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. 1) COVID
19(+)PNEUMONIA
DARATUMUM
2) ANAL
CMUHI111- 202311341 | follow- AB
2023/11/13 HAEMORRHAGE 23| A
REC2-153 22(14) | up(14) 2)
3) SUSPECT FUNGAL
POMALIDOMI
AN INFECTION
DE
4) FUNGAL SEPSIS
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. 1) COVID
19(+)PNEUMONIA
DARATUMUM
2) ANAL
CMUHI111- 202311341 | follow- AB
2. 2023/11/13 HAEMORRHAGE 23| A
REC2-153 22(15) | up(15) 2)
3) SUSPECT FUNGAL
POMALIDOMI
AN INFECTION
DE
4) FUNGAL SEPSIS
1)
1) TUMOUR LYSIS
DARATUMUM
SYNDROME
CMUHI111- 202401483 | follow- AB
2024/1/16 2)ACUTEKIDNEY |23 | A
REC2-153 65(7) up(7) 2)
INJURY
TALQUETAMA
3) ABDOMINAL PAIN
B
1)
DARATUMUM
CMUHI111- 202402086 | follow- AB
2024/2/1 FEVER 23| A
REC2-153 25(1) up(1) 2)
TALQUETAMA
B
1)
DARATUMUM
CMUHI111- 202402086 | follow- AB
2024/2/1 FEVER 23| A
REC2-153 25(2) up(2) 2)
TALQUETAMA
B
1)
TALQUETAMA| 1) PNEUMONIA
CMUHI111- 202402780 B 2) PLATELET COUNT
2024/2/26 initial 23| A
REC2-153 36(0) 2) DECREASED
DARATUMUM|  3) NEUTROPENIA
AB
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D 1) PNEUMONIA
2) PLATELET COUNT
DARATUMUM
DECREASED
CMUH111- 202402780 | follow- AB
7. 2024/2/23 3) NEUTROPENIA A
REC2-153 36(1) | up(1) 2) 23,7
4) CRS
DEXAMETHA
5) WHITE BLOOD CELL
SONE
COUNT DECREASED
1)
TALQUETAMA
CMUHI111- 202309656 | follow- B 1) ANAEMIA
8. 2023/9/17 231 A
REC2-153 33(11) | up(ll) 2) 2) ANAEMIA
DARATUMUM
AB
1))
DARATUMUM
CMUH111- 202312743 | follow- AB SEVERE ACUTE
9. 2023/12/26 231 A
REC2-153 69(3) up(3) 2) RESPIRATORY FAILURE
DEXAMETHA
SONE
1)
DARATUMUM
CMUH111- 202312743 | follow- AB SEVERE ACUTE
10. 2023/12/26 2,3 A
REC2-153 69(4) up(4) 2) RESPIRATORY FAILURE
DEXAMETHA
SONE
1y
DARATUMUM 1) FEVER
CMUHI111- 202402086 | follow- AB 2) WORSENING
11. 2024/2/1 2,3 A
REC2-153 25(3) up(3) 2) GENERAL CLINICAL
TALQUETAMA CONDITION
B
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12.

CMUH111-
REC2-153

2024/2/20

202402556
85(5)

follow-

up(5)

1)

AB
2)

B

DARATUMUM

TALQUETAMA

SUBCORTICAL
HEMORRHAGE

1,7

13.

CMUHI111-

2024/2/23
REC2-153

202402780
36(10)

follow-

up(10)

)]

TALQUETAMA

B
2)
DARATUMUM
AB

1) PNEUMONIA
2) PLATELET COUNT
DECREASED
3) NEUTROPENIA
4) CRS
5) WHITE BLOOD CELL
COUNT DECREASED
6) WORSENING OF
ATRIAL FIBRILLATION
7) VENTRICULAR
TACHYCARDIA
8) RESPIRATORY
FAILURE
9) DEPRESSED LEVEL
OF CONSCIOUSNESS

1,2,3,

14.

CMUHI111-

2024/2/23
REC2-153

202402780

follow-

363) | uwp®3)

1)
TALQUETAMA
B
2)
DARATUMUM
AB

5) WHITE BLOOD CELL

1) PNEUMONIA

2) PLATELET COUNT
DECREASED

3) NEUTROPENIA
4) CRS

COUNT DECREASED

2,3,7
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15.

CMUHI111-
REC2-153

2024/2/23

202402780
36(5)

follow-

up(5)

1)
TALQUETAMA
B
2)
DARATUMUM
AB

1) PNEUMONIA
2) PLATELET COUNT
DECREASED
3) NEUTROPENIA
4) CRS
5) WHITE BLOOD CELL
COUNT DECREASED
6) WORSENING OF
ATRIAL FIBRILLATION
7) VENTRICULAR
TACHYCARDIA
8) RESPIRATORY
FAILURE
9) DEPRESSED LEVEL
OF CONSCIOUSNESS

2,3,7

16.

CMUHI111-
REC2-153

2024/2/23

202402780
36(8)

follow-

up(8)

1)
TALQUETAMA
B
2)
DARATUMUM
AB

1) PNEUMONIA
2) PLATELET COUNT
DECREASED
3) NEUTROPENIA
4) CRS
5) WHITE BLOOD CELL
COUNT DECREASED
6) WORSENING OF
ATRIAL FIBRILLATION
7) VENTRICULAR
TACHYCARDIA
8) RESPIRATORY
FAILURE
9) DEPRESSED LEVEL
OF CONSCIOUSNESS

1,2,3,
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1)
TALQUETAMA
CMUH111- 202403423 B FEBRILE
17. 2024/3/14 initial 2,3 A
REC2-153 52(0) 2) NEUTROPENIA
DARATUMUM
AB
1y
TALQUETAMA
CMUH111- 202403423 | follow- B FEBRILE
18. 2024/3/14 2,3 A
REC2-153 52(1) up(1) 2) NEUTROPENIA
DARATUMUM
AB
1y
TALQUETAMA
CMUH111- 202403423 | follow- B FEBRILE
19. 2024/3/14 2,3 A
REC2-153 52(2) up(2) 2) NEUTROPENIA
DARATUMUM
AB
#1 ) MK-7902
#2)
CMUH109- 2404CHLO PEMBROLIZU | progression of disease
20. 2024/3/29 Initial 1 A
REC2-158 00834 MAB [Disease progression]
#3)
OXALIPLATIN
death [Death]
#1 ) MK-7902 Immune Hepatitis?
CMUH109- 2404CHNO #2) [Immune-mediated
21. 2024/4/24 Initial 1,3 A
REC2-158 11676 PEMBROLIZU hepatitis]
MAB obstructive jaundicey,

[Jaundice cholestatic]
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22,

CMUHI111-
REC2-084

2024/3/6

2403JPNO0
2085

Followup

5

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

pneumonia [Pneumonia]

23

23.

CMUHI111-
REC2-084

2024/1/29

2401DEUO
16823

Followup
1

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

urosepsis [Urosepsis]
Endocarditis infective
[Endocarditis]
Thromboembolic event
[Embolism]
Aortic valve disease

[Aortic valve disease]

23

113 # 06 * 05 p




TRFFRAFERRFRAIGELIAES-F2LH

- F-TtZER%S

%3 EHREL( 2R

* ¢ Mt

w2 p Y

% AR
2 ¥

RiE )

5]

L
bl

" 5

*AE

Rt
*ﬂ

e

24,

CMUHI111-
REC2-084

2024/3/6

2403JPNO0
2085

Followup

6

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

pneumonia [Pneumonia]

23

25,

CMUHI111-
REC2-084

2024/3/6

2403JPNO0O
2085

Followup
7

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

pneumonia [Pneumonia]

23

26.

CMUHI111-
REC2-084

2024/3/6

2403JPNOO
2085

Followup
8

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

pneumonia [Pneumonia]

23
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27.

CMUHI111-
REC2-084

2024/1/29

16823

2401DEUO

2

Followup

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

urosepsis [Urosepsis]

Endocarditis infective

[Endocarditis]

Thromboembolic event

[Embolism]

Aortic valve disease

[Aortic valve disease]

23 A

28.

CMUHI111-
REC2-084

2024/3/6

2085

2403JPNOO

Followup
9

#1 ) MK-3475

(pembrolizumab

) Solution for

injection

#2)

ENFORTUMA

B VEDOTIN
(3475

SOLUTION
FOR

INJECTION

pneumonia [Pneumonia]
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#1)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION urosepsis [Urosepsis]
STUDY) Endocarditis infective
(cisplatin) [Endocarditis]
CMUHI11- 2401DEUO |Followup
29. 2024/1/29 Intravenous Thromboembolic event | 2.3 A
REC2-084 16823 3
infusion [Embolism]
#2) Aortic valve disease
GEMCITABIN [Aortic valve disease]
E (3475
SOLUTION
FOR
INJECTION
STUDY)
#1)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION urosepsis [Urosepsis]
STUDY) Endocarditis infective
(cisplatin) [Endocarditis]
CMUHI11- 2401DEUO |Followup
30. 2024/1/29 Intravenous pulmonary embolism 23 A
REC2-084 16823 4
infusion [Pulmonary embolism]
#2) Aortic valve disease
GEMCITABIN [Aortic valve disease]
E (3475
SOLUTION
FOR
INJECTION
STUDY)
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31.

CMUHI111-
REC2-084

2024/3/6

2403JPNO0
2085

Followup

10

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

pneumonia [Pneumonia]

23

32.

CMUHI111-
REC2-084

2024/1/29

2401DEUO
16823

Followup
5

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

urosepsis [Urosepsis]
Endocarditis infective
[Endocarditis]
pulmonary embolism
[Pulmonary embolism]
Aortic valve disease

[Aortic valve disease]

23
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#1 ) MK-3475
(pembrolizumab

) Solution for
injection
#2)
CMUHI111- 2402USAO0 [Followup Inhibitors Related
2024/2/21 ENFORTUMA
REC2-084 08148 6 Hypophysitis [Immune-
B VEDOTIN
(3475
SOLUTION
FOR

INJECTION

Immune-Checkpoint

mediated hypophysitis]

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

#2)
CMUHI11- 2403JPNOO [Followup
2024/3/6 ENFORTUMA | pneumonia [Pneumonia]
REC2-084 2085 11
B VEDOTIN

(3475
SOLUTION

FOR
INJECTION

113 # 06 * 05 p % 40 F > x 58
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#1)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION urosepsis [Urosepsis]
STUDY) Endocarditis infective
(cisplatin) [Endocarditis]
CMUHI11- 2401DEUO |Followup
35. 2024/1/29 Intravenous pulmonary embolism 23 A
REC2-084 16823 6
infusion [Pulmonary embolism]
#2) Aortic valve disease
GEMCITABIN [Aortic valve disease]
E (3475
SOLUTION
FOR
INJECTION
STUDY)
#1)
CISPLATIN
(3475
SOLUTION
FOR urosepsis [Urosepsis]
INJECTION Endocarditis infective
STUDY) [Endocarditis]
(cisplatin) pulmonary embolism
CMUHI11- 2401DEUO |Followup
36. 2024/1/29 Intravenous [Pulmonary embolism] 23 A
REC2-084 16823 7
infusion Aortic valve disease
#2) [Aortic valve disease]
GEMCITABIN | Stroke [Cerebrovascular
E (3475 accident]
SOLUTION
FOR
INJECTION
STUDY)
113 # 06 * 05 p % 41 F > % 58 F
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37.

CMUHI111-
REC2-084

2024/3/6

2403JPNO0
2085

Followup

12

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

pneumonia [Pneumonia]

23

38.

CMUHI111-
REC2-084

2024/2/18

2402ISR00
8192

Followup
3

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

pancytopenia

[Pancytopenia]

23

113 # 06 * 05 p




PRFFAETERFRALGELA Y - F2LR §
-~ F-LZERYAXFREREEC BR)

* ¢ Mt

w2 p Y

% AR
2 Y%

RiE )

5]

L
e

" 5

FAEE

Rt
*ﬂ

e

39.

CMUHI111-
REC2-084

2024/3/6

2403JPNO0
2085

Followup

13

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

pneumonia [Pneumonia]

23

40.

CMUHI111-
REC2-084

2024/2/23

2403ITA00
1633

Initial

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

injection

diarrhea [Diarrhoea]

23
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41.

CMUHI111-
REC2-084

2023/5/4

2308USA0
05195

Followup
16

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

(cisplatin)

Worsened Anemia
[Anaemia]
Hypotension

[Hypotension]

23

42.

CMUH109-
REC2-155

2024/3/28

2403DEUO
09551

Initial

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

Thrombocytopenia

2,3

43.

CMUH109-
REC2-155

2024/1/22

2401GBRO
16366

Followup
4

#1 ) MK-3475
Study (Code not
broken)
#2)
OXALIPLATIN
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN

Pneumonia

Oesophageal fistula

1,3
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#1 ) MK-3475
Study (Code not
Pneumonitis
broken)
Dermatitis
#2)
CMUH109- 2307CHNO |Followup Hepatic function abnormal
44, 2023/7/12 CISPLATIN
REC2-155 12350 43 Pneumonia
FOR JAPAN
Alanine aminotransferase
#3)5-
increased
FLUOROURAC
IL FOR JAPAN
#1 ) MK-3475
Study (Code not
Pneumonitis
broken)
Dermatitis
#2)
CMUH109- 2307CHNO [Followup Hepatic function abnormal
45, 2023/7/12 CISPLATIN
REC2-155 12350 44 Pneumonia
FOR JAPAN
Alanine aminotransferase
#3)5-
increased
FLUOROURAC
IL FOR JAPAN
#1 ) MK-3475
Study (Code not
Pneumonitis
broken)
Dermatitis
#2)
CMUH109- 2307CHNO [Followup Hepatic function abnormal
46. 2023/7/12 CISPLATIN 2.3 A
REC2-155 12350 45 Pneumonia
FOR JAPAN
Alanine aminotransferase
#3)5-
increased
FLUOROURAC
IL FOR JAPAN
PLATELET COUNT
CMUH110- 2023A2854 |follow up| Blinded for DECREASED (Platelet
47. 2023/12/11 2,3
REC2-073 08 2 Investigator count
decreased)
113 # 06 * 05 p % 45 F - = 58 B
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1,3,
7:Imp
CMUH110- 2023A1369 |follow up| Blinded for PNEUMONITIS ortant
48. 2023/5/25 A
REC2-073 06 2 Investigator (Pneumonitis) medic
al
event
1,2,
1.ABDOMINAL SEPTIC | 3,
SHOCK (Septic shock) |7:Imp
CMUH110- 2022A3096 |follow up| Blinded for
49, 2022/9/4 2.INTESTINAL ortant| A
REC2-073 84 2 Investigator
ISCHEMIA (Intestinal |medic
ischaemia) al
event
I.MULTIPLE 2,3,
OCCURENCES OF 7:Imp
CMUH110- 2023A0894 |follow up| Blinded for |HYPOKALEMIA(Hypoka [ortant
50. 2023/3/16 A
REC2-073 88 13 Investigator laecmia) medic
2.ENTEROCOLITIS al
(Enterocolitis) event
I.MULTIPLE 2,3,
OCCURENCES OF 7:Imp
CMUH110- 2023A0894 |follow up| Blinded for |HYPOKALEMIA(Hypoka [ortant
51. 2023/3/16 A
REC2-073 88 14 Investigator laemia) medic
2.ENTEROCOLITIS al
(Enterocolitis) event
1,2,
35
7:Imp
CMUH110- 2023A2368|follow up| Blinded for HEPATOTOXICITY
52. 2023/10/6 ortant| A
REC2-073 92 1 Investigator (Hepatotoxicity)
medic
al
event
CMUH110- 2022A1285[follow up| Blinded for MYELOSUPPRESSION
53. 2022/3/25 L2 A
REC2-073 90 6 Investigator (Myelosuppression)

113 # 06 * 05 p
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FEBRILE
CMUH110- 2022A3505 |follow up| Blinded for
54. 2022/10/15 NEUTROPENIA (Febrile [ 1,3 | A
REC2-073 43 2 Investigator
neutropenia)
CMUH110- 2024A0094 |follow up| Blinded for PNEUMONITIS
55. 2023/12/21 L3 A
REC2-073 57 1 Investigator (Pneumonitis)
1.WEIGT LOSS (Weight
decreased)
CMUH110- 2023A1608 |follow up| Blinded for
56. 2022/8/17 2.ACUTE KIDNEY 1,3 A
REC2-073 42 3 Investigator
INJURY (Acute kidney
injury)
PLATELET COUNT
CMUH110- 2023A2763 |follow up| Blinded for
57. 2023/11/1 DECREASED (Platelet 2 A
REC2-073 14 1 Investigator
count decreased)
PLATELET COUNT
CMUH110- 2023A2854 |follow up| Blinded for DECREASED (Platelet
58. 2023/12/11 2,3 A
REC2-073 08 3 Investigator count
decreased)
DOXORUBICI
CMUHI110- 2023A0872 | folow up N/ MYELOSUPPRESSION
59. 2023/4/10 2 A
REC2-210 30 4 CYCLOPHOSP (Myelosuppression)
HAMIDE
DOXORUBICI
CMUHI110- 2023A1248 | folow up N/ MYELOSUPPRESSION
60. 2023/5/12 2 A
REC2-210 28 2 CYCLOPHOSP (Myelosuppression)
HAMIDE
2,3,
7:
Impor
CMUH111- 2024A0054 |follow up| Blinded for PYELONEPHRITIS
61. 2024/1/3 tant [ A
REC2-083 24 1 Investigator (Pyelonephritis)
medic
al
event
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THROMBOEMBOLIC
CMUHI11- 2023A2698 [follow up| Blinded for | EVENT (PULMONARY | 1,2,
62. 2023/11/26 A
REC2-187 17 3 Investigator | EMBOLISM) (Pulmonary | 3
embolism)
2,3,
7:Imp
PNEUMOCYSTIC
CMUHI111- 2024A0214|follow up| Blinded for ortant
63. 2023/11/22 JIROVECII (Pneumocystis A
REC2-187 63 1 Investigator medic
jirovecii infection)
al
event
1.THROMBOEMBOLIC | 1, 2,
EVENT (PULMONARY | 3,
EMBOLISM) (Pulmonary |7:Imp
CMUHI111- 2023A2698 |follow up| Blinded for
64. 2023/11/26 embolism) ortant| A
REC2-187 17 4 Investigator
2.INTRACRANIAL medic
HEMORRHAGE al
(Haemorrhage intracranial) [ event
1.THROMBOEMBOLIC | 1, 2,
EVENT (PULMONARY | 3,
EMBOLISM) (Pulmonary |7:Imp
CMUHI111- 2023A2698 |follow up| Blinded for
65. 2023/11/26 embolism) ortant| A
REC2-187 17 5 Investigator
2.INTRACRANIAL medic
HEMORRHAGE al
(Haemorrhage intracranial) [ event
1.THROMBOEMBOLIC | 1, 2,
EVENT (PULMONARY | 3,
EMBOLISM) (Pulmonary |7:Imp
CMUH111- 2023A2698 |follow up| Blinded for
66. 2023/11/26 embolism) ortant| A
REC2-187 17 6 Investigator
2.INTRACRANIAL  |medic
HEMORRHAGE al
(Haemorrhage intracranial) [ event
CMUH111- 2024A0725 Blinded for CARDIAC ARREST
67. 2024/3/23 Initial 2,3 A
REC2-187 83 Investigator (Cardiac arrest)
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PNEUMOCYSTIC 7:Imp
CMUHI11- 2024A0214 [follow up| Blinded for | JIROVECII INFECTION |ortant
68. 2023/11/22 A
REC2-187 63 2 Investigator (Pneumocystis jirovecii |medic
infection) al
event
2,3,
PNEUMOCYSTIC 7:Imp
CMUHI111- 2024A0214 |follow up| Blinded for | JIROVECII INFECTION |ortant
69. 2023/11/22 A
REC2-187 63 3 Investigator (Pneumocystis jirovecii  |medic
infection) al
event
2,3,
4,
7:Imp
CMUHI11- 2024A0654 [follow up| Blinded for HYPOKALEMIA
70. 2024/3/15 ortant| A
REC2-187 10 2 Investigator (Hypokalaemia)
medic
al
event
2,3,
4,
7:Imp
CMUHI111- 2024A0654 |follow up| Blinded for
71. 2024/3/6 DIARRHOEA (Diarrhoea) |ortant| A
REC2-187 13 2 Investigator
medic
al
event
CARDIAC ARREST DUE
CMUHI11- 2024A0725|follow up| Blinded for
72. 2024/3/23 TO CORONARY SPASM | 2,3 | A
REC2-187 83 1 Investigator

(Arteriospasm coronary)
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1.ACUTE RESPIRATORY| 1, 2,
FAILURE (Acute 3,4,
respiratory failure) 7:Imp
CMUH113- 2023A1937 |follow up| Blinded for
73. 2023/8/17 2.ISCHEMIC STROKE |ortant| A
REC2-023 04 7 Investigator
(Ischaemic stroke) medic
3.MEDICATION ERROR | al
(Medication error) event
DEATH. CONTACTED
PATIENT'S NUMBER
AND
NEXT OF KIN
ANSWERED. PATIENT
CMUH113- 2024A0591 |follow up| Blinded for
74. 2024/2/29 PASSED 1 A
REC2-023 53 1 Investigator
AWAY OUTSIDE OF THE
SITE FACILITY. PI
STATED IT WAS NOT
RELATED TO THE IP.
(Death)
1,2,
7:Imp
TYPE 1 RESPIRATORY
CMUH113- 2024A0741 Blinded for ortant
75. 2024/3/7 Initial FAILURE (Respiratory A
REC2-023 91 Investigator medic
failure)
al
event
1,2,
7:Imp
TYPE 1 RESPIRATORY
CMUH113- 2024A0741 |follow up| Blinded for ortant
76. 2024/3/7 FAILURE (Respiratory A
REC2-023 91 1 Investigator medic
failure)
al
event
113 # 06 * 05 p % 50 F > % 58 F
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7:Imp
TYPE 1 RESPIRATORY
CMUH113- 2024A0741 |follow up| Blinded for ortant
77. 2024/3/7 FAILURE (Respiratory A
REC2-023 91 2 Investigator medic
failure)
al
event
2,
7:Imp
TYPE 1 RESPIRATORY
CMUH113- 2024A0741 |follow up| Blinded for ortant
78. 2024/3/7 FAILURE (Respiratory A
REC2-023 91 3 Investigator medic
failure)
al
event
1.NEUTROPHIL COUNT
DURVALUMA | DECREASED (Neutrophil
CMUH107- 2020SF424 [follow up B/ count decreased)
79. 2020/10/22 2,3 A
REC2-141 47 6 GEMCITABIN | 2.PLATELET COUNT
E DECREASED (Platelet
count decreased)
1.NEUTROPHIL COUNT
DURVALUMA | DECREASED (Neutrophil
CMUH107- 2020SF424 [follow up B/ count decreased)
80. 2020/10/22 2,3 A
REC2-141 47 7 GEMCITABIN | 2.PLATELET COUNT
E DECREASED (Platelet
count decreased)
1.SEPSIS (Sepsis)
GEMCITABIN
CMUH107- 2021A0106 |follow up 2.ACUTE RENAL
81. 2021/1/18 E/ 2,31 A
REC2-141 22 10 FAILURE (Acute kidney
CISPLATIN
injury)
CISPLATIN/ MYOCARDIAL
CMUH107- 2020SE456 [follow up 1,2,
82. 2020/3/31 DURVALUMA INFARCTION A
REC2-141 69 3 3
B (Myocardial infarction)
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2,3,
7:
DURVALUMA ST-ELEVATION
Impor
CMUH107- 2019SE986 [follow up B/ MYOCARDIAL
83. 2019/7/6 tant [ A
REC2-141 57 2 GEMCITABIN | INFARCTION (Acute i
medic
E myocardial infarction) |
a
event
2,3,
7:
DURVALUMA ST-ELEVATION
Impor
CMUH107- 2019SE986 [follow up B/ MYOCARDIAL
84. 2019/7/6 tant | A
REC2-141 57 3 GEMCITABIN | INFARCTION (Acute "
medic
E myocardial infarction) |
a
event
2,3,
7:
DURVALUMA
Impor
CMUH107- 2020SE618 [follow up B/ RENAL FAILURE (Renal
85. 2020/5/6 tant | A
REC2-141 60 8 GEMCITABIN failure)
medic
E
al
event
DURVALUMA AUTOIMUNE
CMUH107- 2021A7060 |follow up B/ PNEUMONITIS 2,3,
86. 2021/8/24 A
REC2-141 11 4 GEMCITABIN (Autoimmune lung 4
E disease)
CMUH111-
87. 2023/10/25 | 3447481 Initial RO7197597 | FATAL SEPTIC SHOCK [3~1]| A
REC2-087
CMUHI111- follow up
88. 2023/10/25 | 3447481 RO7197597 SEPTIC SHOCK 1~3] A
REC2-087 1
LIFE THREATENING
CMUHI111- follow up 1~
89. 2023/5/1 3343273 RO7198574 POSSIBLE FEBRILE A
REC2-087 1 2-~3
NEUTROPENIA
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FATAL SYMPTOMATIC
CMUHI111- GENERAL PHYSICAL
90. 2023/6/8 3500143 Initial RO7198574 1 A
REC2-087 HEALTH
DETERIORATION
FATAL SYMPTOMATIC
CMUHI111- follow up
91. 2023/6/8 3500143 RO7198574 | GENERAL CONDITION | 1 A
REC2-087 1
DETERIORATION
LIFE THREATENING
CMUHI111- follow up 1~
92, 2023/5/1 3343273 RO7198574 POSSIBLE FEBRILE A
REC2-087 3 2.3
NEUTROPENIA
CMUHI111-
93. 2024/4/2 3538304 | Initial RO7198574 DEATH 1 A
REC2-087
CMUHI111- follow up
94, 2024/4/2 3538304 RO7198574 DEATH 1 A
REC2-087 1
FATAL RESPIRATORY
CMUHI111- DISCOMFORT TO BE
95. 2024/4/1 3538344 | Initial RO7198574 L3 A
REC2-087 CLARIFIED (UNK
DIAGNOSIS)
CMUHI111- follow up
96. 2024/4/2 3538304 RO7198574 FATAL (DEATH) 1 A
REC2-087 2
1,3,
1.PNEUMONIA 7:Imp
CMUH112- 2023A2903 |follow up| Blinded for (Pneumonia) ortant
97. 2023/12/19 A
REC2-096 19 3 Investigator |2.SHOCK SEPTIC (Septic |medic
shock) al
event
CMUH112- 2024A0763 |follow up| Blinded for [BOWEL OBSTRUCTION
98. 2024/3/24 L3] A
REC2-096 46 2 Investigator (Intestinal obstruction)
CMUH112- 2024A1129 Blinded for | ACUTE PANCREATITIS
99. 2024/4/29 Initial 2,31 A
REC2-096 44 Investigator (Pancreatitis acute)
100.

EZ

(k] FRPHE -
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CMUH106-REC2-126

L -2

[ % 2pdp4 ]
*38% ¥ 4 ¢ © Risankizumab
*E pMIFLYE 12023 F3 7 260 1 2023 F#9 % 25 P

CMUH111-REC2-083

(2= 2844 ]

*38% ¥ 4 ¢ # © Datopotamab deruxtecan (Dato-DXd; DS-
1062a)

*E rMFLPRE II2E057 17p 32 112& 117 16 P

CMUH109-REC2-167

3E CL A

[z =% >4 ]
R E P L AL CG0070
kg PMAFA WA 2023 &2 1p32024# 1% 31 p

CMUH112-REC2-083

v AR

[(#%]
*} % ¢ AST-301_DSUR 2_17Feb2023-16Feb2024

CMUH106-REC2-158

g
\1_
I3

[ =% >144p4 ] SASR#21

*RS% E e AL T SAR650984

g pMAFLYPEF I2E9 22 113 &30 1 p
[DSMB i+ i ]

ARG Ep I 112# 127 06 P

CMUH109-REC2-175

g
\1_
I3

(2]
¥ D M19-388 Non-compliance for the Abbvie internal ICF

reviewing process IRB reporting

CMUH106-REC2-071

[ % 2132 ]
*HR% E P A 0 MK-3475 Pembrolizumab
*g MMHFLHE 12023 2097 04 p 2024 # 03 % 03 F

CMUH111-REC2-092

[{#7ai8FcEp]

*4 & @ Tirzepatide [LY3298176] Investigator’s Brochure,
Approval Date: 22-Mar-2024

*poHpr2024 &30 220

(AT RE2 4]

*5 & 1 I8BF-MC-GPIF_Annotated CRF_20Feb2024
*pp 2024 &2 200

[z 2iapd ]

*R5% F LA Tirzepatide (LY3298176)
P FLHRE

2022 & 10 7 29 p % 2023 #4728 p

2023 #4729 p % 2023 &5 13 p

2023 #5 % 14p 3 2023 & 11" 13 p
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ARz p g 2023 #32 9p

CMUH112-REC2-124

ETE

(22 242 ]

*38% ¥ 4 LA ¢ Tiragolumab

*g 2MEARAWHEF 12023 #4222 p 22023 F 10 21 p
*RB ¥ LA Atezolizumab

*E pMAFLHREF 12023 57 18 p 2 2023 F 11 % 17 P
*38% ¥ 4 L4 Bevacizumab

*E rMAFLHREF 12023 287 26 p 1202420 250p

10.

CMUH112-REC2-095

v AR

[ =% 2444 ]
*E% ¥4 LA 1 ABP 206 (Nivolumab)
*E rMIFLPRE 202310 1p 3202427 13p
eiE e o
(1) ABP 206 DMC Recommendation February 13, 2024
(2) Semi-annual Safety Update Report - 01 January 2023
through 30 June 2023 ABP 206 (Nivolumab)
(3) Semi-annual Safety Update Report - 01 July 2023 through
31 December 2023
ABP 206 (Nivolumab)

11.

CMUH109-REC2-126

v AR

[ DSMB ;-3 i &)
kg pd 1132027 06 P

12.

CMUH109-REC2-117

Eas
\1_
I

[##]
A 4F A 7 3 0 AbbVie's Navitoclax Clinical Development
Program 29Apr2024 M16-191 Study Activities for Study
Discontinuation_30Apr2024

13.

CMUH113-REC2-016

E¥ I

[z 2p42]
R B LA T ALXN2220
g pMARLHE C1I2£2067 20 % 112# 127 19 p

14.

CMUH111-REC2-187

|+

e
&

(2% 2144 ]

*#5% ¥ ¢4 Durvalumab (MEDI4736)

*E PMAFLDF INI2E£052 01 p 2 112& 10 31 p
*#% % ¢ : Datopotamab deruxtecan (Dato-DXd; DS-
1062a)

*E pMHFLYPREF III2E052 17p 2 112& 112 16 P

15.

CMUH112-REC2-072

e

LG
¢

[##]
*\ % i 4F £ [ initial SUSAR case
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16. | CMUH103-REC2-029 T E | FEA D XEEET ES

*pgp o111 & 040 22 p

R DA REELT ELoB L -
*pgp 111 # 087 17 p

(GEIEIEIEE T |

*ifok ¥ H L AL 1 PXS-5505

*F MMPAFL G 12021 20 129 32021 80 11 p
*F MMPAFL G 12021 E 8V 12 1202220 11 p
*F MMAFL G 12022 E2 0 12932022870 11 p
*H MMAFL G 1202280 12pF 2023 &80 11 R
¥ DMARA PR 12023 #8012 p 12024 &2 11 p
*RERE P 4L 1 PXS-5505 (DSUG report)

¥ RMARA R 1202220 12 p 32023 &2 11 p
*F MMAFL G 1202320 11 p 32024 E20 11 p

17. | CMUH110-REC2-239

gt
\1_
I3

3]

(#%+%E27 4]
18. | CMUH111-REC2-096 &% | *% 4+ : Final
*pap o 112# 127 208

[ 2132 ]
19. | CMUHI108-REC2-169 HiRR | *F%RE Y LA 0 MK-3475 Pembrolizumab
*X 2L HRE T 04 Sep 2023 - 03 Mar 2024

[z 2H42]

20. | CMUHI11-REC2-211 H3 & | %S L4 ALXNI2I0
*% pPAFL PR 112&00 7 01 p 3 112 127 31 p
(2]

RF @Sk AEE RE E R LATHR A Tyl
*p #2017 & 040 19 p
*pdp 12018 &£ 04 2 260p
*pdp 12019 & 04 2 16 p
*pdp 12020 & 03 2 25

21. | CMUHI106-REC2-158

T
11_
I

*pogp 12021 & 057 04 p
*p gy 2022 & 057 04 p
*p gy 2023 #2057 09 p
*p o oi2024 & 04 % 23 p
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22.

CMUHI11-REC2-115

[z =% >4dp2]
*Rk L AL T AST-301
*g pMARA W 12023220 1732024 #2167

23.

CMUH109-REC2-155

iR iR

[ % 2142 ]
*38% ¥ 4 L - MK-3475 Pembrolizumab
g PMIFLPEF 12023 9% 4p 32202432309

24,

CMUH112-REC2-050

344

(e % 2447 ]
1.Development Safety Update Report No. 8 JNJ-17000139
(Gemcitabine 225 mg intravesical delivery system) 26 February
2023 to 25 February 2024, Date: 15 April 2024
2.Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARs) JNJ-17000139 (Gemcitabine 225
mg intravesical delivery system) 26 August 2023 to 25 February
2024, Date: 15 April 2024
3.Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARs) JNJ-63723283 (cetrelimab) 2
September 2023 to 1 March 2024, Date: 19 April 2024
A2 BRI 2P FL AT R%RL G -

25.

CMUHI111-REC2-084

[ % 2132 ]
*R% F P AL 1 MK-3475 Pembrolizumab
*E MR LHAF 12023 #9% 4532024 F3" 3p

26.

CMUH112-REC2-006

i
15
Juk

[ % 2132 ]
*5% F P AL 1 Obexelimab
*E PMFLHEF 12092 27p 3 113 & 09 7 26 P

27.

CMUH108-REC2-115

[T ks 5t 2 % )

*3 A& 1 CO41101 Layperson summary — Taiwan Chinese V1,
dated 20-Feb-2024

*po#p 12024 & 027 20 P

28.

CMUH109-REC2-136

(% %FLH 4]
ol |
*pHp 12024 F 02 % 12 p

29.

CMUH112-REC2-157

[z# % 2pHR2])
*Rok ¥ L AL T AZD5305
*E PMAFLYPF I112E2090 03p X 113E03 % 02 p

30.

CMUH111-REC2-125

i 5

[#¢]
FRE D RE R AW REELARAFLRP B IR R
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1 SUSAR £ 5 4, 4 w| % Posterior reversible
encephalopathy syndrome # 3 ¥ (initial, FU1, FU2) ,
Pneumonia * 2 ¥ (initial, FU1) , 3r £ # & 5 2023 & 11
522 p %2024 & 047 23 p
[#%+%Lns]
31. | CMUH105-REC2-049 BoEA | A vl

*REp 113 &£ 037 12 P

32. | CMUHI111-REC2-125 if &

(GEIEIEIEE T |
*iRsk E 4 LfL 0 SRF388

*E rMPFLYEF 1122010 17 P 113 #0101 % 16 p

ey

33. | CMUH109-REC2-164 RAR

[z 2H42]
*iR5% E 4 2L 1 PTO10

X rMIRLHE 112 & 06 1
*iR5% E e AL 1 PTO09

X pMIRLHE 112 & 08 °
SRR ER LA
*E rMRLHT

18 p 112 # 12" 17 p

)

25 p 113 202" 24 p

)

Symbicort

112 # 08 * 25 p 113 202" 24 p
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34. | CMUH111-REC2-007

g
\1_
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[ % 2444 ]
*3#% % AL * Elranatamab
*E PMHFLHEF 112092 27 P

113 203" 26p

)

35. | CMUH111-REC2-129 LA

(= 2pap2 ]

*R% E P AL Savolitinib

*E PMAFLEF CI12£02 P 27 p 2 112E 0872 26 B
*E DMAFLRF II12E082 27p 3 1132022 260P
*H5% F 4L 1 Osimertinib

*E PMFLHF 122050 13p 3 112& 112 127
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