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CMUH110- BGN-2020-|follow up| BGB-A317, Diabetic Ketoacidosis
1. 2020/11/13 2,3 A
RECI1-172 002429 3 BGB-A1217 [Diabetic ketoacidosis]
pulmonary embolism
CMUH110- BGN-2021-
2. 2021/3/31 Initial BGB-A1217 [Pulmonary embolism] 2,3 A
REC1-172 000889
pneumonia [Pneumonia]
pulmonary embolism
CMUH110- BGN-2021-|follow up
3. 2021/3/31 BGB-A1217 [Pulmonary embolism] 2,3 A
REC1-172 000889 1
pneumonia [Pneumonial]
pulmonary embolism
CMUH110- BGN-2021-|follow up [Pulmonary embolism] | 1, 2,
4, 2021/3/31 BGB-A1217 A
REC1-172 000889 2 pneumonia [Pneumonial] 3
Dyspnoea [Dyspnoea]
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pulmonary embolism
CMUH110- BGN-2021-|follow up 1,2,
5. 2021/3/31 BGB-A1217 [Pulmonary embolism] A
REC1-172 000889 3 3
pneumonia [Pneumonia]
Gastrointestinal bleeding
[Gastrointestinal
CMUH110- BGN-2021-|follow up| BGB-A317, 1,2,
6. 2021/7/23 haemorrhage] A
REC1-172 003110 1 BGB-A1217 3
Cerebral infarction
[Cerebral infarction]
Gastrointestinal bleeding
[Gastrointestinal
CMUH110- BGN-2021-|follow up| BGB-A317, 1,2,
7. 2021/7/23 haemorrhage] A
REC1-172 003110 2 BGB-A1217 3
Cerebral infarction
[Cerebral infarction]
CMUH110- BGN-2022-|follow up| BGB-A317, Stroke [Cerebrovascular
8. 2022/1/7 1 A
REC1-172 000236 1 BGB-A1217 accident]
Sepsis [Sepsis]
Creatinine increased
[Blood creatinine
CMUH110- BGN-2022-|follow up| BGB-A317, increased]
9. 2022/3/9 1,3 A
REC1-172 002442 2 BGB-A1217 Sepsis [Sepsis]
Hepeatitis [Hepatitis]
Nephritis [Nephritis]
Pneumonitis [Pneumonitis]
Sepsis [Sepsis]
Creatinine increased
[Blood creatinine
CMUH110- BGN-2022-|follow up| BGB-A317, increased]
10. 2022/3/9 1,3 A
REC1-172 002442 3 BGB-A1217 Sepsis [Sepsis]
Hepatitis [Hepatitis]
Nephritis [Nephritis]
Pneumonitis [Pneumonitis]
neutropenic sepsis
CMUH110- BGN-2022-|follow up| BGB-A317,
11. 2022/4/4 [Neutropenic sepsis] 1,3 A
REC1-172 003565 1 BGB-A1217
dehydration [Dehydration]
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neutropenic sepsis
CMUH110- BGN-2022-|follow up| BGB-A317,
12. 2022/4/4 [Neutropenic sepsis] 1,3 A
REC1-172 003565 2 BGB-A1217
dehydration [Dehydration]
neutropenic sepsis
CMUH110- BGN-2022-|follow up| BGB-A317,
13. 2022/4/4 [Neutropenic sepsis] 1,3 A
RECI1-172 003565 3 BGB-A1217
dehydration [Dehydration]
neutropenic sepsis
CMUH110- BGN-2022-|follow up| BGB-A317,
14, 2022/4/4 [Neutropenic sepsis] 1,3 A
RECI1-172 003565 4 BGB-A1217
dehydration [Dehydration]
Immune pneumonia
complicated by infection
[Pneumonia]
CMUH110- BGN-2022-|follow up| BGB-A317,
15. 2022/4/13 Immune pneumonia 1,3 A
RECI1-172 004001 3 BGB-A1217
complicated by infection
[Immune-mediated lung
disease]
Infectious pneumonia
[Pneumonia]
CMUH110- BGN-2022-|follow up| BGB-A317,
16. 2022/4/13 Immune pneumonia 1,3 A
REC1-172 004001 4 BGB-A1217
[Immune-mediated lung
disease]
Infectious pneumonia
[Pneumonia]
CMUH110- BGN-2022-|follow up| BGB-A317,
17. 2022/4/13 Immune pneumonia 1,3 A
REC1-172 004001 5 BGB-A1217
[Immune-mediated lung
disease]
Infectious pneumonia
[Pneumonia]
CMUH110- BGN-2022-|follow up| BGB-A317,
18. 2022/4/13 Immune pneumonia 1,3 A
REC1-172 004001 6 BGB-A1217
[Immune-mediated lung
disease]
113 #5171 22 p % 37T % 72 F
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Infectious pneumonia
[Pneumonia]
CMUH110- BGN-2022-|follow up| BGB-A317,
19. 2022/4/13 Immune pneumonia 1,3 A
REC1-172 004001 7 BGB-A1217
[Immune-mediated lung
disease]
Immune associated
pneumonia [Immune-
CMUH110- BGN-2022-|follow up| BGB-A317,
20. 2022/10/19 mediated lung disease] 1,3 A
RECI1-172 010144 4 BGB-A1217
pulmonary infection
[Pneumonia]
pulmonary infection
[Pneumonia]
CMUHI110- BGN-2022-|follow up| BGB-A317,
21. 2022/10/19 Immune associated 1,3 A
RECI1-172 010144 5 BGB-A1217
pneumonia [Immune-
mediated lung disease]
CMUH110- BGN-2022-|follow up| BGB-A317, productive cough
22. 2022/11/25 3] A
REC1-172 011365 2 BGB-A1217 [Productive cough]
CMUH110- BGN-2022-|follow up| BGB-A317, productive cough
23. 2022/11/25 1,3 A
REC1-172 011365 3 BGB-A1217 [Productive cough]
Multiple organ failure
CMUH110- BGN-2022-|follow up| BGB-A317,
24, 2022/11/25 [Multiple organ 1,3 A
REC1-172 011365 4 BGB-A1217
dysfunction syndrome]
Hypoxia/Acute Respiratory
CMUH110- BGN-2023- BGB-A317,
25. 2022/9/30 Initial Failure [Acute respiratory | 1,3 A
REC1-172 002617 BGB-A1217
failure]
Hypoxia/Acute Respiratory
CMUHI110- BGN-2023-|follow up| BGB-A317,
26. 2022/9/30 Failure [Acute respiratory | 1,3 A
REC1-172 002617 1 BGB-A1217
failure]
pneumonitis [Pneumonitis]
Aspiration Pneumonia
CMUH110- BGN-2023- BGB-A317,
27. 2023/6/5 Initial [Pneumonia aspiration] 1,2 A
REC1-172 005236 BGB-A1217
covid-19 infection
[COVID-19]
113 #5171 22 p % 38 F &% 72 F




—

TRFRAFERRFRAIGELIAES-F2LH§

_ B

-t ERFES
% 2 HAF

%3 HEREL( #R)

* ¢ Mt

w4 p

el

2 5

RiE )

5]

" 5

L
e

FAEE

Rt
*ﬂ

e

28.

RECI-172

CMUH110-

2023/6/5

BGN-2023-
005236

follow up
1

BGB-A317,
BGB-A1217

[COVID-19]

pneumonitis [Pneumonitis]
Aspiration Pneumonia
[Pneumonia aspiration]

covid-19 infection

1,2

29.

CMUH110-
RECI-172

2023/6/5

BGN-2023-

005236

follow up
2

BGB-A317,
BGB-A1217

[COVID-19]

infarction [Acute

pneumonitis [Pneumonitis]
Aspiration Pneumonia
[Pneumonia aspiration]

covid-19 infection
Acute right MCA territory

myocardial infarction]

1,2

30.

CMUH110-
RECI-172

2023/6/5

BGN-2023-
005236

follow up

BGB-A317,
3 BGB-A1217

pneumonitis [Pneumonitis]

bleeding [Upper
gastrointestinal

haemorrhage]

covid-19 infection

[COVID-19]

Acute right MCA territory

infarction [Acute

myocardial infarction]

Upper gastrointestinal

Aspiration Pneumonia

[Pneumonia aspiration]

1,2
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31.

CMUH110-
REC1-172

2023/6/5

BGN-2023-
005236

follow up

4

BGB-A317,
BGB-A1217

pneumonitis [Pneumonitis]
Upper gastrointestinal
bleeding [Upper
gastrointestinal
haemorrhage]
Aspiration Pneumonia
[Pneumonia aspiration]
covid-19 infection
[COVID-19]
Acute right MCA territory
infarction [Acute

myocardial infarction]

1,2

32.

CMUH110-
RECI-172

2023/6/5

BGN-2023-
005236

follow up

5

BGB-A317,
BGB-A1217

pneumonitis [Pneumonitis]
Upper gastrointestinal
bleeding [Upper
gastrointestinal
haemorrhage]
Aspiration Pneumonia
[Pneumonia aspiration]
covid-19 infection
[COVID-19]
Acute right MCA territory

infarction [Cerebral

infarction]

1,2

113 #5122 p
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pneumonitis [Pneumonitis]
Upper gastrointestinal
bleeding [Upper
gastrointestinal
haemorrhage]
CMUH110- BGN-2023-|follow up| BGB-A317, Aspiration Pneumonia
33. 2023/6/5 121 A
REC1-172 005236 6 BGB-A1217 [Pneumonia aspiration]
covid-19 infection
[COVID-19]
Acute right MCA territory
infarction [Cerebral
infarction]|
pneumonitis [Pneumonitis]
Upper gastrointestinal
bleeding [Upper
gastrointestinal
haemorrhage]
CMUH110- BGN-2023-|follow up| BGB-A317, Aspiration Pneumonia
34. 2023/6/5 121 A
REC1-172 005236 7 BGB-A1217 [Pneumonia aspiration]
covid-19 infection
[COVID-19]
Acute right MCA territory
infarction [Cerebral
infarction]
CMUH110- BGN-2022-|follow up| BGB-A317, Pancytopenia
35. 2022/11/14 2 A
REC1-172 011255 8 BGB-A1217 [Pancytopenia]
CMUH110- BGN-2022-|follow up| BGB-A317, Pancytopenia
36. 2022/11/14 231 A
REC1-172 011255 9 BGB-A1217 [Pancytopenia]
CMUH110- BGN-2023- BGB-A317,
37. 2023/9/15 Initial Unexplained death [Death]| 1 A
RECI1-172 014787 BGB-A1217
CMUHI110- BGN-2023-|follow up| BGB-A317,
38. 2023/9/15 Unexplained death [Death]| 1 A
RECI1-172 014787 1 BGB-A1217
CMUH110- BGN-2023-|follow up| BGB-A317,
39. 2023/9/15 Unexplained death [Death]| 1 A
RECI1-172 014787 2 BGB-A1217
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PRFFAETERFRALGELA Y -F2LR §
-~ F-LlZERYAXFREREEC BR)

% rHdE |2
R | F PP v R
2 B &)

FAEE

L
bl

Rt
*ﬂ

#1 ) MK-5684
(MK-5684)
Tablet; Regimen
#1
#2)
HYDROCORTI
SONE (5684-
004 STUDY)
(hydrocortisone)
Tablet; Regimen
#1
#3)
CMUH112- 2404USA0 Medically Significant
2024/4/2 Initial | DEXAMETHA 2,3,7
RECI-196 01742 Chest pain - cardiac
SONE (5684-

004 STUDY)

Other Serious Criteria:

[Angina pectoris]

(dexamethasone
) Tablet;
Regimen #1
#4)
FLUDROCORT
ISONE (5684-
004 STUDY)
(fludrocortisone)
Tablet; Regimen
#1
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41.

CMUH112-
RECI-196

2024/4/2

2404USA0
01742

Followup

1

#1 ) MK-5684
(MK-5684)
Tablet; Regimen
#1
#2)
HYDROCORTI
SONE (5684-
004 STUDY)
(hydrocortisone)
Tablet; Regimen
#1
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
(dexamethasone
) Tablet;
Regimen #1
#4)
FLUDROCORT
ISONE (5684-
004 STUDY)
(fludrocortisone)
Tablet; Regimen
#1

Chest pain - cardiac

[Angina pectoris]

2,3

42.

CMUHI111-
RECI1-135

2024/4/2

2404USA0
05341

Initial

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

Disseminated Tuberculosis
[Disseminated
tuberculosis]

Fungi in blood

[Fungaemia]

1,3

43.

CMUHI111-
RECI1-135

2024/4/2

2404USA0
05341

Followup

1

#1) MK-7902
#2)
PEMBROLIZU
MAB

Disseminated Tuberculosis
[Disseminated

tuberculosis]

Fungemia [Fungaemia]

1,3

113 #5122 p
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#1 ) MK-7902 |Disseminated Tuberculosis
CMUH111- 2404USAO0 |Followup #2) [Disseminated
44, 2024/4/2 131 A
RECI1-135 05341 2 PEMBROLIZU tuberculosis]
MAB Fungemia [Fungaemia]
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2 ) NAB-
PACLITAXEL
Worsening hyponatremia
(7684A-007
[Hyponatraemia]
STUDY) (nab-
depressed level of
CMUH111- 2403MEXO |Followup| paclitaxel)
45. 2024/3/4 consciousness [Depressed | 2,3 A
RECI1-019 02048 1 Injection;
level of consciousness]
Regimen #1
cardiac arrest [Cardiac
#3)
arrest]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
113 #5171 22 p ¥ 44 F x5 T2 F
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2 ) NAB-
PACLITAXEL
Worsening hyponatremia
(7684A-007
[Hyponatraemia]
STUDY) (nab-
depressed level of
CMUHI111- 2403MEXO0 |Followup| paclitaxel)
46. 2024/3/4 consciousness [Depressed | 2,3 A
RECI1-019 02048 2 Injection;
level of consciousness]
Regimen #1
cardiac arrest [Cardiac
#3)
arrest]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
113 #5171 22 p % 45 F % 72 F
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#l
#2)
PEMETREXED
(7684A-007 DIABETIC
STUDY) CETOACIDOSIS
CMUHI111- 2311MEXO [Followup| (pemetrexed) [Diabetic ketoacidosis]
REC1-019 2023116 02106 11 Injection; SEVERE RESPIRATORY
Regimen #1 INSUFFICIENCY
#3) [Respiratory failure]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection;

Regimen #1

113 #5122 p ¥ 46 F o x T2
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2 ) NAB-
PACLITAXEL
Worsening hyponatremia
(7684A-007
[Hyponatraemia]
STUDY) (nab-
depressed level of
CMUHI111- 2403MEXO0 |Followup| paclitaxel)
48. 2024/3/4 consciousness [Depressed | 2,3 A
RECI1-019 02048 3 Injection;
level of consciousness]
Regimen #1
cardiac arrest [Cardiac
#3)
arrest]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
113 #5171 22 p % 47 F % 72 F
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49,

CMUHI111-
RECI1-019

2024/2/13

05364

2402COLO |Followup

4

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#l
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Hepeatitis [Hepatitis]

2,3

113 #5122 p
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2 ) NAB-
PACLITAXEL
Worsening hyponatremia
(7684A-007
[Hyponatraemia]
STUDY) (nab-
depressed level of
CMUHI111- 2403MEXO0 |Followup| paclitaxel)
50. 2024/3/4 consciousness [Depressed | 2,3 A
RECI1-019 02048 4 Injection;
level of consciousness]
Regimen #1
cardiac arrest [Cardiac
#3)
arrest]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
113 #5171 22 p % 49 F % 72 F
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#l
#2)
PEMETREXED
(7684A-007 DIABETIC
STUDY) CETOACIDOSIS
CMUHI111- 2311MEXO [Followup| (pemetrexed) [Diabetic ketoacidosis]
REC1-019 2023116 02106 12 Injection; SEVERE RESPIRATORY
Regimen #1 INSUFFICIENCY
#3) [Respiratory failure]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection;

Regimen #1

113 #5122 p % 50 Fox 72
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52.

CMUHI111-
RECI1-019

2024/3/4

2403MEXO0
02048

Followup
5

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#l
#2 ) NAB-
PACLITAXEL
(7684A-007
STUDY) (nab-
paclitaxel)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

[Hyponatraemia]

Worsening hyponatremia

2,3

113 #5122 p
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53.

CMUHI111-
RECI1-019

2024/3/4

2403MEXO0
02048

Followup
6

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#l
#2 ) NAB-
PACLITAXEL
(7684A-007
STUDY) (nab-
paclitaxel)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

[Hyponatraemia]

Worsening hyponatremia

2,3

113 #5122 p
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54,

CMUHI111-
RECI1-019

2024/2/13

05364

2402COLO |Followup

5

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#l
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Hepeatitis [Hepatitis]

2,3

113 #5122 p
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55.

CMUHI111-
RECI1-019

2024/2/13

05364

2402COLO |Followup

6

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#l
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Hepeatitis [Hepatitis]

2,3

113 #5122 p
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#l
#2)
CARBOPLATI
N (7684A-007
STUDY)
CMUHI111- 2302TURO |Followup| (carboplatin) pulmonary embolism
2023/2/13 1,23
RECI1-019 05122 5 Injection; [Pulmonary embolism]
Regimen #1
#3)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;

Regimen #1

113#579 22 p % 55 F % 72 F
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57.

CMUHI111-
RECI1-019

2024/2/13

05364

2402COLO |Followup

7

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#l
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Hepeatitis [Hepatitis]

2,3

113 #5122 p
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#l
#2)
PACLITAXEL
(7684A-007
STUDY)
CMUHI111- 2307KORO [Followup| (paclitaxel)

2023/6/24 Progression [Malignant
RECI1-019 01576 10 Injection;

Malignant Neoplasm

neoplasm progression]
Regimen #1

#3)
CARBOPLATI
N (7684A-007

STUDY)
(carboplatin)
Injection;

Regimen #1

113 #5122 p % 57 F > &
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59.

CMUHI111-
RECI1-019

2024/3/4

2403MEXO0
02048

Followup
7

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#l
#2 ) NAB-
PACLITAXEL
(7684A-007
STUDY) (nab-
paclitaxel)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

[Hyponatraemia]

Worsening hyponatremia

2,3

113 #5122 p
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60.

CMUHI111-
RECI-019

2022/11/11

2211USA0
04518

Followup

24

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#l
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #2
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #3
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Myocarditis, immune
mediated [Immune-
mediated myocarditis]
Lung infection
[Pneumonia]
Myocardial infarction

[Myocardial infarction]

2,3

113 #5122 p
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Injection;
Regimen #2
Death was caused by
multiple organ failure
#1 ) MK-7902 [Multiple organ
CMUH110- 2311CHNO |Followup Study dysfunction syndrome]
61. 2023/10/6 L3 A
REC1-045 09187 10 #2) Decreased platelet count
EPIRUBICIN worsens [Platelet count
decreased]
anemia [Anaemia]
Death was caused by
multiple organ failure
#1 ) MK-7902 [Multiple organ
CMUH110- 2311CHNO |Followup Study dysfunction syndrome]
62. 2023/10/6 L3 A
REC1-045 09187 11 #2) Decreased platelet count
EPIRUBICIN | worsens [Platelet count
decreased]
anemia [Anaemia]
Death was caused by
multiple organ failure
#1 ) MK-7902 [Multiple organ
CMUH110- 2311CHNO |Followup Study dysfunction syndrome] | 1, 2,
63. 2023/10/6 A
REC1-045 09187 12 #2) Decreased platelet count 3
EPIRUBICIN | worsens [Platelet count
decreased]
anemia [Anaemia]
#1 ) MK-7902
Study
CMUHI110- 2210KORO |Followup 1,2,
64. 2022/8/10 #2) Pneumonitis [Pneumonitis] A
REC1-045 05140 14 3
ETHIODIZED
OIL
113 #5171 22 p % 60 F % 72 F
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Death was caused by
multiple organ failure
#1 ) MK-7902 [Multiple organ
CMUH110- 2311CHNO |Followup Study dysfunction syndrome] | 1, 2,
65. 2023/10/6 A
REC1-045 09187 13 #2) Decreased platelet count 3
EPIRUBICIN | worsens [Platelet count
decreased]
anemia [Anaemia]
#1 ) MK-7902
Study
CMUH110- 2210KORO |Followup 1,2,
66. 2022/8/10 #2) Pneumonitis [Pneumonitis] A
REC1-045 05140 15 3
ETHIODIZED
OIL
2,3,
7:Imp
CMUH109- 2023A0362 |follow up| Blinded for [PULMONARY FIBROSIS |ortant
67. 2023/2/9 A
RECI-150 00 8 Investigator (Pulmonary fibrosis)  |medic
al
event
2,3,
7:Imp
CMUH109- 2023A1705|follow up| Blinded for | LIVER ABSCESS (Liver |ortant
68. 2023/7/24 A
RECI1-150 08 4 Investigator abscess) medic
al
event
AZD 2936/
CMUH111- 2024A0834 RESPIRATORY FAILURE
69. 2024/4/4 Initial |CAPECITABIN 1 A
RECI1-225 57 B (Respiratory failure)
AZD 2936/
CMUH111- 2024A0834 |follow up RESPIRATORY FAILURE
70. 2024/4/4 CAPECITABIN 1 A
REC1-225 57 1 B (Respiratory failure)
AZD 2936/
CMUH111- 2024A0834 |follow up RESPIRATORY FAILURE
71. 2024/4/4 CAPECITABIN 1 A
REC1-225 57 2 B (Respiratory failure)
113 #5171 22 p % 61 Fox 72 F
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2,3,
7:
AZD 2936/
Impor
CMUH111- 2023A2235|follow up 5- CHEST PAIN-CARDIAC
72. 2023/9/28 tant [ A
REC1-225 65 4 FLUOROURAC (Angina pectoris)
medic
IL
al
event
#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2402COLO injection De novo atrial fibrillation
73. 2024/2/8 Initial 2.3 A
REC1-156 04300 #2 ) BCG LIVE [Atrial fibrillation]
(BCG live)
Powder For
Instillation Fluid
#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2402COLO [Followup injection De novo atrial fibrillation
74. 2024/2/8 2.3 A
RECI1-156 04300 1 #2 ) BCG LIVE [Atrial fibrillation]
(BCG live)
Powder For
Instillation Fluid
#1 ) MK-3475
Worsening of atrial
(pembrolizumab
fibrillation [Atrial
) Solution for
fibrillation]
CMUH110- 2301USAO |Followup injection
75. 2022/12/14 Urinary tract infection 1.3 A
REC1-156 01556 1 #2 ) BCG LIVE
[Urinary tract infection]
(BCG live)
cardiac arrest [Cardiac
Powder For
arrest]
Instillation Fluid
113 #5171 22 p % 62 F % 72 F
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#1 ) MK-3475
(pembrolizumab
Adrenal insufficiency
) Solution for
[Adrenal insufficiency]
CMUH110- 2401USAO0 |Followup injection
76. 2024/1/2 SIADH [Inappropriate 2.3 A
REC1-156 10963 12 #2 ) BCG LIVE
antidiuretic hormone
(BCQG live)
secretion]|
Powder For
Instillation Fluid
#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2401USAO |Followup injection Adrenal insufficiency
77. 2023/12/31 2.3 A
RECI1-156 10963 13 #2)BCG LIVE | [Adrenal insufficiency]
(BCG live)
Powder For
Instillation Fluid
#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2401USAO [Followup injection Adrenal insufficiency
78. 2023/12/31 2.3 A
RECI1-156 10963 14 #2)BCG LIVE | [Adrenal insufficiency]
(BCG live)
Powder For
Instillation Fluid
#1 ) MK-3475
Worsening of atrial
(pembrolizumab
fibrillation [Atrial
) Solution for
fibrillation]
CMUH110- 2301USAO |Followup injection
79. 2022/12/14 Urinary tract infection 1.3 A
REC1-156 01556 2 #2 ) BCG LIVE
[Urinary tract infection]
(BCG live)
cardiac arrest [Cardiac
Powder For
arrest]
Instillation Fluid
113 #5171 22 p % 63 F % 72 F




TRFRAFERRFRAIGELIAES-F2LH§

- F-tZER%S

%3 HEREL( #R)

)3 X 2 fER | RE K
e ML | AP Y VR E Al 5| 7R
B 2 B &
#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2401USAO0 |Followup injection Adrenal insufficiency
80. 2023/12/31 2.3 A
RECI1-156 10963 15 #2 ) BCG LIVE | [Adrenal insufficiency]
(BCQG live)
Powder For
Instillation Fluid
#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2401USAO |Followup injection Adrenal insufficiency
81. 2023/12/31 2.3 A
RECI1-156 10963 16 #2)BCG LIVE | [Adrenal insufficiency]
(BCG live)
Powder For
Instillation Fluid
#1 ) MK-3475
Worsening of atrial
(pembrolizumab
fibrillation [Atrial
) Solution for
fibrillation]
CMUH110- 2301USAO |Followup injection
82. 2022/12/14 Urinary tract infection 1.3 A
RECI1-156 01556 3 #2 ) BCG LIVE
[Urinary tract infection]
(BCG live)
cardiac arrest [Cardiac
Powder For
arrest]
Instillation Fluid
2019-
CMUH106- bendamustine; 1,2,
83. 2019/2/26 [MORO00033| Initial Pneumonia A
REC1-147 rituximab 3,4
9-CZ
2023-
CMUH106- bendamustine;
84. 2023/10/26 IMORO00495| FUS Myelodysplastic syndrome| 2,7 | A
REC1-147 rituximab
0-TR
2021-
CMUH106- Tafasitamab;
85. 2021/5/1 |[MORO00108| FU6 Pneumonia L3] A
REC1-147 bendamustine
3-CA
113 # 5% 22 p % 64 F o2 72 F
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CMUH106-
RECI1-147

86.

2023/10/26

MORO00495
0-TR

FU6

rituximab

bendamustine;

Myelodysplastic syndrome

2,7

CMUH110-

2023/12/28
RECI1-004

2024A0638
35

Initial

Blinded for

Investigator

1.METABOLIC
ACIDOSIS (Metabolic
acidosis)
2.MULTI-ORGAN
FAILURE (Multiple organ
dysfunction syndrome)
3.PNEUMOTHORAX
(Pneumothorax)
4 PNEUMONIA
(Pneumonia)
5.ACUTE KIDNEY
INJURY (Acute kidney
injury)
6.CARDIAC ARREST

(Cardiac arrest)

1,2,

88.

CMUH110-

2023/12/28
RECI1-004

2024A0638

35 1

follow up

Investigator

Blinded for

FAILURE (Multiple organ
dysfunction syndrome)

3.PNEUMOTHORAX

5.ACUTE KIDNEY
INJURY (Acute kidney

6.CARDIAC ARREST

7.PLEURAL EFFUSION

1.METABOLIC
ACIDOSIS (Metabolic
acidosis)

2.MULTI-ORGAN

(Pneumothorax)

1,2,
4. PNEUMONIA

(Pneumonia)

injury)

(Cardiac arrest)

(Pleural effusion)

113 #5122 p
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72 F
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TRASTUZUM
CMUH109- 2022A0146 |follow up NEUTROPENIC SEPSIS
89. 2022/1/7 AB L3 A
RECI-115 39 14 (Neutropenic sepsis)
DERUXTECAN
TRASTUZUM
CMUH109- 2021A8690 |follow up HYPOKALEMIA
90. 2021/11/4 AB 2,31 A
RECI1-115 54 4 (Hypokalaemia)
DERUXTECAN
1.PARAPLEGIA
TRASTUZUM
CMUH109- 2023A0677 |follow up (Paraplegia) 2,3,
91. 2023/3/20 AB A
RECI-115 20 1 2.HYPOKALEMIA 4
DERUXTECAN
(Hypokalaemia)
1.PARAPLEGIA
TRASTUZUM
CMUH109- 2023A0677 |follow up (Paraplegia) 2,3,
92. 2023/3/20 AB A
RECI-115 20 2 2.HYPOKALEMIA 4
DERUXTECAN
(Hypokalaemia)
1.PARAPLEGIA
TRASTUZUM
CMUH109- 2023A0677 |follow up (Paraplegia) 2,3,
93. 2023/3/20 AB A
RECI-115 20 3 2.HYPOKALEMIA 4
DERUXTECAN
(Hypokalaemia)
(] FRPHE -
QR #F i# }i‘ is 1 IE % ﬁ
7%
2 2
B 5L * € %t 3 g FAENF
1. | CMUHI110-REC1-172 | tRiRiR (251
' UHHO-RECI-T72 | iR o SLELE L
[ 2p4p2]
*Rek ¥ 4L BGB-A317, BGB-A1217
*E 2 PRLDE
2. | CMUHI110-REC1-172 | k4% | BGB-A317:2020 & 05 * 21 p % 2023 # 12 ® 25
2
BGB-A1217:2020 & 07 * 29 p % 2023 & 07 * 28
A
(GEIEIETCE 2
R E L L4 CC-99282 DSUR
_ _ 44»__1 - s 7
3. | CMUHIIO-RECI-114 | 3 2 5= *E pMIFLHEF 112& 0107 16 p 3 113 F01 7
15 p
4. | CMUHI06-REC1-108 | £+ % | [ % 214482 ] DSUR

113 #5122 p
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R E S LA T AGI20

*E rMEFLYF 112010 17p 3 113#01 0
16 p

[ 48 % >4 2 ] 6M SUSARLL

Rk E S LA T AGI20

*E rMELYF 1122070 17p 3 113 #0101
16 F

CMUHI11-REC1-114

v AR

[z 2p4p2]

*E% E A L ¢ Abelacimab/ MAAS6S

R AP -2 E R E R
1.2021 # 07 2 01 p % 2021 & 12 % 30 p
22022 # 07 " 01 p 2 2022 # 12 * 30 p
32023 #07 % 01 p 2 2022 # 12 % 31 p

CMUHI11-RECI1-115

v AR

(EEIEIEIEE LS

*HS% F L ¢ Abelacimab/ MAA86S

T S PARAWE - £F 28 R BT
1.2021 # 07 * 01 p 2 2021 #+ 12 * 30 p
22022 # 07 % 01 p % 2022 # 127 30 p
32023 #07 %2 01 p 2 2022 # 12 % 31 p

CMUHI105-REC1-057

EJRIE DS

[ %3F2 4 5]
*u A ¢ Final
*pn #p 1 15 Mar 2024

CMUHI109-REC1-100

[z % >p4p2]

*WHekE 4 LA 1 ABBV-151

kg PPARLHF 12E 070 25p 2 113 & 01 0
24 p

CMUHI110-REC1-201

[z¥p = >4 ])

*RE% E L 4L ¢ Anifrolumab

*E rMERLHF 112207 % 30p 32 113 # 01 °
29 p

10.

CMUH104-REC1-116

LA

[« 242 ]
1. Janssen Research & Development Blinded Line
Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs) JINJ-73763989 PERIOD
COVERED BY THIS REPORT: 16 August 2023 to 15
February 2024.
R E P LA 1 INJ-56021927 (apalutamide)
*% > M IR4 B 16 August 2023 to 15 February
2024.
2. Janssen Research & Development Development
Safety Update Report No. 5 Executive Summary JNJ-
73763989 Period Covered: 16 February 2023 to 15
February 2024.
*REE L L4 0 INJ-56021927 (apalutamide)
*g 4R 2 Hp B 16 February 2023 to 15 February
2024
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CMUHI108-REC1-030

LA

(e 2142 ]
1. Janssen Research & Development Blinded Line
Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARSs) JNJ-73763989 PERIOD
COVERED BY THIS REPORT: 16 August 2023 to 15
February 2024.
*EB E g LA 1 INJ-56021927 (apalutamide)
% > AR L B 1 16 August 2023 to 15 February
2024.
2. Janssen Research & Development Development
Safety Update Report No. 5 Executive Summary JNJ-
73763989 Period Covered: 16 February 2023 to 15
February 2024.
R E Y LA INJ-56021927 (apalutamide)
kg » AR B 16 February 2023 to 15 February
2024

12.

CMUH107-REC1-189

5E VAL

(k%424 4]

*i A 1 64091742PCR3001 CSR-Body Final
Analysis_Cohort 2 090ct2023

*poHp 12023 & 10 * 09 p

* A 1 64091742PCR3001 CSR-Body Final
Analysis_Cohorts 1 and 3_090ct2023

*poHp 12023 & 10 * 09 p

13.

CMUHI111-REC1-125

ELE

[ % 2447 ]

R EY LA CT-LOS

*% 2 AR AW 12022 & 117 17 p 3 2023 # 11
716 p

14.

CMUHI105-REC1-113

L2

(2= 2iar2]

*:25% ¥ 1 ¢ 4L * Upadacitinib(ABT-494)

g MMAFA B 112 £ 080 16 p 3 113 & 02
15 p

15.

CMUHI110-REC1-195

v AR

[z % > R]
*3% & @ Nivolumab-DSUR (Executive Summary) ( 04-
Jul-2022 to 03-Jul-2023) Investigator Safety Alert
Report 31-Aug-2023 eTMF
*pHp r112# 82 31 p
*a A 120240403 6MLL (04JUL2023 to

03JAN2024) Investigator Safety Alert Report e TMF
*pHp r 113 #4723 p

16.

CMUHI111-REC1-046

v R

[(#&]

*m % ¢ Memo # Notification of filing of Serious
Breach, date 08Mar2024

17.

CMUH106-REC1-094

Nl

[ = 2 4F])
1. Nivolumab/6MLL-%~ # p #f 27Jul2023.;& ¥ # )
04Jan2023~03Jul2023
2 Nivolumab/DSUR-# & P #f 17Aug2023./d ¥ # ]
04Jul2022~03Jul2023

113 #5122 p

¥
[*2]
o
b

|+
\l
N
b




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

BB

M

+%
AR

FANF

3.Nivolumab/6MLL-3~ % p #} 08Feb2024.id & 4 [f]
04Jul2023~03Jan2024

18.

CMUH108-REC1-125

K
&
M

[z 2p4p2]

*Eok # L4 0 ASP-1929+PIT Light Illumination
*g PMIRLHEF CII0E 08 Y 16 F X 111 & 06 *
23 p

19.

CMUH108-REC1-153

T
\L
&

[# =]
RO I RAFAGZ &
1. AbbVie's Navitoclax Clinical Development Program
Letter, dated 29 April 2024
2. M19-753 Study Activities for Study Discontinuation
Letter, dated 30 April 2024

20.

CMUH105-REC1-043

Lt
¢
Juk

[z 2p42]

R ER LA

*op MMHAF AW I 112£08 % 169 3 113 # 02
15 p

21.

CMUHI110-RECI1-226

[#=]

*m % ¢ Development safety update
report(DSUR) 8 28Mar2021-27Mar2022

[#=]

*m % ¢ Development safety update
report(DSUR) 9 28Mar2022-16Feb2023

[z =% 2144 ]

*R B B 4L Mitapivat(AG-348)

*E rMIFLHREF 111 E03 7 28P 3 111 & 097
27 p

[ 2142 ]

*R5% E P LA ¢ Mitapivat(AG-348)

*E pMHFLHEF 11 E09 Y 28p 3 112 # 027
16 p

[z =% 2144 ]

*R B 4L Mitapivat(AG-348)

*E rMIFLHREF 1122020 17p 3 112 # 08
16 p

=

22.

CMUHI111-REC1-158

i
\L
I3

(QERE LR

*3E % 4 L4 Epcoritamab

*X >MIFLYRF 112208 % 01 p 3 113 & 01
31 p

=

23.

CMUHI11-REC1-016

(EEIEIEIEE S

*H% ¥ L Tozorakimab (MEDI3506)

*E pMIFLHEF 112& 007 30p 2 112F 07 °
29 p

(2% 244r 2]

*R % L4 Tozorakimab (MEDI3506)

*X >MIFLYRF 112# 07 % 30 p 3 113 & 01
29 p
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113 #5122 p
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24. | CMUHI112-REC1-173

FABAL

[ % 2p2dpd ]

*R % 4 L f © Tozorakimab (MEDI3506)

* rMAFLYPF 112# 07 % 30 p 3 113 # 01
29 p

=

25. | CMUHI111-REC1-214

L
[l
e

(EEIEIEICEES

*RS% E o AL Bl 685509

*g 2MARLHEF 110 & 10 F 01 p
31 p

[ 2p3F2 ]

R E S L4 - BI685509

*g pHEARL B 111 # 107 01 p
31 p

[ = 2434 ]

*REREY LA BI685509

g pMHARLHEF II12& 040 01 P
30 p

[z % 2142 ]

*iR% F e AL Bl 685509

¥ pMAFAHEF C112E 102 01 p 3 113 # 03
31 p

[ DSMB 4% )

kA xR EpH i 112E 052 11 p

[ DSMB ;4% :d )

kAR EpH I 112E 087 22 P

[DSMB /4% )

*Adgx T p i 112& 11 % 30P

[DSMB /4% )

AR Ep 113 E 020 29 P

111 & 03

n

112 # 03

fen

112 & 09

22

26. | CMUHI111-REC1-208

[z =% 2144 ]

*H%KE 5 LA NNC0194-0499, semaglutide
(NNCO0113-0217) and CagriSema (NNCO0174-
0833+NNC0113-0217)

*E rMIFLEHREF 12023 2047 01 p 3 2023 &
09 * 30p

[z =% 2144 ]

*R B 4L ¢ Cagrilintide (NNCO0174-0833),
CagriSema

g pMIFL B 12023 £ 107 01 p I 2023 &
12 % 31 p

27. | CMUHI111-REC1-103

g
NS
&
K

(EEIEIEIEE S

*E % E 4 L semaglutide-sc

g rMMIFL W 12023 £ 102 01 p % 2024 =
03 7 31p

[DSMB ;-3 4] (DMC)

*AcRG P E 12024 & 040 29 p

113 #5122 p
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[ 2142 ]
2 *R B L ¢ Giredestrant
28. | CMUHII0-RECI-215 | BIA | PHFLYEF112£ 107 03 p 3 113 # 04
102 p
(2% 2R ]
el *E % E 4 4 MK-3475 Pembrolizumab
29. | CMUHIIO-RECI-156 | % %% | s s page 5 9/ : 20232 09 * 04 p % 2024 03
503 p
[ 2142 ]
N R E Y LA MK-4280A
30. | CMUHIIO-RECI-157 | 2 5|, AR A R 12023 # 09 7 22 p % 2024 # 03
121 0P
(% 2papd]
*% ¥ L ¢ Trastuzumab
*E rMIFLAHF 1122097 25p 3 113 & 03 7
24 p
[+ 242 ]
o . | ¥R E Y AL ¢ Pertuzumab + Trastuzumab
31. | CMUHI110-REC1-088 | ¥R & = i R EAFS P 112100 06 8 5 113 £ 04 9
05 p
[ % 2papd]
*R5% E P L AL ¢ Tocilizumab
*E rMFLHEF 112107 11 p 3 113 & 047
10 p
EEXED
*5 A Dear Investigator Letter  COLUMVI
(glofitamab): New important identified risk of
Neurologic Toxicity including Immune Effector Cell
Associated Neurotoxicity (ICANS) with associated risk
32. | CMUH112-REC1-142 | £ 7% | minimization measures, dated ODear Investigator Letter
_COLUMVI (glofitamab): New important identified risk
of Neurologic Toxicity including Immune Effector Cell
Associated Neurotoxicity (ICANS) with associated risk
minimization measures, dated 07-May-2024
*P#p 12024 # 05 % 07 p
EEEEEELED
33. | CMUHI101-IRB1-165 295 | *5%< A& ! Edition Number 1
*p#p 12023 # 06 % 16 p
(% 2pdpd]
4 o | ¥ F 4 L ¢ Finerenone vs. Placebo
34. | CMUHII0-RECL-224 | % &7 |, SMARL W 2023 & 127 01 p 3 2024 & 02
529 p
(% 2pdpd]
e | FeESRELY LA MOR00208
35. | CMUHI06-RECI-147 | s A& | 2R ,ﬁi:ﬁi” 12023 # 07 * 31 p % 2024 & 01
730 p
113#579 22 p $ 7LF 2 72 F
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36. | CMUHI11-REC1-225 | v AR K300 P 2024 £ 05 7 13
(2% 244 ]
37. | CMUHI07-RECI-174 | 2 A8 *H5% E P 4L MK-3475 Pembrolizumab

*E M FLHEF 2023 F 09 % 04 p 3 2024 & 03
703 p
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