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5L i 2 ML 5|
AZD0901/
CMUH112- 2024A1609 ANOREXIA (Decreased
1. 2024/7/3 Initial | GEMCITABIN 2,3 A
RECI1-184 42 appetite)
E
1.NEUTROPHIL COUNT
DECREASED,
AZD0901/
202410GL 2.FEBRILE
CMUH112- 5-
2. 2024/10/20 | O018086T | Initial NEUTROPENIA [Febrile | 2,3 | A
REC1-184 FLUOROURAC
W neutropenia]
IL
[Neutrophil count
decreased]
1,2,
3,
WORSENING OF
7:Imp
CMUH109- 2023A0362 |follow up| Blinded for DESCOMPENSATION
3. 2023/2/9 ortant| A
REC1-150 00 15 Investigator OF LUNG DIFFUSE i
medic
DISEASE (Lung opacity) |
a
event
25 3’
CMUH109- 2022A3714 Blinded for
4. 2022/10/28 Initial HEPATITIS [Hepatitis] |7:Oth| A
RECI1-150 22 Investigator
er
CMUHI111- 2024A1775|follow up| AZD 2936/ |[STROKE (Cerebrovascular
5. 2024/8/4 L3 A
REC1-225 92 1 AZD0901 accident)
1,2,
35 4’
7:
CMUHI111- 2024A1775|follow up| AZD 2936/ |STROKE (Cerebrovascular|Impor
6. 2024/8/4 A
REC1-225 92 2 AZD0901 accident) tant
medic
al
event
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37 49
7:
CMUHI111- 2024A1775 AZD 2936/ [STROKE (Cerebrovascular|Impor
1. 2024/8/4 Initial A
REC1-225 92 AZD0901 accident) tant
medic
al
event
CMUHI111- Follow Blinded Hospitalization for 2,3,
8. 2024/8/19 | 1271828 ) A
REC1-208 up 1 CagriSema acute gastritis [Gastritis] 7
CMUHI111- Follow Blinded Hypertensive urgency | 2, 3,
9. 2024/6/29 | 1248304 ) A
REC1-208 up 1 CagriSema [Hypertensive urgency] 7
Small cell carcinoma of the
pancreas with liver
metastases [Pancreatic
carcinoma metastatic]
CMUHI111- Follow Blinded Acute liver failure [Acute | 1, 2,
10. 2023/9/20 | 1129239 A
RECI1-208 up 3 CagriSema hepatic failure] 3
Cerebral oedema [Brain
oedema] Respiratory
failure [Respiratory
failure]
CMUHI111- Follow Blinded Hypertensive urgency | 2, 3,
11. 2024/6/29 | 1248304 A
REC1-208 up 2 CagriSema [Hypertensive urgency] 7
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TRFFAREARFRALAELAEF-FELR ¢
ZERFLZXFREBRESC BR)

-
P

kg a3

L P

% 2 HaF
2 S gL

SIS )

£

L
e

" 5

*AFE R

12.

CMUHI111-
RECI-019

2024/7/7

2407COLO
09313

Followup

18

#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

Drug-induced liver injury
(DILI/hepatic ECI) [Drug-
induced liver injury]

Pneumonitis [Pneumonitis]

23

13.

CMUHI111-
RECI1-019

2023/9/16

2404BRA0O
11090

Followup
6

#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

nephritis [Nephritis]

23
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14.

CMUHI111-
RECI-019

2023/8/26

2401BRAO
07593

Followup

7

#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

respiratory failure
[Respiratory failure]

pulmonary infection

[Pneumonia]

23

15.

CMUHI111-
RECI1-019

2024/7/7

2407COLO
09313

Followup
19

#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

Drug-induced liver injury
(DILI/hepatic ECI) [Drug-
induced liver injury]

Pneumonitis [Pneumonitis]

23
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16.

CMUHI111-
RECI-019

2024/7/7

2407COLO
09313

Followup

20

#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

Drug-induced liver injury
(DILI/hepatic ECI) [Drug-
induced liver injury]

Pneumonitis [Pneumonitis]

23

17.

CMUHI111-
RECI1-019

2023/8/26

2401BRAO
07593

Followup
8

#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

pulmonary infection

[Pneumonia]

respiratory failure

[Respiratory failure]

23
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18.

CMUHI111-
RECI-019

2024/7/7

2407COLO
09313

Followup

21

#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

Drug-induced liver injury
(DILI/hepatic ECI) [Drug-
induced liver injury]

Pneumonitis [Pneumonitis]

23

19.

CMUHI111-
RECI1-019

2023/8/26

2401BRAO
07593

Followup
9

#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

pulmonary infection

[Pneumonia]

respiratory failure

[Respiratory failure]

23
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20.

CMUHI111-
RECI-019

2024/7/7

2407COLO
09313

Followup

22

#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

Drug-induced liver injury
(DILI/hepatic ECI) [Drug-
induced liver injury]

Pneumonitis [Pneumonitis]

23

21.

CMUHI111-
RECI1-019

2023/8/26

2401BRAO
07593

Followup
10

#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

pulmonary infection

[Pneumonia]

respiratory failure

[Respiratory failure]

23
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#1 ) MK-7684A

Study (Code not
broken)

#2)
PEMETREXED Ileus [Ileus]
(7684A-007 Febrile neutropenia
STUDY) [Febrile neutropenia]
CMUHI111- 2311TURO [Followup
22. 2023/11/21 (pemetrexed) Febrile neutropenia 13 A
REC1-019 08753 26
Injection [Febrile neutropenial
#3) thrombocytopenia

CARBOPLATI [Thrombocytopenia]

N (7684A-007
STUDY)

(carboplatin)
Injection
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— - A - 2. 5y ]
S F-LZERFLIFAEEBRESC BR)
B X 2 PAR(RL
A FA P Y TRES A %5 (=5
| 25 | w o
#1 ) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007
STUDY)
pulmonary
(pemetrexed)
thromboembolism
Injection
#) [Pulmonary embolism]
Immune-mediated
CARBOPLATI
pneumonitis [Immune-
N (7684A-007
mediated lung disease]
STUDY)
Sepsis [Sepsis]
CMUHI111- 2401CHLO [Followup| (carboplatin)
23. 2024/1/22 acute myocardial infarction| 1.3 [ A
REC1-019 14576 28 Injection
[Acute myocardial
#4)
infarction]
METHYLPRED
acute myocardial infarction
NISOLONE
[Acute myocardial
(METHYLPRE
infarction]
DNISOLONE)
pneumonia bacterial
Solution for
[Pneumonia bacterial]
injection/infusio
n
#5)
PREDNISONE
(PREDNISONE
) Tablet, 5
milligram
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#1 ) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED Ileus [Ileus]
(7684A-007 Febrile neutropenia
STUDY) [Febrile neutropenia]
CMUHI111- 2311TURO [Followup
24. 2023/11/21 (pemetrexed) Febrile neutropenia 13 A
REC1-019 08753 27
Injection [Febrile neutropenial
#3) thrombocytopenia
CARBOPLATI [Thrombocytopenia]
N (7684A-007
STUDY)
(carboplatin)
Injection
PULMONARY
CMUHI110- 2024A1677 Blinded for
25. 2024/7/19 Initial THROMBOEMBOLISM | 2,3 | A
REC1-004 10 Investigator
(Pulmonary embolism)
CMUH110- 2023A2483 |follow up| Blinded for
26. 2023/10/31 INFECTION (Infection) | 1,3 | A
REC1-004 82 3 Investigator
113 # 12 % 04 p % 42 F > £ 69 F
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27.

CMUH110-
RECI1-004

2023/12/28

2024A0638
35

follow up

2

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)
7.WORSENING OF
PLEURAL EFFUSION

(Pleural effusion)

15 2’

28.

CMUH110-
RECI1-004

2024/8/13

2024A1857
83

Initial

Blinded for

Investigator

BILATERAL
PNEUMONITIS

(Pneumonitis)

2,3
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29.

CMUH110-
RECI1-004

2023/12/28

2024A0638
35

follow up

3

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)
7.WORSENING OF
PLEURAL EFFUSION

(Pleural effusion)

15 2’

30.

CMUH110-
RECI1-004

2024/8/13

2024A1857
83

follow up

1

Blinded for

Investigator

FEBRILE
NEUTROPENIA WITH
ONSET OF SEPSIS AND
ARTERIAL
HYPERTENSION AS
WELL AS BILATERAL
PNEUMONITIS (Febrile

neutropenia)

2,3

31.

CMUH110-
REC1-004

2024/8/13

2024A1857
83

follow up

2

Blinded for

Investigator

BILATERAL
PNEUMONIA

(Pneumonia)

2,3

32.

CMUHI111-
RECI1-135

2024/9/24

2409FRA0
09704

Followup

3

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

Unknown cause of death

[Death]

33.

CMUHI111-
RECI1-135

2024/8/17

2410FRAO
02235

Initial

#1) MK-7902

Death [Death]

113 # 12 % 04 p
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B X AR |AFE
gL | AP Y FRES 7 aE e S5 [
5 i 2 ML ]
#1)
CMUHI111- 2410GBRO PEMBROLIZU | Catasthropic Bleeding
34. 2024/10/5 Initial 1 A
RECI1-135 02774 MAB [Haemorrhage)]
#2 ) MK-7902
CMUH111- 2410FRAO |Followup Unknown cause of death
35. 2024/8/17 #1 ) MK-7902 1 A
RECI1-135 02235 1 [Death]
#1 ) MK-7902
CMUH111- 2410GBRO |Followup #2) Nasopharyngeal Bleeding
36. 2024/10/5 1 A
RECI1-135 02774 1 PEMBROLIZU [ [Pharyngeal haemorrhage]
MAB
#1 ) MK-7902
CMUH111- 2410GBRO |Followup #2) Nasopharyngeal Bleeding
37. 2024/10/5 1 A
RECI1-135 02774 2 PEMBROLIZU [ [Pharyngeal haemorrhage]
MAB
#1 ) MK-7902
CMUHI111- 2410GBRO |Followup #2) Nasopharyngeal Bleeding
38. 2024/10/5 3] A
RECI1-135 02774 3 PEMBROLIZU [ [Pharyngeal haemorrhage]
MAB
#1)
CMUHI111- 2409FRAO |Followup | PEMBROLIZU | Unknown cause of death
39. 2024/9/24 1 A
RECI1-135 09704 4 MAB [Death]
#2 ) MK-7902
#1 ) MK-7902
CMUHI111- 2410GBRO |Followup #2) Nasopharyngeal Bleeding
40. 2024/10/5 L3 A
RECI1-135 02774 4 PEMBROLIZU [ [Pharyngeal haemorrhage]
MAB
severe bleeding from the
CMUH111- 2406ROUO (Followup tumor locate in the right
4]. 2024/6/4 #1 ) MK-7902 23| A
RECI1-135 10071 4 tonsil [Tumour
haemorrhage]
#1 ) MK-7902
Significant tumour
CMUH111- 2410GBRO |Followup #2)
42. 2024/10/5 Haemorrhage [Tumour | 1,3 | A
RECI1-135 02774 5 PEMBROLIZU
haemorrhage]
MAB
113 # 12 % 04 p % 45 F > £ 69 |
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B X 2 PAR(RL
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5L i 2 ML 5|
#1 ) MK-7902
Significant tumour
CMUHI11- 2410GBRO |Followup #2)
43. 2024/10/5 Haemorrhage [Tumour 1,3 A
RECI1-135 02774 6 PEMBROLIZU
haemorrhage]
MAB
#1 ) MK-7902
Significant tumour
CMUHI11- 2410GBRO |Followup #2)
44, 2024/10/5 Haemorrhage [Tumour | 1,3 | A
RECI1-135 02774 7 PEMBROLIZU
haemorrhage]
MAB
CMUHI111- 2410FRAO [Followup Unknown cause of death
45, 2024/8/17 #1 ) MK-7902 1 A
RECI1-135 02235 2 [Death]
malignant neoplasm
progression [Malignant
#1) neoplasm progression]
CMUHI11- 2107USA0
46. 2021/7/2 Initial [CAPECITABIN | Platelet Count Decreased | 1,3 A
RECI1-135 06720
E [Platelet count decreased]
Blood bilirubin increased
[Blood bilirubin increased]
#1 ) MK-3475
(pembrolizumab
) Solution for
injection PRESUMED
#2) MALIGNANT PLEURAL
SACITUZUMA | EFFUSION [Malignant
B GOVITECAN pleural effusion]
CMUHI113- 2402PHLOO|Followup (3475 WORSENING ATRIAL
47. 2024/2/14 13 ] A
REC1-046 8725 15 SOLUTION FIBRILLATION [Atrial
FOR fibrillation]
INJECTION [ INCREASED PLEURAL
STUDY) EFFUSION [Pleural
(SACITUZUM effusion]
AB
GOVITECAN)
Injection
113 & 12 2 04 p % 46 F > £ 69 F
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48.

CMUH113-
RECI1-046

2024/9/17

2409PER00

7482

(

Followup
1

SACITUZUMA
B GOVITECAN

#1 ) MK-3475

pembrolizumab

) Solution for
injection

#2)

(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Pancytopenia

[Pancytopenia]

fibrillation]

atrial fibrillation [Atrial

1.23

49.

CMUH113-
RECI1-046

2024/9/17

2409PER0O0O
7482

Followup

2

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM

AB
GOVITECAN)

Injection

Pancytopenia

[Pancytopenia]

fibrillation]

atrial fibrillation [Atrial

1.23

113 # 12 % 04 p
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50.

CMUH113-
RECI1-046

2024/9/17

2409PER00
7482

(

Followup
3

SACITUZUMA
B GOVITECAN

#1 ) MK-3475

pembrolizumab

) Solution for
injection

#2)

(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Pancytopenia

[Pancytopenia]

atrial fibrillation [Atrial

fibrillation]

1.23

51.

CMUH113-
RECI1-046

2024/9/23

2409THAO
09846

Followup

1

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM

AB
GOVITECAN)

Injection

Neutropenia [Neutropenia]

Pneumonia [Pneumonia]

23

113 # 12 % 04 p
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection PRESUMED
#2) MALIGNANT PLEURAL
SACITUZUMA | EFFUSION [Malignant
B GOVITECAN pleural effusion]
CMUH113- 2402PHLOO|Followup (3475 WORSENING ATRIAL
52. 2024/2/14 1.3 A
REC1-046 8725 16 SOLUTION FIBRILLATION [Atrial
FOR fibrillation]
INJECTION [ INCREASED PLEURAL
STUDY) EFFUSION [Pleural
(SACITUZUM effusion]
AB
GOVITECAN)
Injection
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
interstitial pneumonia
B GOVITECAN
[Interstitial lung disease]
CMUH113- 24041TA00 |Followup (3475
53. 2024/4/10 pneumothorax 131 A
REC1-046 9309 16 SOLUTION
[Pneumothorax]
FOR
diarrhoea [Diarrhoea]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
% 49 F > £ 69 F
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#1 ) MK-3475 |pneumonitis [Pneumonitis]
CMUH113- 2312BRAO |Followup [ (pembrolizumab PULMONARY
o4, 2023/12/17 1.23] A
REC1-046 07462 9 ) Solution for | THROMBOEMBOLISM
injection [Pulmonary embolism]
#1 ) MK-3475
(pembrolizumab
) Solution for
injection INCREASED PLEURAL
#2) EFFUSION [Pleural
SACITUZUMA effusion]
B GOVITECAN PRESUMED
CMUH113- 2402PHLOO|Followup (3475 MALIGNANT PLEURAL
55. 2024/2/14 13 ] A
REC1-046 8725 17 SOLUTION EFFUSION [Malignant
FOR pleural effusion]
INJECTION WORSENING ATRIAL
STUDY) FIBRILLATION [Atrial
(SACITUZUM fibrillation]
AB
GOVITECAN)
Injection
Respiratory failure
[Respiratory failure]
Pulmonary embolism
[Pulmonary embolism]
#1 ) MK-3475
Respiratory failure
CMUH113- 2407TURO |Followup [ (pembrolizumab
56. 2024/6/13 [Respiratory failure] [2.3.4]| A
REC1-046 02303 13 ) Solution for
Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]

113 # 12 7 04 p
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S7.

CMUH113-
RECI1-046

2024/5/13

2405ROU0
04495

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Followup
12

Injection

Sepsis [Sepsis]
Septic shock [Septic
shock]

Acute respiratory failure
[Acute respiratory failure]

Bronchopneumonia

[Pneumonia]

23

58.

CMUH113-
RECI1-046

2024/9/17

2409PER0O0O
7482

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM

AB
GOVITECAN)

Followup

4

Injection

Pancytopenia
[Pancytopenia]
atrial fibrillation [Atrial
fibrillation]

1.23

113 # 12 % 04 p
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Respiratory failure
[Respiratory failure]
Pulmonary embolism
[Pulmonary embolism]
#1 ) MK-3475
Respiratory failure
CMUH113- 2407TURO [Followup | (pembrolizumab
59. 2024/6/13 [Respiratory failure] [2.3.4] A
REC1-046 02303 14 ) Solution for
Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN Pancytopenia
CMUH113- 2409PEROO|Followup (3475 [Pancytopenia]
60. 2024/9/17 123 A
RECI1-046 7482 5 SOLUTION atrial fibrillation [Atrial
FOR fibrillation]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
113 # 12 % 04 p % 52 F > £ 69 F
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61.

CMUH113-
RECI1-046

2024/8/11

2408GBRO
04958

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Followup
7

Injection

Other Serious Criteria:
Medically Significant
Neutropenic Sepsis
[Neutropenic sepsis]
10 colitis [Immune-

mediated enterocolitis]

2.3.7

62.

CMUH113-
RECI1-046

2024/9/17

2409PER0O0O
7482

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM

AB
GOVITECAN)

Followup

6

Injection

Pancytopenia
[Pancytopenia]
atrial fibrillation [Atrial
fibrillation]

1.23

113 # 12 % 04 p
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Respiratory failure
[Respiratory failure]
Pulmonary embolism
[Pulmonary embolism]
#1 ) MK-3475
Respiratory failure
CMUH113- 2407TURO [Followup | (pembrolizumab 1.2.3.
63. 2024/6/13 [Respiratory failure] A
REC1-046 02303 15 ) Solution for 4
Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN| MUCOSISTIS [Mucosal
CMUH113- 2410PEROO|Followup (3475 inflammation]
64. 2024/10/8 123 A
REC1-046 5406 2 SOLUTION Stroke [Cerebrovascular
FOR accident]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
113 # 12 % 04 p % 54 F > £ 69 F
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
Sepsis [Sepsis]
SACITUZUMA
Septic shock [Septic
B GOVITECAN
shock]
CMUH113- 2405ROUO |Followup (3475
65. 2024/5/13 Bronchopneumonia 23| A
REC1-046 04495 13 SOLUTION
[Pneumonia]
FOR
Acute respiratory failure
INJECTION
[Acute respiratory failure]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
Respiratory failure
[Respiratory failure]
Pulmonary embolism
[Pulmonary embolism]
#1 ) MK-3475
Respiratory failure
CMUH113- 2407TURO |Followup [ (pembrolizumab 1.2.3.
66. 2024/6/13 [Respiratory failure] A
REC1-046 02303 16 ) Solution for 4
Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]

113 # 12 7 04 p
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN| MUCOSISTIS [Mucosal
CMUH113- 2410PEROO|Followup (3475 inflammation]
67. 2024/10/8 1.23] A
REC1-046 5406 3 SOLUTION Stroke [Cerebrovascular
FOR accident]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
Respiratory failure
[Respiratory failure]
Pulmonary embolism
[Pulmonary embolism]
#1 ) MK-3475
Respiratory failure
CMUH113- 2407TURO |Followup [ (pembrolizumab 1.2.3.
68. 2024/6/13 [Respiratory failure] A
REC1-046 02303 17 ) Solution for 4
Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]

113 # 12 7 04 p
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B X 2 PAR(RL
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5L i 2 ML 5|
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
MUCOSISTIS [Mucosal
SACITUZUMA
inflammation]
B GOVITECAN
Stroke [Cerebrovascular
CMUH113- 2410PEROO|Followup (3475
69. 2024/10/8 accident] 123 A
REC1-046 5406 4 SOLUTION
Neutropenia [Neutropenia]
FOR
High blood pressure
INJECTION
worsening [Hypertension]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2) Febrile neutropenia
SACITUZUMA | [Febrile neutropenia]
B GOVITECAN Leukocytopenia
CMUH113- 2407CHNO [Followup (3475 [Leukopenia]
70. 2024/7/27 23| A
REC1-046 15498 8 SOLUTION | Increased chest tightness
FOR [Chest discomfort]
INJECTION breathing difficulties
STUDY) [Dyspnoea]
(SACITUZUM
AB
GOVITECAN)
Injection
% 57 F > £ 69 F
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection INCREASED PLEURAL
#2) EFFUSION [Pleural
SACITUZUMA effusion]
B GOVITECAN PRESUMED
CMUH113- 2402PHLOO|Followup (3475 MALIGNANT PLEURAL
71. 2024/2/14 13 ] A
REC1-046 8725 18 SOLUTION EFFUSION [Malignant
FOR pleural effusion]
INJECTION | WORSENING ATRIAL
STUDY) FIBRILLATION [Atrial
(SACITUZUM fibrillation]
AB
GOVITECAN)
Injection
Respiratory failure
[Respiratory failure]
Pulmonary embolism
[Pulmonary embolism]
#1 ) MK-3475
Respiratory failure
CMUH113- 2407TURO |Followup [ (pembrolizumab 1.2.3.
72. 2024/6/13 [Respiratory failure] A
REC1-046 02303 18 ) Solution for 4
Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]

113 # 12 7 04 p
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73.

CMUH113-
RECI1-046

2024/4/10

24041TA00
9309

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Followup
17

Injection

interstitial pneumonia
[Interstitial lung disease]
pneumothorax
[Pneumothorax]

diarrhoea [Diarrhoea]

1.3

74.

CMUH113-
RECI1-046

2024/5/13

2405ROU0
04495

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM

AB
GOVITECAN)

Followup

14

Injection

Sepsis [Sepsis]
Septic shock [Septic
shock]
Bronchopneumonia
[Pneumonia]
Acute respiratory failure

[Acute respiratory failure]

23

113 # 12 % 04 p
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75.

CMUH113-
RECI1-046

2024/10/8

2410PER0O0O

5406

(

Followup
5

SACITUZUMA
B GOVITECAN

#1 ) MK-3475

pembrolizumab

) Solution for
injection

#2)

(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

MUCOSISTIS [Mucosal
inflammation]
Neutropenia [Neutropenia]
Stroke [Cerebrovascular
accident]

High blood pressure

worsening [Hypertension]

1.23

76.

CMUH113-
RECI1-046

2024/9/17

2409PER0O0O
7482

Followup

7

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM

AB
GOVITECAN)

Injection

Pancytopenia
[Pancytopenia]
atrial fibrillation [Atrial
fibrillation]

1.23

113 # 12 % 04 p



TRFFAREARFRALAELAEF-FELR ¢

-F - L
R

—

ERFLZZFREREEC ®W)

S E LA ENE

%

Ey ek
2 sk

F2

w7

£

e

et

" 5

*AFE R

77.

CMUH113-
RECI1-046

2024/10/6

2410AUSO
03314

Initial

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Subacute left occipital
stroke [Occipital lobe
stroke]
Malignant Neoplasm
Progression [Malignant

neoplasm progression]

1.3

78.

CMUH113-
RECI1-046

2024/4/10

24041TA00
9309

Followup

18

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM

AB
GOVITECAN)

Injection

interstitial pneumonia
[Interstitial lung disease]
pneumothorax
[Pneumothorax]

diarrhoea [Diarrhoea]

1.3

113 # 12 % 04 p
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Respiratory failure
[Respiratory failure]
Pulmonary embolism
[Pulmonary embolism]
#1 ) MK-3475
Respiratory failure
CMUH113- 2407TURO [Followup | (pembrolizumab 1.2.3.
79. 2024/6/13 [Respiratory failure] A
REC1-046 02303 19 ) Solution for 4
Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN Pancytopenia
CMUH113- 2409PEROO|Followup (3475 [Pancytopenia]
80. 2024/9/15 123 A
RECI1-046 7482 8 SOLUTION atrial fibrillation [Atrial
FOR fibrillation]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
113 # 12 % 04 p % 62 F > £ 69 F



TRFFAREARFRALAELAEF-FELR ¢

— - A - 2. 5y ]
-~ F-LlZERPLEFAEBMESC ER
B X 2 PAR(RL
~ESHBL|FA P Y VR I A CS R E AT
5L i 2 ML 5|
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
MUCOSISTIS [Mucosal
SACITUZUMA
inflammation]
B GOVITECAN
Neutropenia [Neutropenia]
CMUH113- 2410PEROO|Followup (3475
81. 2024/10/8 Stroke [Cerebrovascular | 1.2.3| A
REC1-046 5406 6 SOLUTION
accident]
FOR
High blood pressure
INJECTION
worsening [Hypertension]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
Respiratory failure
[Respiratory failure]
Pulmonary embolism
[Pulmonary embolism]
#1 ) MK-3475
Respiratory failure
CMUH113- 2407TURO |Followup [ (pembrolizumab 1.2.3.
82. 2024/6/13 [Respiratory failure] A
REC1-046 02303 20 ) Solution for 4
Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]
RESIQUIMOD,
CMUH112- 2024HUO00 | Follow Fistula [Fistula]
83. 2024/5/28 PEMBROLIZU 23| A
REC1-193 5739 up 5 Fistula [Fistula]
MAB
CMUHI110- 100000298 [follow up
84. 2024/7/14 Tamoxifen Death 1 A
RECI1-215 28 1
CMUH110- follow up
85. 2024/6/6 3579378 Giredestrant | Cerebrovascular accident | 2,3 A
RECI1-215 3

113 # 12 7 04 p
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