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#1) New coronavirus infection
CMUH109- 2205RUSO |Followup| PEMBROLIZU | Covid-19 [COVID-19]
2022/4/21 1,3
REC2-158 04989 7 MAB cancerous cachexia
#2 ) MK-7902 [Cachexia]
death [Death]
#1 ) MK-7902 Immune Hepatitis?
CMUH109- 2404CHNO [Followup #2) [Immune-mediated
2024/4/24 1,3
REC2-158 11676 1 PEMBROLIZU hepatitis]
MAB obstructive jaundice,
[Jaundice cholestatic]
death [Death]
#1 ) MK-7902 Immune Hepatitis?
CMUH109- 2404CHNO [Followup #2) [Immune-mediated
3. 2024/4/24 1,3
REC2-158 11676 2 PEMBROLIZU hepatitis]
MAB obstructive jaundice,
[Jaundice cholestatic]
41) New coronavirus infection
Covid-19 [COVID-19]
CMUH109- 2205RUSO [Followup | PEMBROLIZU
4, 2022/4/21 Malignant neoplasm 1,3
REC2-158 04989 8 MAB
progression [Malignant
#2 ) MK-7902
neoplasm progression]
death [Death]
#1 ) MK-7902 Immune Hepatitis?
CMUH109- 2404CHNO [Followup #2) [Immune-mediated
5. 2024/4/24 1,3
REC2-158 11676 3 PEMBROLIZU hepatitis]
MAB obstructive jaundicey,
[Jaundice cholestatic]
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Death [Death]
#1 ) MK-7902 immune hepatitis?
CMUH109- 2405CHNO #2) [Immune-mediated
2024/4/24 Initial L3 A
REC2-158 05438 PEMBROLIZU hepatitis]
MAB obstructive jaundice,
[Jaundice cholestatic]
death [Death]
#1 ) MK-7902 Immune Hepatitis?
CMUH109- 2404CHNO [Followup #2) [Immune-mediated
2024/4/24 1,31 A
REC2-158 11676 4 PEMBROLIZU hepatitis]
MAB obstructive jaundice,
[Jaundice cholestatic]
#1 ) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
CMUH109- 2404CHLO |Followup #4) 5- progression of disease
2024/3/29 1 A
REC2-158 00834 1 FLUOROURAC| [Disease progression]
IL
#5)
LEUCOVORIN
#6)
LEVOLEUCOV
ORIN
obstructive jaundice
#1) MK-7902
[Jaundice cholestatic]
CMUH109- 2405CHNO |Followup #2)
2024/4/24 immune hepatitis? 1,3 A
REC2-158 05438 1 PEMBROLIZU
[Immune-mediated
MAB

hepatitis]
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obstructive jaundice
#1 ) MK-7902
[Jaundice cholestatic]
CMUH109- 2405CHNO |Followup #2)
10. 2024/4/24 immune hepatitis? 1,3 A
REC2-158 05438 2 PEMBROLIZU
[Immune-mediated
MAB
hepatitis]
obstructive jaundice
#1 ) MK-7902
[Jaundice cholestatic]
CMUH109- 2405CHNO |Followup #2)
11. 2024/4/24 immune hepatitis? 1,3 A
REC2-158 05438 3 PEMBROLIZU
[Immune-mediated
MAB
hepatitis]
Intracranial hemorrhage
#1 ) MK-7902 [[Haemorrhage intracranial]
CMUH109- 2305CHNO [Followup #2) Malignant neoplasm
12. 2023/5/12 1,23 A
REC2-158 04756 30 PEMBROLIZU | progression [Malignant
MAB neoplasm progression]
seizure [Seizure]
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CMUHI111-
REC2-084

2024/1/24

2401DEUO
16823 8

Followup

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

infusion

urosepsis [Urosepsis]

Endocarditis infective

[Endocarditis]

pulmonary embolism

[Pulmonary embolism]
Aortic valve disease
[Aortic valve disease]

Stroke [Cerebrovascular

accident]

2,3

14.

CMUHI111-
REC2-084

2024/3/6

2403JPNOO

2085 14

Followup

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

Injection

pneumonia [Pneumonia]

2,3
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15.

CMUHI111-
REC2-084

2024/2/23

24031TA00
1633

Followup

1

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

Injection

diarrhea [Diarrhoea]

2,3

16.

CMUHI111-
REC2-084

2024/2/18

2402ISR00
8192

Followup

4

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

infusion

pancytopenia

[Pancytopenia]

2,3
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#1)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
urosepsis [Urosepsis]
STUDY)
Endocarditis infective
(cisplatin)
[Endocarditis]
Intravenous
pulmonary embolism
CMUHI111- 2401DEUO |Followup infusion
17. 2024/1/24 [Pulmonary embolism] 2,3 A
REC2-084 16823 9 #2)
Aortic valve disease
GEMCITABIN
[Aortic valve disease]
E (3475
Stroke [Cerebrovascular
SOLUTION
accident]
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
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CMUHI111-
REC2-084

2024/2/18

8192

2402ISR00

5

Followup

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

infusion

pancytopenia

[Pancytopenia]

2,3

19.

CMUHI111-
REC2-084

2024/3/6

2085

2403JPNOO

Followup
15

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

Injection

pneumonia [Pneumonia]

2,3
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CMUHI111-
REC2-084

2024/1/24

2401DEUO
16823

Followup
10

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

infusion

urosepsis [Urosepsis]

Endocarditis infective

[Endocarditis]

pulmonary embolism

[Pulmonary embolism]
Aortic valve disease
[Aortic valve disease]

Stroke [Cerebrovascular

accident]

2,3

21,

CMUHI111-
REC2-084

2024/2/23

2403ITA00
1633 2

Followup

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

Injection

diarrhea [Diarrhoea]

2,3
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CMUHI111-
REC2-084

Followup infusion
2024/1/24

#1)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)

Intravenous

#2)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

urosepsis [Urosepsis]

Endocarditis infective

[Endocarditis]

pulmonary embolism

[Pulmonary embolism]
Aortic valve disease
[Aortic valve disease]

Stroke [Cerebrovascular

accident]

CMUHI111-
REC2-084

2024/3/6

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

Injection

pneumonia [Pneumonia]
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CMUHI111-
REC2-084

2024/2/18

2402ISR00

8192

Followup
6

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

infusion

pancytopenia

[Pancytopenia]

2,3
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#1)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
urosepsis [Urosepsis]
STUDY)
Endocarditis infective
(cisplatin)
[Endocarditis]
Intravenous
pulmonary embolism
CMUHI111- 2401DEUO |Followup infusion
25, 2024/1/24 [Pulmonary embolism] | 2,3 | A
REC2-084 16823 12 #2)
Aortic valve disease
GEMCITABIN
[Aortic valve disease]
E (3475
Stroke [Cerebrovascular
SOLUTION
accident]
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
113 # 07 ® 03 p % 33 F % 48 F
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26.

CMUHI111-
REC2-084

2024/2/18

2402ISR00

8192

Followup

7

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

infusion

pancytopenia

[Pancytopenia]

2,3
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27.

CMUHI111-
REC2-084

2024/3/6

2403JPNO0
2085

Followup

17

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

Injection

pneumonia [Pneumonia]

2,3

28.

CMUHI111-
REC2-084

2024/3/6

2403JPNOO
2085

Followup
18

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

Injection

pneumonia [Pneumonia]

2,3
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29.

CMUHI111-
REC2-084

2024/2/23

24031TA00
1633

Followup

3

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

Injection

diarrhea [Diarrhoea]

2,3

30.

CMUHI111-
REC2-084

2023/12/10

2312USA0
04493

Initial

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

Pulmonary Embolism

[Pulmonary embolism]

2,3
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31.

CMUHI111-
REC2-084

2024/2/18

8192

2402ISR00

8

Followup

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

infusion

pancytopenia

[Pancytopenia]

2,3

32.

CMUHI111-
REC2-084

2024/2/23

1633

2403ITA00

Followup
4

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

Injection

diarrhea [Diarrhoea]

2,3
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33.

CMUHI111-
REC2-084

2024/2/18

2402ISR00

8192

Followup
9

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

infusion

pancytopenia

[Pancytopenia]

2,3
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34.

CMUHI111-
REC2-084

2024/1/24

2401DEUO

Followup
16823 13

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

infusion

urosepsis [Urosepsis]

Endocarditis infective

[Endocarditis]

pulmonary embolism

[Pulmonary embolism]
Aortic valve disease
[Aortic valve disease]

Stroke [Cerebrovascular

accident]

2,3

35.

CMUHI111-
REC2-084

2024/2/23

2403ITA00
1633 5

Followup

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

Injection

diarrhea [Diarrhoea]

2,3
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#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
CMUHI111- 2312USAO0 |Followup| Intravenous Pulmonary Embolism
2023/12/10
REC2-084 04493 1 infusion [Pulmonary embolism]
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)

(cisplatin)
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#1)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
urosepsis [Urosepsis]
STUDY)
Endocarditis infective
(cisplatin)
[Endocarditis]
Intravenous
pulmonary embolism
CMUHI111- 2401DEUO |Followup infusion
37. 2024/1/24 [Pulmonary embolism] | 2,3 | A
REC2-084 16823 14 #2)
Aortic valve disease
GEMCITABIN
[Aortic valve disease]
E (3475
Stroke [Cerebrovascular
SOLUTION
accident]
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
VENTRICULAR
TR- TACHYCARDIA;
]‘5 2’
CMUH109- ABBVIE- | Follow MULTIORGAN
38. 2022/7/29 Navitoclax 3,4, A
REC2-117 22P-161- | Up (11) FAILURE;
7
4489289-00 NEUTROPENIA;COVID-
19 PNEUMONIA
HR- SPLEEN RUPTURE;
CMUH109- Follow 2,3,
39. 2023/1/3 | ABBVIE- Navitoclax ACTIVE A
REC2-117 Up (4) 4,7
4260862 - 3 TUBERCULOSIS
IL- MULTIORGAN
CMUH109- Follow 1,
40. 2023/9/10 | ABBVIE- Navitoclax FAILURE; AML A
REC2-117 Up (5) 2.3
5406835 TRANSFORMATION
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#1 ) MK-3475
Study (Code not
Dermatitis
broken)
) Hepatic function abnormal
2
CMUH109- 2307CHNO |Followup Pneumonia
41. 2023/7/12 CISPLATIN 2.3 A
REC2-155 12350 46 Alanine aminotransferase
FOR JAPAN
increased
#3)5-
Pneumonitis
FLUOROURAC
IL FOR JAPAN
#1 ) MK-3475
Study (Code not
Pneumonitis
broken)
Dermatitis
#2)
CMUH109- 2307CHNO [Followup Hepatic function abnormal
42. 2023/7/12 CISPLATIN 2.3 A
REC2-155 12350 47 Pneumonia
FOR JAPAN
Alanine aminotransferase
#3)5-
increased
FLUOROURAC
IL FOR JAPAN
#1 ) MK-3475
Study (Code not
Hepatic function abnormal
broken)
Dermatitis
#2)
CMUH109- 2307CHNO [Followup Pneumonia
43. 2023/7/12 CISPLATIN 2.3 A
REC2-155 12350 48 Alanine aminotransferase
FOR JAPAN
increased
#3)5-
Pneumonitis
FLUOROURAC
IL FOR JAPAN
113 # 07 * 03 p % 42 F o ¥ 48 F
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INJ-63723283
GEMCITABIN
E
SUDDEN DEATH
CMUH112- 202405870 [follow up| HYDROCHLO
44, 2024/5/25 CORONARY HEART 1 A
REC2-050 70(1) 1 RIDE (Tablet)
DISEASE
URINARY
PLACEMENT
CATHETER
ACUTE RESPIRATORY
FAILURE;
CMUH112- 2023A2248 Blinded for HYPERTENSIVE
45, 2023/09/29 FU5 2,3 A
REC2-058 62 Investigator EMERGENCY;
NSTEMI TYPE 2; AKI
WITH CREATININE 1.31
FLASH PULMONARY
EDEMA;
CMUH112- 2023A2248 Blinded for
46. 2023/09/29 FU6 HYPERTENSIVE 2,3 A
REC2-058 62 Investigator
EMERGENCY;
NSTEMI TYPE 2
2,3,
7
(Impo
CMUH112- 2023A2583 Blinded for DEEP VEIN rtant
47. 2023/11/03 INI A
REC2-058 43 Investigator THROMBOSIS medic
al
event
)
CMUH112- 2023A2851 Blinded for
48. 2023/11/29 INI DEATH 1 A
REC2-058 20 Investigator
CMUH112- 2023A2851 Blinded for
49. 2023/11/29 INI UNKNOWN 1 A
REC2-058 20 Investigator
CMUH112- 2023A2851 Blinded for | UNKNOWN CAUSE OF
50. 2023/11/29 FU2 1 A
REC2-058 20 Investigator DEATH

113 # 07 * 03 p
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1,7
(Impo
rtant
CMUH112- 2024A0447 Blinded for DEATH UNKNOWN
51. 2024/02/11 INI medic| A
REC2-058 48 Investigator CAUSE |
a
event
)
1,2,
7
(Impo
CMUH112- 2024A0447 Blinded for DEATH UNKNOWN | rtant
52. 2024/02/11 FUI A
REC2-058 48 Investigator CAUSE medic
al
event
)
1,7
(Impo
rtant
CMUH112- 2024A0447 Blinded for DEATH UNKNOWN
53. 2024/02/11 FU2 medic| A
REC2-058 48 Investigator CAUSE |
a
event
)
1,7
(Impo
rtant
CMUH112- 2024A0447 Blinded for DEATH UNKNOWN
54, 2024/02/11 FU3 medic| A
REC2-058 48 Investigator CAUSE |
a
event
)
CMUH112- 2023A1975 Blinded for HYPERTENSIVE
55. 2023/08/20 FU3 2,31 A
REC2-058 92 Investigator URGENCY
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1)
1) COVID
DARATUMUM
19(+)PNEUMONIA
CMUHI111- 202311341 | follow- AB
56. 2023/11/13 2) SUSPECT FUNGAL | 23 | A
REC2-153 22(18) | up(18) 2)
AN INFECTION
POMALIDOMI
3) FUNGAL SEPSIS
DE
1)
1) COVID
DARATUMUM
19(+)PNEUMONIA
CMUHI111- 202311341 | follow- AB
57. 2023/11/13 2) SUSPECT FUNGAL | 23 | A
REC2-153 22(22) | up(22) 2)
AN INFECTION
POMALIDOMI
3) FUNGAL SEPSIS
DE
1)
DARATUMUM
CMUHI111- 202312459 | follow- AB
58. 2023/12/16 1) TAFRO SYNDROME | 1,3 | A
REC2-153 44(10) | up(10) 2)
DEXAMETHA
SONE
1)
DARATUMUM
CMUHI111- 202312459 | follow- AB
59. 2023/12/16 1) TAFRO SYNDROME | 1,3 | A
REC2-153 44(11) | up(11) 2)
DEXAMETHA
SONE
1)
DARATUMUM
CMUHI111- 202312459 | follow- AB
60. 2023/12/16 1) TAFRO SYNDROME | 1,3 [ A
REC2-153 44(14) | up(14) 2)
DEXAMETHA
SONE

113 # 07 * 03 p
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1) 1) SEPTIC SHOCK
DARATUMUM|  E.COLI RELATED
CMUHI111- 202402086 | follow-
61. 2024/2/1 AB 2) WORSENING 23| A
REC2-153 25(5) up(5)
2) GENERAL CLINICAL
TALQUETAMA CONDITION
B
1) 1) SEPTIC SHOCK
DARATUMUM|  E.COLI RELATED
CMUHI111- 202402086 | follow-
62. 2024/2/1 AB 2) WORSENING 23| A
REC2-153 25(6) up(6)
2) GENERAL CLINICAL
TALQUETAMA CONDITION
B
1))
1) NEUTROPHIL COUNT
TALQUETAMA
DECREASED
CMUHI111- 202403235 | follow- B
63. 2024/3/7 2) LOSS OF 23,7 A
REC2-153 94(3) up(3) 2)
CONSCIOUSNESS
DARATUMUM
3) FEVER
AB
) 1) NEUTROPHIL COUNT
1
DECREASED
TALQUETAMA
2) LOSS OF
CMUHI111- 202403235 | follow- B
64. 2024/3/7 CONSCIOUSNESS  |23,7| A
REC2-153 94(4) up(4) 2)
3) FEVER
DARATUMUM
4) PLATELET COUNT
AB
DECREASED
1) 1) NEUTROPHIL COUNT
TALQUETAMA DECREASED
CMUHI111- 202403235 | follow- B 2) ICANS
65. 2024/3/7 237 A
REC2-153 94(5) up(5) 2) 3) FEVER
DARATUMUM | 4) PLATELET COUNT
AB DECREASED
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1) 1) NEUTROPHIL COUNT
TALQUETAMA DECREASED
CMUHI111- 202403235 | follow- B 2) PLATELET COUNT
66. 2024/3/7 23,7 A
REC2-153 94(8) up(8) 2) DECREASED
DARATUMUM 3) ICANS
AB 4) FEVER
1)
TALQUETAMA
1) MENINGITIS
CMUHI111- 202404196 | follow- B
67. 2024/4/4 2) SYNCOPE WITH 23| A
REC2-153 47(4) up(4) 2)
POTENTIAL SEIZURES
DARATUMUM
AB
1)
TALQUETAMA
CMUHI111- 202404196 | follow- B 1) MENINGITIS
68. 2024/4/4 23| A
REC2-153 47(5) up(5) 2) 2) ICANS
DARATUMUM
AB
1)
TALQUETAMA 1) MENINGITIS
CMUHI111- 202404196 | follow- B 2) ACUTE
69. 2024/4/7 23| A
REC2-153 47(6) up(6) 2) HYPERCAPNIC
DARATUMUM [RESPIRATORY FAILURE
AB
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2. CMUHI111-REC2-176 E5m *EB E AL brepocitinib
*E AMFLHF N3 E022 06p X 113&£05% 05p
(e % 2par ]
*38% ¥ 4 LA ¢ Giredestrant
3. CMUH111-REC2-087 TR | R DMAFLHF 120232102 3p 322024840 20p
*REE Y LA 0 ROT198574/ pertuzumab + trastuzumab
*E DM AFLERF 12023 2107 6p %2023 240 5P
[z8= 2134 ]
R EY LA T AZD3152
4. CMUH112-REC2-058 pRE | X PAFLHPF 12022 & 127 12p 320238670 11 p
*REEY LA T AZD5S156
*E pMAFAHREF 12022 F 122 12p 32023 F6 0 11 P
[h=%FLHF 2]
5. CMUH105-REC2-049 L R I SR |
*pdp 113 & 032 12 P
(2% 2142 ]
6. CMUH112-REC2-101 2 & | ¥R ES L semaglutide s.c.
*E PMAFLHF 2023 2107 1p 32024 & 3" 31 R
[##]
7. CMUH111-REC2-062 LR *m % - KBP-5074-3-001 Study Termination Notification
Version date: 20 May 2024
[z#p= 244 ]
8. | CMUHI112-REC2-072 Ern | *2%EP L4 Cenerimod
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