colitis]
CMUH109- 2310USAO0 |Followup #2) ) )
33. 2023/9/25 Septic Shock [Septic 237 A
REC2-158 00107 8 PEMBROLIZU
shock]
MAB
Intracranial hemorrhage
#1) [Haemorrhage intracranial]
CMUH109- 2305CHNO |Followup| PEMBROLIZU Malignant neoplasm
34. 2023/5/12 23 [ A
REC2-158 04756 24 MAB progression [Malignant
#2 ) MK-7902 | neoplasm progression]
seizure [Seizure]
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35.

CMUH111-
REC2-084

2023/8/11

2308ESP00
5496

Followup
7

#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)

Bilateral pneumonia

[Pneumonia]

1.2.3

36.

CMUH111-
REC2-084

2023/8/10

2308USA0
06026

Followup
4

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(enfortumab
vedotin)

Injection

Myocardial Infarction
[Myocardial infarction]

Myocarditis [Myocarditis]

2.3
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#1) MK-3475

(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA

B VEDOTIN Immune mediated
CMUH111- 2202RUSO |Followup
2022/2/10 (3475 glomerulonephritis 23 | A
REC2-084 03642 5 .
SOLUTION [Glomerulonephritis]
FOR
INJECTION
STUDY)
(enfortumab
vedotin)

Injection

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA

B VEDOTIN Myocardial Infarction

CMUH111- 2308USAO0 |Followup o )
2023/8/10 (3475 [Myocardial infarction] 2.3 A

REC2-084 06026 5 . -
SOLUTION | Myocarditis [Myocarditis]

FOR

INJECTION

STUDY)
(enfortumab

vedotin)

Injection
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#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
CMUH111- 2023/8/11 2308ESPOOQ [Followup|  Intravenous Bilateral pneumonia 123l A
REC2-084 5496 8 infusion [Pneumonia]
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)

(cisplatin)
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40.

CMUH111-
REC2-084

2023/8/11

2308ESP00
5496

Followup
9

#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)

Bilateral pneumonia

[Pneumonia]

1.2.3

41.

CMUH109-
REC2-155

2023/7/12

2307CHNO
12350

Followup
25

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

Dermatitis

Pneumonitis

Alanine aminotransferase

increased

Pneumonia

Hepatic function abnormal

2,3

112 # 11 % 22 p
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~F-LlIERFLCXPREEH/ES( #R)
B XM (FLEH
K | Eap B " vaEs 3 w1 |
B 2 S5 )
#1) MK-3475
Study (Code not
broken) Pneumonitis
#2) Alanine aminotransferase
CMUH109- 2307CHNO |Followup| CISPLATIN increased
42. 2023/7/12 23 [ A
REC2-155 12350 26 FOR JAPAN Pneumonia
#3) Hepatic function abnormal
5-FLUOROUR Dermatitis
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken) ] ]
Febrile neutropenia
#2) .
Septic shock
CMUH109- 2310PRTOO0(|Followup| CISPLATIN ] ]
43. 2023/10/1 Multiple organ dysfunction| 1,3 | A
REC2-155 0617 2 FOR JAPAN
syndrome
#3) . .
Febrile neutropenia
5-FLUOROUR
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken) Pneumonitis
#2) Hepatic function abnormal
CMUH109- 2307CHNO |Followup| CISPLATIN | Alanine aminotransferase
44. 2023/7/12 ) 23| A
REC2-155 12350 27 FOR JAPAN increased
#3) Pneumonia
5-FLUOROUR Dermatitis
ACIL FOR
JAPAN
112 # 11 % 22 p % 50 F > % 60 F
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- F-LoERAFLCRPEBREEC #R)
B XM (FLEH
wesn |mapw | T " vaEs 3 w1 |
B 2 S5 )
#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
CMUH109- | 2023/10/Un |2311PRT00
45, Initial ACIL FOR Septic shock 1 A
REC2-155 k 0276
JAPAN
#4)
OXALIPLATIN
FOR JAPAN
#5)
LEVOLEUCOV
ORIN FOR
JAPAN
1,3,
7:1mp
CMUH110- 2023A1369(follow up| Blinded for PNEUMONITIS ortant
46. 2023/5/25 ) N A
REC2-073 06 1 Investigator (Pneumonitis) medic
al
event
CMUH110- 2023A1583(follow up| Blinded for 1.Hypovolaemic shock
47. 2023/6/11 ) ) 2,3 A
REC2-073 20 4 Investigator [2.DIARRHEA (Diarrhoea)
1,2,
1.MENTAL CONFUSION 3
DUE TO BREAST '
7:1mp
CMUH110- 2023A1370(follow up| Blinded for CANCER
48. 2023/6/8 ortant| A
REC2-073 16 2 Investigator PROGRESSION g
medic
(Malignant neoplasm |
a
progression)
event
CMUH110- 2023A1836 . Blinded for ]
49. 2023/8/10 Initial ] Thrombocytopenia 2,31 A
REC2-073 87 Investigator

112 # 11 % 22 p
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— - ERF Lo F A EREEC PR
B XM (FLEH
e | FAp Y - " ViR E N *AE# % |FR
B 2 S5 )
1.MULTIPLE ) 3
OCCURENCES OF o
7:1Imp
_ HYPOKALEMIA(Hypoka
CMUH110- 2023A0894 follow up| Blinded for ] ortant
50. 2023/3/16 ) laemia) A
REC2-073 88 8 Investigator medic
2.ESOPHAGITIS |
a
(Oesophagitis)
event
3.Gastritis
CMUH110- 2022A4100 (follow up| Blinded for
51. 2022/12/13 Pulmonary embolism 2,3 A
REC2-073 48 3 Investigator
2,3,
7:1mp
ALLERGIC REACTION
CMUH110- 2021A8862 [follow up| Blinded for ortant
52. 2021/12/16 TO TRASTUZUMAB A
REC2-073 96 5 Investigator o medic
(Drug hypersensitivity) |
a
event
2,3,
1.MULTIPLE
7:1mp
) OCCURENCES OF
CMUH110- 2023A0894 [follow up| Blinded for ortant
53. 2023/3/16 HYPOKALEMIA A
REC2-073 88 9 Investigator ) medic
(Hypokalaemia) |
a
2.Enterocolitis
event
UPPER
) GASTROINTESTINAL
CMUH110- 2023A1534 [follow up| Blinded for
54. 2023/7/3 ) HEMORRHAGE 2,3 A
REC2-073 06 2 Investigator ] .
(Upper gastrointestinal
haemorrhage)
2! 3!
7:1mp
CMUH110- 2023A1575(follow up| Blinded for | EDEMAIN THE BRAIN |ortant
55. 2023/7/6 ) ) A
REC2-073 67 2 Investigator (Brain oedema) medic
al
event
CMUH110- 2023A1583(follow up| Blinded for 1.Hypovolaemic shock
56. 2023/6/11 2,3 A
REC2-073 20 5 Investigator |2.DIARRHEA (Diarrhoea)
112 # 11 % 22 p % 52 F % 60 |
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- F-LoERAFLCRPEBREEC #R)
B XM (FLEH
wesn |mapw | T " vaEs 3 # % [3m0
B 2 S5 )
2,3,
7:lmp
CMUH110- 2023A1575(follow up| Blinded for | EDEMAIN THE BRAIN |ortant
57. 2023/7/6 A
REC2-073 67 3 Investigator (Brain oedema) medic
al
event
CMUH110- 2022A2985 [follow up| Blinded for
58. 2022/8/14 ) DIARRHEA (Diarrhoea) | 2,3 [ A
REC2-073 61 3 Investigator
1.Acute kidney injury
2.HEMATURIADUE TO
TUBE PLACEMENT
TRAUMA (Haematuria | 1, 2,
traumatic) 3,4,
3.INTRAHOSPITAL |7:Imp
CMUH110- 2022A3495 [follow up| Blinded for
59. 2022/9/7 PNEUMONIA ortant| A
REC2-073 1 13 Investigator . _
(Pneumonia) medic
4. ANEMIA (Anaemia) al
5.Metabolic acidosis event
6.WORSENING OF
HYPERGLYCEMIA
(Hyperglycaemia)
CMUH110- 2022A3505[follow up|  Blinded for ) ]
60. 2022/10/15 ) Febrile neutropenia 13| A
REC2-073 43 1 Investigator
2,3,
1.MULTIPLE
7:1mp
OCCURENCES OF
CMUH110- 2023A0894 [follow up| Blinded for ortant
61. 2023/3/16 ] HYPOKALEMIA A
REC2-073 88 10 Investigator ) medic
(Hypokalaemia) |
a
2.Enterocolitis
event
CMUH110- 2023A1534 [follow up| Blinded for Upper gastrointestinal
62. 2023/7/3 ) 2,3 A
REC2-073 06 3 Investigator haemorrhage
112 # 11 % 22 p % 53 % 60 |
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- F-LoERAFLCRPEBREEC #R)
B XM (FLEH
wesn |mapw | T " vaEs 3 # % [3m0
B 2 S5 )
2,3,
1.MULTIPLE
7:lmp
OCCURENCES OF
CMUH110- 2023A0894 [follow up| Blinded for ortant
63. 2023/3/16 HYPOKALEMIA A
REC2-073 88 11 Investigator ) medic
(Hypokalaemia) |
a
2.Enterocolitis
event
CMUH110- 2023A1836 follow up| Blinded for ]
64. 2023/8/10 ) Thrombocytopenia 2,3 A
REC2-073 87 1 Investigator
CMUH110- 2022A4100(follow up| Blinded for
65. 2022/12/13 Pulmonary embolism 2,3 A
REC2-073 48 4 Investigator
POTENTIAL
CMUH110- 2023A1874 [follow up| Blinded for
66. 2023/8/7 PNEUMONITIS 2 A
REC2-073 60 1 Investigator »
(Pneumonitis)
CMUH110- 2023A1583(follow up| Blinded for 1.Hypovolaemic shock
67. 2023/6/11 2,3 A
REC2-073 20 6 Investigator |2.DIARRHEA (Diarrhoea)
CMUH110- 2022A2795[follow up| Blinded for HEART FAILURE
68. 2023/8/1 ) ) ) 2,3 A
REC2-073 81 4 Investigator (Cardiac failure)
CMUH110- 2022A2795(follow up| Blinded for HEART FAILURE
69. 2023/8/1 ] ) ) 2,3 A
REC2-073 81 5 Investigator (Cardiac failure)
CMUH110- 2023A1874 [follow up| Blinded for PNEUMONIA
70. 2023/8/7 ) ) 2 A
REC2-073 60 2 Investigator (Pneumonia)
1.HYPOVOLEMIC
] SHOCK (Hypovolaemic
CMUH110- 2023A1583(follow up| Blinded for
71. 2023/6/11 shock) 2,3 A
REC2-073 20 7 Investigator
2.INTERMITTENT
DIARRHEA (Diarrhoea)
CMUH110- 2022A4100(follow up| Blinded for
72. 2022/12/13 ] Pulmonary embolism 2,3 A
REC2-073 48 5 Investigator
CMUH110- 2023A1608 [follow up| Blinded for WEIGT LOSS (Weight
73. 2022/8/17 ) 1,3 A
REC2-073 42 3 Investigator decreased)

112 # 11 % 22 p
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-~ F-LoERSL AP EEHRES( PR
B XM (FLEH
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5 2+ ML &
1,2,
3,7
) Impor
CMUH110- 2023A2368 Blinded for
74. 2023/10/7 Initial ) Hepatotoxicity tant [ A
REC2-073 92 Investigator ]
medic
al
event
2,3,
7:
Impor
CMUH110- 2023A2396 . Blinded for )
75. 2023/10/20 Initial ] Hypokalaemia tant | A
REC2-073 73 Investigator ]
medic
al
event
2,3,
4,7:
Impor
CMUH110- 2022A2189follow up| Blinded for )
76. 2022/6/1 ) Pancytopenia tant | A
REC2-073 86 3 Investigator )
medic
al
event
2,3,
7:
Impor
CMUH110- 2023A2396 [follow up| Blinded for )
77. 2023/10/20 Hypokalaemia tant | A
REC2-073 73 1 Investigator )
medic
al
event
2, 7:
Impor
CMUH110- 2022A2145(follow up| Blinded for ) tant
78. 2022/6/7 ] Hypomagnesaemia | A
REC2-073 62 3 Investigator medic
al
event

112 # 11 % 22 p
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— - ERF Lo F A EREEC PR
B XM (FLEH
e | FAp Y - " ViR E N *AE# % |FR
B 2 S5 )
DOXORUBICI | 1.INFLAMMATION OF
CMUH110- 2023A1260 | folow up N/ THE BRONCHUS
79. 2023/4/21 2,3 A
REC2-210 97 1 CYCLOPHOSP (Bronchitis)
HAMIDE 2.Myelosuppression
TRASTUZUM
AB
CMUH110- 2023A1705( folow up [DERUXTECAN HEART FAILURE
80. 2023/7/24 ) ) 2,3 A
REC2-210 26 1 / (Cardiac failure)
TRASTUZUM
AB
STUDY
PROCEDURE/
CMUH110- 2023A1893 TRASTUZUM
81. 2023/8/20 Initial SKIN RASH (Rash) 1 A
REC2-210 73 AB
DERUXTECAN
)
1,2,
3, 7:
DOXORUBICI
Impor
CMUH110- 2023A1242 [follow up N/ NEUMONITIS
82. 2023/5/26 tant | A
REC2-210 32 4 CYCLOPHOSP (Pneumonitis) )
medic
HAMIDE
al
event
2, 7:
DOXORUBICI Impor
CMUH110- 2023A1612|follow up N/ tant
83. 2023/7/10 Neutropenia A
REC2-210 68 2 CYCLOPHOSP medic
HAMIDE al
event
DOXORUBICI
CMUH110- 2023A1248|follow up N/ )
84. 2023/5/12 Myelosuppression 2 A
REC2-210 28 1 CYCLOPHOSP
HAMIDE

112 # 11 % 22 p
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- F-LoERAFLCRPEBREEC #R)
B XM (FLEH
nps (e | S FF " v 3 age % |5
B 2 S5 )
1,2,
3,7
DOXORUBICI
Impor
CMUH110- 2023A1242[follow up N/ NEUMONITIS
85. 2023/5/26 N tant | A
REC2-210 32 5 CYCLOPHOSP (Pneumonitis) ]
medic
HAMIDE
al
event
CMUH110- 2023A0361 [follow up| Blinded for | CHRONIC NEPHROSIS
86. 2023/2/8 ) ) 1,3 A
REC2-208 60 6 Investigator (Nephrotic syndrome)
1.BONE MARROW
SUPPRESSION
CMUH110- 2022A2945 [follow up| Blinded for (Myelosuppression)
87. 2022/8/20 ) 2,3 A
REC2-208 79 7 Investigator 2.POTENTIAL HY'S
LAW (Drug-induced liver
injury)
CMUH109- BGN-2020-[follow up| Tislelizumab Sudden Death
88. 2020/8/17 1,3 A
REC2-048 001445 3 Capecitabine Obstruction Gastric
CMUH109- BGN-2020-follow up| Tislelizumab Sudden Death
89. 2020/8/17 o ) ] 1,3 A
REC2-048 001445 4 Capecitabine Obstruction Gastric
CMUH109- BGN-2020-follow up| Tislelizumab Sudden Death
90. 2020/8/17 o ) ] 1,3 A
REC2-048 001445 5 Capecitabine Obstruction Gastric
CMUH109- BGN-2020-follow up| Tislelizumab Sudden Death
91. 2020/8/17 o ) ] 1,3 A
REC2-048 001445 6 Capecitabine Obstruction Gastric
CMUH109- BGN-2020-[follow up| Tislelizumab Pneumonitis
92. 2020/9/20 ) ) 1,3 A
REC2-048 001835 1 ZW?25 Lung infection
CMUH109- BGN-2020-[follow up| Tislelizumab Pneumonitis
93. 2020/9/20 ) ) 1,3 A
REC2-048 001835 2 ZW?25 Lung infection
CMUH109- BGN-2020-[follow up| Tislelizumab Pneumonitis
94. 2020/9/20 ) ) 1,3 A
REC2-048 001835 3 Z\W25 Lung infection
CMUH109- BGN-2021-follow up ZW25 Heart rate decreased
95. 2021/6/3 2,3 A
REC2-048 002014 5 Docetaxel Platelet count decreased

112 # 11 % 22 p
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SF-LoERYLCXTEEHREEC RR)
B XM (FLEH
e | FAp Y - " ViR E N *AE# % |FR
5 2 S5 &
1.WORSENING OF
ANEMIA (Anaemia)
CMUH107- 2020SF272 |follow up| GEMCITABIN
96. 2020/7/16 2.WORSENING OF 2,3 A
REC2-141 00 4 E/CISPLATIN
THROMBOCYTOPENIA
(Thrombocytopenia)
1.WORSENING OF
ANEMIA (Anaemia)
CMUH107- 2020SF272 |follow up| GEMCITABIN
97. 2020/7/16 2.WORSENING OF 2,3 A
REC2-141 00 5 E/CISPLATIN
THROMBOCYTOPENIA
(Thrombocytopenia)
2,3,
7:
DURVALUMA ST-ELEVATION |
mpor
CMUH107- 2019SE986 |follow up B/ MYOCARDIAL
98. 2019/7/6 tant | A
REC2-141 57 1 GEMCITABIN INFARCTION (Acute i
medic
E myocardial infarction) |
a
event
1)
DARATUMUM
CMUH111- 202309150 [follow-up AB
99. 2023/9/7 PNEUMONIA 1,3 A
REC2-153 18(1) 1 2)
TALQUETAMA
B
1)
DARATUMUM
CMUH111- 202309150 |follow-up AB
100. 2023/9/7 PNEUMONIA 131 A
REC2-153 18(2) 2 2)
TALQUETAMA
B
1)
TALQUETAMA
CMUH111- 202310438 B
101. 2023/10/13 initial SEPSIS 2371 A
REC2-153 27(0) 2)
DARATUMUM
AB
112 # 11 % 22 p % 58 F > % 60 F
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CMUH107-REC2-138

g
|-
I

[ % 2P+ ]

*E%k E A LA+ ACE-536 (luspatercept)
*ErPHFEIHE

DSUR: 2018 # 07 * 14 p -2023 & 06 * 24 p
SUSAR: 2022 & 12 * 25 p-2023 & 06 * 24 p

CMUH111-REC2-193

[5° il i an])

*dp Hp 12023 & 09 7 26 R

CMUH109-REC2-050

[z 2F2]

*:R % % L © Upadacitinib

*E ML HF 12023 £ 20 16 p 2 2023 & 8 7

15p

CMUH111-REC2-128

(2]
*NF L AT R 8 (version 2.0, 25 July 2023)

CMUH111-REC2-108

[z 22 ]

*:E 5% ¥4 LA Abemaciclib (LY?2835219)

*FAPELHPF 111 £ 09 29 p 1 112 & 03 7

28 p

CMUH106-REC2-158

g
|~
I3

[ # % > M 42 ] SASR#19
*ik5% ¥ 1 2 4L © SAR650984

*F AMELHPF 111 £ 09 02p 3 112 & 03 7

[ 8 % > M 482 ] SASR#20
*ik5% ¥ 1 2 4L SAR650984

*F AP EFLHPF 1122030 02 p 1 112 & 09

[ =# % > M 42 ] DSUR#13
*ik5% ¥ 1 2 4L 1 SAR650984

*F AP EFLHPF 111 £ 030 02p 3 112 & 03 7

01 p

01 p

01 p

CMUH111-REC2-007

T
|~
ﬂ

[ DSMB -3 )
*AZidpg c112£ 102 17 P

CMUH106-REC2-098

[#&]

1.2 4 A £ p (Durvalumab)
*5< 4 ¢ Edition 19 *p # : 11 September 2023
2.2 3% 4 £ p (Tremelimumab)
*5 4 o Edition 11 *p # : 20 October 2023
SHEDErA L E2da
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*e & D NA *p 3 21 September 2023

9. | CMUH109-REC2-164 HATR

[z =% 21442 ]
*xF P L4 PTO10
*F pMAF2 W 111# 120 18p 3 112# 06 * 17 p

10. | CMUH105-REC2-132 RIE R

[DSMB ji-2%:d ]
WLk p #2022 &30 28

[ % 2p4p2]

11. | CMUH111-REC2-007 ELR | *E%ES 4L Elranatamab
*E ALY 1122032 27p 2 112+ 097 26 B
[z#p= 244 ]
R ES L ALY
* rMHIFL WA 12022 & 12 % 26 p 3 2023 & 06
25 p (6 % * SUSAR Line-Listing)
12. | CMUH109-REC2-048 o Ak | *REREY LA ZW25
* rMHAFL MR 12022 # 07 F 29 p 3 2023 & 07 * 28
P (DSUR#07 & & & > {34p4)
* rMHAFA MR 12023 &£ 01 % 29 p 3 2023 & 07 * 28
p (6 ®* SUSAR Line-Listing)
[ 2424 ]
*R % & AL - DMX-200 (repagermanium)
13. | CMUH111-REC2-078 e | % 2 ML HPFI111 2092 03p 1 1122037 02 9~

112 #03* 03 p % 112#09* 02 p ~111 # 09 * 03

po3 112209 02p

(3] FLbd -
FR-FEFERFLRM)
ERE - REER0E)

87 ff (1930 4)
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